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STATUTORY SUPPLEMENT iii

FDCA STATUTORY SUPPLEMENT, 2018

The Federal Food, Drug, and Cosmetic Act (FDCA) has been amended frequently and significantly over the years and is 
presented here as amended through January 2018. This new 2018 edition is fully updated to reflect, inter alia, the recent 
amendments to the FDCA by the Food and Drug Administration Reauthorization Act (FDARA), which was signed 
into law by President Donald Trump in August of 2017. FDARA had the effect of reauthorizing the Prescription Drug 
User Fee Act (PDUFA), as well as user fees for biosimilars, generic drugs, and medical devices. These amendments are 
presented in track changes (additions are underlined; deletions are struck-through), making it easy to identify updates 
and changes to the law.

It is presented in the order, and bearing the section numbers of, the original statute because of the many cross-references 
within the statute and because of the frequency with which those section numbers are referenced by courts, practitioners, 
and academics. The bracketed numbers following the FDCA section numbers are the section numbers in Title 21 of the 
United States Code, where the FDCA sections are codified. For example, the definitions section is presented as “Sec. 201. 
[321].” A few relevant statutory sections were not passed as amendments to the FDCA, but have been codified within the 
same range of code section numbers in Title 21. Such sections are presented here in their correct place in the 21 U.S.C. 
numbering scheme, but without an FDCA section number. For example, 21 U.S.C. 321a, defining butter, appears after 
Section 201 [321].

As in previous editions, this edition includes an appendix of selected text from other statutes and acts that may be 
particularly relevant for practitioners in this area of the law. Thus, for example, sections of the Public Health Service Act 
relating to the approval of biological products are included in the appendix, as are provisions of the FDA Amendments 
Act of 2007 relating to user fees and postmarket surveillance. The selections in the appendix are not, however, meant to 
be exhaustive or all-encompassing; FDLI encourages users to seek out the actual statutes and acts when substantive legal 
review is required.

For access to the electronic version of the FDCA Statutory Supplement, go to http://www.fdli.org/stat2018.
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Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 201 [321]

FEDERAL FOOD, DRUG,  
AND COSMETIC ACT

(References in brackets [  ] are to title 21, United States Code)

ChAPTER i — ShORT TiTLE

SEC. 1. [301] ShORT TiTLE.

This Act may be cited as the Federal Food, Drug, and Cosmetic Act.

ChAPTER ii — DEFiNiTiONS

SEC. 201. [321] DEFiNiTiONS.

For the purposes of this Act —

(a) —

(1) The term “State”, except as used in the last sentence of section 702(a), means any State or Territory of the 
United States, the District of Columbia, and the Commonwealth of Puerto Rico.

(2) The term “Territory” means any Territory or possession of the United States, including the District of 
Columbia, and excluding the Commonwealth of Puerto Rico and the Canal Zone.

(b) The term “interstate commerce” means

(1) commerce between any State or Territory and any place outside thereof, and

(2) commerce within the District of Columbia or within any other Territory not organized with a legislative body.

(c) The term “Department” means the Department of Health and Human Services.

(d) The term “Secretary” means the Secretary of Health and Human Services.

(e) The term “person” includes individual, partnership, corporation, and association.

(f) The term “food” means

(1) articles used for food or drink for man or other animals,

(2) chewing gum, and

(3) articles used for components of any such article.

(g) —

(1) The term “drug” means

(A) articles recognized in the official United States Pharmacopeia, official Homeopathic Pharmacopeia of 
the United States, or official National Formulary, or any supplement to any of them; and

(B) articles intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease in man or 
other animals; and

(C) articles (other than food) intended to affect the structure or any function of the body of man or other 
animals; and

(D) articles intended for use as a component of any articles specified in clause (A), (B), or (C).

A food or dietary supplement for which a claim, subject to sections 403(r)(1)(B) and 403(r)(3) or sections 
403(r)(1)(B) and 403(r)(5)(D), is made in accordance with the requirements of section 403(r) is not a drug solely 
because the label or the labeling contains such a claim. A food, dietary ingredient, or dietary supplement for 
which a truthful and not misleading statement is made in accordance with section 403(r)(6) is not a drug under 
clause (C) solely because the label or the labeling contains such a statement.

(2) The term “counterfeit drug” means a drug which, or the container or labeling of which, without authorization, 
bears the trademark, trade name, or other identifying mark, imprint, or device, or any likeness thereof, of a drug 
manufacturer, processor, packer, or distributor other than the person or persons who in fact manufactured, 
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processed, packed, or distributed such drug and which thereby falsely purports or is represented to be the product 
of, or to have been packed or distributed by, such other drug manufacturer, processor, packer, or distributor.

(h) The term “device” (except when used in paragraph (n) of this section and in sections 301(i), 403(f), 502(c), and 
602(c)) means an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar 
or related article, including any component, part, or accessory, which is —

(1) recognized in the official National Formulary, or the United States Pharmacopeia, or any supplement to them,

(2) intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or 
prevention of disease, in man or other animals, or

(3) intended to affect the structure or any function of the body of man or other animals, and which does not 
achieve its primary intended purposes through chemical action within or on the body of man or other animals 
and which is not dependent upon being metabolized for the achievement of its primary intended purposes. The 
term ‘device’ does not include software functions excluded pursuant to section 520(o).

(i) The term “cosmetic” means

(1) articles intended to be rubbed, poured, sprinkled, or sprayed on, introduced into, or otherwise applied to the 
human body or any part thereof for cleansing, beautifying, promoting attractiveness, or altering the appearance, 
and

(2) articles intended for use as a component of any such articles; except that such term shall not include soap.

(j) The term “official compendium” means the official United States Pharmacopeia, official Homeopathic 
Pharmacopeia of the United States, official National Formulary, or any supplement to any of them.

(k) The term “label” means a display of written, printed, or graphic matter upon the immediate container of any 
article; and a requirement made by or under authority of this Act that any word, statement, or other information 
appear on the label shall not be considered to be complied with unless such word, statement, or other information also 
appears on the outside container or wrapper, if any there be, of the retail package of such article, or is easily legible 
through the outside container or wrapper.

(l) The term “immediate container” does not include package liners.

(m) The term “labeling” means all labels and other written, printed, or graphic matter

(1) upon any article or any of its containers or wrappers, or

(2) accompanying such article.

(n) If an article is alleged to be misbranded because the labeling or advertising is misleading, then in determining 
whether the labeling or advertising is misleading there shall be taken into account (among other things) not only 
representations made or suggested by statement, word, design, device, or any combination thereof, but also the extent 
to which the labeling or advertising fails to reveal facts material in the light of such representations or material with 
respect to consequences which may result from the use of the article to which the labeling or advertising relates 
under the conditions of use prescribed in the labeling or advertising thereof or under such conditions of use as are 
customary or usual.

(o) The representation of a drug, in its labeling, as an antiseptic shall be considered to be a representation that it is a 
germicide, except in the case of a drug purporting to be, or represented as, an antiseptic for inhibitory use as a wet 
dressing, ointment, dusting powder, or such other use as involves prolonged contact with the body.

(p) The term “new drug” means —

(1) Any drug (except a new animal drug or an animal feed bearing or containing a new animal drug) 
the composition of which is such that such drug is not generally recognized, among experts qualified by 
scientific training and experience to evaluate the safety and effectiveness of drugs, as safe and effective for 
use under the conditions prescribed, recommended, or suggested in the labeling thereof, except that such a 
drug not so recognized shall not be deemed to be a “new drug” if at any time prior to the enactment of this 
Act it was subject to the Food and Drugs Act of June 30, 1906, as amended, and if at such time its labeling 
contained the same representations concerning the conditions of its use; or

(2) Any drug (except a new animal drug or an animal feed bearing or containing a new animal drug) 
the composition of which is such that such drug, as a result of investigations to determine its safety and 
effectiveness for use under such conditions, has become so recognized, but which has not, otherwise than in 
such investigations, been used to a material extent or for a material time under such conditions.
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(q) —

(1) —

(A) Except as provided in clause (B), the term “pesticide chemical” means any substance that is a pesticide 
within the meaning of the Federal Insecticide, Fungicide, and Rodenticide Act, including all active and inert 
ingredients of such pesticide. Notwithstanding any other provision of law, the term “pesticide” within such 
meaning includes ethylene oxide and propylene oxide when such substances are applied on food.

(B) In the case of the use, with respect to food, of a substance described in clause (A) to prevent, destroy, 
repel, or mitigate micro-organisms (including bacteria, viruses, fungi, protozoa, algae, and slime), the 
following applies for purposes of clause (A):

(i) The definition in such clause for the term “pesticide chemical” does not include the substance if the 
substance is applied for such use on food, or the substance is included for such use in water that comes 
into contact with the food, in the preparing, packing, or holding of the food for commercial purposes. 
The substance is not excluded under this subclause from such definition if the substance is ethylene 
oxide or propylene oxide, and is applied for such use on food. The substance is not so excluded if the 
substance is applied for such use on a raw agricultural commodity, or the substance is included for such 
use in water that comes into contact with the commodity, as follows:

(I) The substance is applied in the field.

(II) The substance is applied at a treatment facility where raw agricultural commodities are the 
only food treated, and the treatment is in a manner that does not change the status of the food 
as a raw agricultural commodity (including treatment through washing, waxing, fumigating, and 
packing such commodities in such manner).

(III) The substance is applied during the transportation of such commodity between the field and 
such a treatment facility.

(ii) The definition in such clause for the term “pesticide chemical” does not include the substance if 
the substance is a food contact substance as defined in section 409(h)(6), and any of the following 
circumstances exist: The substance is included for such use in an object that has a food contact surface 
but is not intended to have an ongoing effect on any portion of the object; the substance is included 
for such use in an object that has a food contact surface and is intended to have an ongoing effect on 
a portion of the object but not on the food contact surface; or the substance is included for such use in 
or is applied for such use on food packaging (without regard to whether the substance is intended to 
have an ongoing effect on any portion of the packaging). The food contact substance is not excluded 
under this subclause from such definition if any of the following circumstances exist: The substance is 
applied for such use on a semipermanent or permanent food contact surface (other than being applied 
on food packaging); or the substance is included for such use in an object that has a semipermanent 
or permanent food contact surface (other than being included in food packaging) and the substance is 
intended to have an ongoing effect on the food contact surface.

With respect to the definition of the term “pesticide” that is applicable to the Federal Insecticide, Fungicide, 
and Rodenticide Act, this clause does not exclude any substance from such definition.

(2) The term “pesticide chemical residue” means a residue in or on raw agricultural commodity or processed 
food of —

(A) a pesticide chemical; or

(B) any other added substance that is present on or in the commodity or food primarily as a result of the 
metabolism or other degradation of a pesticide chemical.

(3) Notwithstanding subparagraphs (1) and (2), the Administrator may by regulation except a substance from the 
definition of “pesticide chemical” or “pesticide chemical residue” if —

(A) its occurrence as a residue on or in a raw agricultural commodity or processed food is attributable 
primarily to natural causes or to human activities not involving the use of any substances for a pesticidal 
purpose in the production, storage, processing, or transportation of any raw agricultural commodity or 
processed food; and

(B) the Administrator, after consultation with the Secretary, determines that the substance more appropriately 
should be regulated under one or more provisions of this Act other than sections 402(a)(2)(B) and 408.
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(r) The term “raw agricultural commodity” means any food in its raw or natural state, including all fruits that are 
washed, colored, or otherwise treated in their unpeeled natural form prior to marketing.

(s) The term “food additive” means any substance the intended use of which results or may reasonably be expected 
to result, directly or indirectly, in its becoming a component or otherwise affecting the characteristics of any food 
(including any substance intended for use in producing, manufacturing, packing, processing, preparing, treating, 
packaging, transporting, or holding food; and including any source of radiation intended for any such use), if such 
substance is not generally recognized, among experts qualified by scientific training and experience to evaluate its 
safety, as having been adequately shown through scientific procedures (or, in the case of a substance used in food 
prior to January 1, 1958, through either scientific procedures or experience based on common use in food) to be safe 
under the conditions of its intended use; except that such term does not include —

(1) a pesticide chemical residue in or on a raw agricultural commodity or processed food; or

(2) a pesticide chemical; or

(3) a color additive; or

(4) any substance used in accordance with a sanction or approval granted prior to the enactment of this paragraph 
[September 6, 1958 — Ed.] pursuant to this Act, the Poultry Products Inspection Act (21 U.S.C. 451 and the 
following) or the Meat Inspection Act of March 4, 1907 (34 Stat. 1260), as amended and extended (21 U.S.C. 
71 and the following);

(5) a new animal drug; or

(6) an ingredient described in paragraph (ff) in, or intended for use in, a dietary supplement.

(t) —

(1) The term “color additive” means a material which —

(A) is a dye, pigment, or other substance made by a process of synthesis or similar artifice, or extracted, 
isolated, or otherwise derived, with or without intermediate or final change of identity, from a vegetable, 
animal, mineral, or other source, and

(B) when added or applied to a food, drug, or cosmetic, or to the human body or any part thereof, is capable 
(alone or through reaction with other substance) of imparting color thereto;

except that such term does not include any material which the Secretary, by regulation, determines is used (or 
intended to be used) solely for a purpose or purposes other than coloring.

(2) The term “color” includes black, white, and intermediate grays.

(3) Nothing in subparagraph (1) of this paragraph shall be construed to apply to any pesticide chemical, soil 
or plant nutrient, or other agricultural chemical solely because of its effect in aiding, retarding, or otherwise 
affecting, directly or indirectly, the growth or other natural physiological processes of produce of the soil and 
thereby affecting its color, whether before or after harvest.

(u) The term “safe”, as used in paragraph (s) of this section and in sections 409, 512, 571, and 721, has reference to 
the health of man or animal.

(v) The term “new animal drug” means any drug intended for use for animals other than man, including any drug 
intended for use in animal feed but not including such animal feed —

(1) the composition of which is such that such drug is not generally recognized, among experts qualified by 
scientific training and experience to evaluate the safety and effectiveness of animal drugs, as safe and effective 
for use under the conditions prescribed, recommended, or suggested in the labeling thereof; except that such a 
drug not so recognized shall not be deemed to be a “new animal drug” if at any time prior to June 25, 1938, it 
was subject to the Food and Drug Act of June 30, 1906, as amended, and if at such time its labeling contained the 
same representations concerning the conditions of its use; or

(2) the composition of which is such that such drug, as a result of investigations to determine its safety and 
effectiveness for use under such conditions, has become so recognized but which has not, otherwise than in such 
investigations, been used to a material extent or for a material time under such conditions.

Provided that any drug intended for minor use or use in a minor species that is not the subject of a final regulation 
published by the Secretary through notice and comment rulemaking finding that the criteria of paragraphs (1) and (2) 
have not been met (or that the exception to the criterion in paragraph (1) has been met) is a new animal drug.
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(w) The term “animal feed”, as used in paragraph (w) [probably should be paragraph “(v)” — Ed.] of this section, in 
section 512, and in provisions of this Act referring to such paragraph or section, means an article which is intended 
for use for food for animals other than man and which is intended for use as a substantial source of nutrients in the 
diet of the animal, and is not limited to a mixture intended to be the sole ration of the animal.

(x) The term “informal hearing” means a hearing which is not subject to section 554, 556, or 557 of title 5 of the 
United States Code and which provides for the following:

(1) The presiding officer in the hearing shall be designated by the Secretary from officers and employees of the 
Department who have not participated in any action of the Secretary which is the subject of the hearing and who 
are not directly responsible to an officer or employee of the Department who has participated in any such action.

(2) Each party to the hearing shall have the right at all times to be advised and accompanied by an attorney.

(3) Before the hearing, each party to the hearing shall be given reasonable notice of the matters to be considered 
at the hearing, including a comprehensive statement of the basis for the action taken or proposed by the Secretary 
which is the subject of the hearing and a general summary of the information which will be presented by the 
Secretary at the hearing in support of such action.

(4) At the hearing the parties to the hearing shall have the right to hear a full and complete statement of the action of 
the Secretary which is the subject of the hearing together with the information and reasons supporting such action, to 
conduct reasonable questioning, and to present any oral or written information relevant to such action.

(5) The presiding officer in such hearing shall prepare a written report of the hearing to which shall be attached 
all written material presented at the hearing. The participants in the hearing shall be given the opportunity to 
review and correct or supplement the presiding officer’s report of the hearing.

(6) The Secretary may require the hearing to be transcribed. A party to the hearing shall have the right to have 
the hearing transcribed at his expense. Any transcription of a hearing shall be included in the presiding officer’s 
report of the hearing.

(y) The term “saccharin” includes calcium saccharin, sodium saccharin, and ammonium saccharin.

(z) The term “infant formula” means a food which purports to be or is represented for special dietary use solely as 
a food for infants by reason of its simulation of human milk or its suitability as a complete or partial substitute for 
human milk.

(aa) The term “abbreviated drug application” means an application submitted under section 505(j) for the approval 
of a drug that relies on the approved application of another drug with the same active ingredient to establish safety 
and efficacy, and —

(1) in the case of section 306, includes a supplement to such an application for a different or additional use of 
the drug but does not include a supplement to such an application for other than a different or additional use of 
the drug, and

(2) in the case of sections 307 and 308, includes any supplement to such an application.

(bb) The term “knowingly” or “knew” means that a person, with respect to information —

(1) has actual knowledge of the information, or

(2) acts in deliberate ignorance or reckless disregard of the truth or falsity of the information.

(cc) For purposes of section 306, the term “high managerial agent” —

(1) means —

(A) an officer or director of a corporation or an association,

(B) a partner of a partnership, or

(C) any employee or other agent of a corporation, association, or partnership,

having duties such that the conduct of such officer, director, partner, employee, or agent may fairly be assumed 
to represent the policy of the corporation, association, or partnership, and

(2) includes persons having management responsibility for —

(A) submissions to the Food and Drug Administration regarding the development or approval of any drug 
product,

(B) production, quality assurance, or quality control of any drug product, or

(C) research and development of any drug product.
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(dd) For purposes of sections 306 and 307, the term “drug product” means a drug subject to regulation under section 
505, 512, or 802 of this Act or under section 351 of the Public Health Service Act.

(ee) The term “Commissioner” means the Commissioner of Food and Drugs.

(ff) The term “dietary supplement” —

(1) means a product (other than tobacco) intended to supplement the diet that bears or contains one or more of 
the following dietary ingredients:

(A) a vitamin;

(B) a mineral;

(C) an herb or other botanical;

(D) an amino acid;

(E) a dietary substance for use by man to supplement the diet by increasing the total dietary intake; or

(F) a concentrate, metabolite, constituent, extract, or combination of any ingredient described in clause (A), 
(B), (C), (D), or (E);

(2) means a product that —

(A) —

(i) is intended for ingestion in a form described in section 411(c)(1)(B)(i); or

(ii) complies with section 411(c)(1)(B)(ii);

(B) is not represented for use as a conventional food or as a sole item of a meal or the diet; and

(C) is labeled as a dietary supplement; and

(3) does —

(A) include an article that is approved as a new drug under section 505 or licensed as a biologic under section 
351 of the Public Health Service Act (42 U.S.C. 262) and was, prior to such approval, certification, or license, 
marketed as a dietary supplement or as a food unless the Secretary has issued a regulation, after notice and 
comment, finding that the article, when used as or in a dietary supplement under the conditions of use and 
dosages set forth in the labeling for such dietary supplement, is unlawful under section 402(f); and

(B) not include —

(i) an article that is approved as a new drug under section 505, certified as an antibiotic under section 
507, or licensed as a biologic under section 351 of the Public Health Service Act (42 U.S.C. 262), or

(ii) an article authorized for investigation as a new drug, antibiotic, or biological for which substantial 
clinical investigations have been instituted and for which the existence of such investigations has been 
made public,

which was not before such approval, certification, licensing, or authorization marketed as a dietary supplement 
or as a food unless the Secretary, in the Secretary’s discretion, has issued a regulation, after notice and comment, 
finding that the article would be lawful under this Act.

Except for purposes of section 201(g) and 417, a dietary supplement shall be deemed to be a food within the meaning 
of this Act.

(gg) The term “processed food” means any food other than a raw agricultural commodity and includes any raw 
agricultural commodity that has been subject to processing, such as canning, cooking, freezing, dehydration, or 
milling.

(hh) The term “Administrator” means the Administrator of the United States Environmental Protection Agency.

(ii) The term “compounded positron emission tomography drug” —

(1) means a drug that —

(A) exhibits spontaneous disintegration of unstable nuclei by the emission of positrons and is used for the 
purpose of providing dual photon positron emission tomographic diagnostic images; and

(B) has been compounded by or on the order of a practitioner who is licensed by a State to compound or 
order compounding for a drug described in subparagraph (A), and is compounded in accordance with the 
State’s law, for a patient or for research, teaching, or quality control; and
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(2) includes any nonradioactive reagent, reagent kit, ingredient, nuclide generator, accelerator, target material, 
electronic synthesizer, or other apparatus or computer program to be used in the preparation of such a drug.

(jj) The term “antibiotic drug” means any drug (except drugs for use in animals other than humans) composed wholly 
or partly of any kind of penicillin, streptomycin, chlortetracycline, chloramphenicol, bacitracin, or any other drug 
intended for human use containing any quantity of any chemical substance which is produced by a micro-organism 
and which has the capacity to inhibit or destroy micro-organisms in dilute solution (including a chemically synthesized 
equivalent of any such substance) or any derivative thereof.

(kk) The term “priority supplement” means a drug application referred to in section 101(4) of the Food and Drug 
Administration Modernization Act of 1997 (111 Stat. 2298).

(ll) —

(1) The term “single-use device” means a device that is intended for one use, or on a single patient during a 
single procedure.

(2) —

(A) The term “reprocessed”, with respect to a single-use device, means an original device that has previously 
been used on a patient and has been subjected to additional processing and manufacturing for the purpose of 
an additional single use on a patient. The subsequent processing and manufacture of a reprocessed single-use 
device shall result in a device that is reprocessed within the meaning of this definition.

(B) A single-use device that meets the definition under clause (A) shall be considered a reprocessed device 
without regard to any description of the device used by the manufacturer of the device or other persons, 
including a description that uses the term “recycled” rather than the term “reprocessed”.

(3) The term “original device” means a new, unused single-use device.

(mm) —

(1) The term “critical reprocessed single-use device” means a reprocessed single-use device that is intended to 
contact normally sterile tissue or body spaces during use.

(2) The term “semi-critical reprocessed single-use device” means a reprocessed single-use device that is intended 
to contact intact mucous membranes and not penetrate normally sterile areas of the body.

(nn) The term “major species” means cattle, horses, swine, chickens, turkeys, dogs, and cats, except that the Secretary 
may add species to this definition by regulation.

(oo) The term “minor species” means animals other than humans that are not major species.

(pp) The term “minor use” means the intended use of a drug in a major species for an indication that occurs 
infrequently and in only a small number of animals or in limited geographical areas and in only a small number of 
animals annually.

(qq) The term “major food allergen” means any of the following:

(1) Milk, egg, fish (e.g., bass, flounder, or cod), Crustacean shellfish (e.g., crab, lobster, or shrimp), tree nuts 
(e.g., almonds, pecans, or walnuts), wheat, peanuts, and soybeans.

(2) A food ingredient that contains protein derived from a food specified in paragraph (1), except the following:

(A) Any highly refined oil derived from a food specified in paragraph (1) and any ingredient derived from 
such highly refined oil.

(B) A food ingredient that is exempt under paragraph (6) or (7) of section 403(w).

(rr) —

(1) The term “tobacco product” means any product made or derived from tobacco that is intended for human 
consumption, including any component, part, or accessory of a tobacco product (except for raw materials other 
than tobacco used in manufacturing a component, part, or accessory of a tobacco product).

(2) The term “tobacco product” does not mean an article that is a drug under subsection (g)(1), a device under 
subsection (h), or a combination product described in section 503(g).

(3) The products described in paragraph (2) shall be subject to chapter V of this Act.

(4) A tobacco product shall not be marketed in combination with any other article or product regulated under this 
Act (including a drug, biologic, food, cosmetic, medical device, or a dietary supplement).

00_FDCA_01-03.indd   7 29/01/18   10:52 AM



8 FOOD AND DRUG LAW INSTITUTE

§ ___ [321a] Federal Food, Drug, and Cosmetic Act

SEC. . [321a] “bUTTER” DEFiNED.

For the purposes of the Food and Drugs Act of June 30, 1906 (Thirty-fourth Statutes at Large, page 768) “butter” 
shall be understood to mean the food product usually known as butter, and which is made exclusively from milk or 
cream, or both, with or without common salt, and with or without additional coloring matter, and containing not less 
than 80 per centum by weight of milk fat, all tolerances having been allowed for.

SEC. . [321b] “PACKAGE” DEFiNED.

The word “package” where it occurs the second and last time in the act entitled “An Act to amend section 8 of an act 
entitled, ‘An act for preventing the manufacture, sale, or transportation of adulterated or misbranded or poisonous 
deleterious foods, drugs, medicines, and liquors, and for regulating traffic therein, and for other purposes.’” approved 
March 3, 1913, shall include and shall be construed to include wrapped meats enclosed in papers or other materials 
as prepared by the manufacturers thereof for sale.

SEC. . [321c] NONFAT DRY MiLK; “MiLK” DEFiNED.

For the purposes of the Federal Food, Drug, and Cosmetic Act of June 26, 1938, (ch. 675, sec. 1, 52 Stat. 1040), 
nonfat dry milk is the product resulting from the removal of fat and water from milk, and contains the lactose, milk 
proteins, and milk minerals in the same relative proportions as in the fresh milk from which made. It contains not over 
5 per centum by weight of moisture. The fat content is not over 1 1/2 per centum by weight unless otherwise indicated.

The term “milk”, when used herein, means sweet milk of cows.

SEC. . [321d] MARKET NAMES FOR CATFiSh AND GiNSENG.

(a) CATFiSh LAbELiNG. —

(1) iN GENERAL. — Notwithstanding any other provision of law, for purposes of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 301 et seq.) —

(A) the term “catfish” may only be considered to be a common or usual name (or part thereof) for fish 
classified within the family Ictaluridae; and

(B) only labeling or advertising for fish classified within that family may include the term “catfish”.

(2) [Omitted.]*

(b) GiNSENG LAbELiNG. —

(1) iN GENERAL. — Notwithstanding any other provision of law, for purposes of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 301 et seq.) —

(A) the term “ginseng” may only be considered to be a common or usual name (or part thereof) for any herb 
or herbal ingredient derived from a plant classified within the genus Panax; and

(B) only labeling or advertising for herbs or herbal ingredients classified within that genus may include the 
term “ginseng”.

(2) [Omitted.]**

* Subsection (a)(2) added 21 U.S.C. 343(t).
** Subsection (b)(2) added 21 U.S.C. 343(u).
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ChAPTER iii — PROhibiTED ACTS AND PENALTiES

SEC. 301. [331] PROhibiTED ACTS.

The following acts and the causing thereof are hereby prohibited:

(a) The introduction or delivery for introduction into interstate commerce of any food, drug, device, tobacco product, 
or cosmetic that is adulterated or misbranded.

(b) The adulteration or misbranding of any food, drug, device, tobacco product, or cosmetic in interstate commerce.

(c) The receipt in interstate commerce of any food, drug, device, tobacco product, or cosmetic that is adulterated or 
misbranded, and the delivery or proffered delivery thereof for pay or otherwise.

(d) The introduction or delivery for introduction into interstate commerce of any article in violation of section 404, 
415, 505, or 564.

(e) The refusal to permit access to or copying of any record as required by section 412, 414, 417(j); 504, 564, 703, 
or 704(a), 760, or 761; or the failure to establish or maintain any record, or make any report, required under section 
412, 414(b), 416, 417, 504, 505 (i) or (k), 512(a)(4)(C), 512 (j), (l) or (m), 572(i), 515(f), 519, 564, 760, 761, 909, 
or 920 or the refusal to permit access to or verification or copying of any such required record; or the violation of 
any recordkeeping requirement under section 204 of the FDA Food Safety Modernization Act (except when such 
violation is committed by a farm).

(f) The refusal to permit entry or inspection as authorized by section 704.

(g) The manufacture within any Territory of any food, drug, device, tobacco product, or cosmetic that is adulterated 
or misbranded.

(h) The giving of a guaranty or undertaking referred to in section 303(c)(2) which guaranty or undertaking is false, 
except by a person who relied upon a guaranty or undertaking to the same effect signed by, and containing the name 
and address of, the person residing in the United States from whom he received in good faith the food, drug, device, 
tobacco product, or cosmetic; or the giving of a guaranty or undertaking referred to in section 303(c)(3), which 
guaranty or undertaking is false.

(i) —

(1) Forging, counterfeiting, simulating, or falsely representing, or without proper authority using any mark, 
stamp, tag, label, or other identification device authorized or required by regulations promulgated under the 
provisions of section 404 or 721.

(2) Making, selling, disposing of, or keeping in possession, control, or custody, or concealing any punch, die, 
plate, stone, or other thing designed to print, imprint, or reproduce the trademark, trade name, or other identifying 
mark, imprint, or device of another or any likeness of any of the foregoing upon any drug or container or labeling 
thereof so as to render such drugs a counterfeit drug.

(3) The doing of any act which causes a drug to be a counterfeit drug, or the sale or dispensing, or the holding 
for sale or dispensing, of a counterfeit drug.

(j) The using by any person to his own advantage, or revealing, other than to the Secretary or officers or employees 
of the Department, or to the courts when relevant in any judicial proceeding under this Act, any information acquired 
under authority of section 404, 409, 412, 414, 505, 510, 512, 513, 514, 515, 516, 518, 519, 520, 571, 572, 573, 
704, 708, 721, 904, 905, 906, 907, 908, 909, or 920(b) concerning any method or process which as a trade secret is 
entitled to protection; or the violating of section 408(i)(2) or any regulation issued under that section. This paragraph 
does not authorize the withholding of information from either House of Congress or from, to the extent of matter 
within its jurisdiction, any committee or subcommittee of such committee or any joint committee of Congress or any 
subcommittee of such joint committee.

(k) The alteration, mutilation, destruction, obliteration, or removal of the whole or any part of the labeling of, or the 
doing of any other act with respect to, a food, drug, device, tobacco product, or cosmetic, if such act is done while 
such article is held for sale (whether or not the first sale) after shipment in interstate commerce and results in such 
article being adulterated or misbranded.

(l) [Repealed.]

(m) The sale or offering for sale of colored oleomargarine or colored margarine, or the possession or serving of 
colored oleomargarine or colored margarine in violation of section 407(b) or 407(c).

(n) The using, in labeling, advertising or other sales promotion of any reference to any report or analysis furnished 
in compliance with section 704.
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(o) In the case of a prescription drug distributed or offered for sale in interstate commerce, the failure of the 
manufacturer, packer, or distributor thereof to maintain for transmittal, or to transmit, to any practitioner licensed 
by applicable State law to administer such drug who makes written request for information as to such drug, true and 
correct copies of all printed matter which is required to be included in any package in which that drug is distributed 
or sold, or such other printed matter as is approved by the Secretary. Nothing in this paragraph shall be construed to 
exempt any person from any labeling requirement imposed by or under other provisions of this Act.

(p) The failure to register in accordance with section 510 or 905, the failure to provide any information required by 
section 510(j), 510(k), 905(i), or 905(j), or the failure to provide a notice required by section 510(j)(2) or 905(i)(3).

(q) —

(1) The failure or refusal to

(A) comply with any requirement prescribed under section 518, 520(g), 903(b), 907, 908, or 915,

(B) furnish any notification or other material or information required by or under section 519, 520(g), 904, 
909, or 920; or

(C) comply with a requirement under section 522 or 913.

(2) With respect to any device or tobacco product, the submission of any report that is required by or under this 
Act that is false or misleading in any material respect.

(r) The movement of a device, drug, or tobacco product, in violation of an order under section 304(g) or the removal 
or alteration of any mark or label required by the order to identify the device, drug, or tobacco product as detained.

(s) The failure to provide the notice required by section 412(c) or 412(e), the failure to make the reports required 
by section 412(f)(1)(B), the failure to retain the records required by section 412(b)(4), or the failure to meet the 
requirements prescribed under section 412(f)(3).

(t) The importation of a drug in violation of section 801(d)(1), the sale, purchase, or trade of a drug or drug sample 
or the offer to sell, purchase, or trade a drug or drug sample in violation of section 503(c), the sale, purchase, or trade 
of a coupon, the offer to sell, purchase, or trade such a coupon, or the counterfeiting of such a coupon in violation of 
section 503(c)(2), the distribution of a drug sample in violation of section 503(d) or the failure to otherwise comply 
with the requirements of section 503(d), the distribution of drugs in violation of section 503(e), failure to comply with 
the requirements under section 582, the failure to comply with the requirements under section 584, as applicable, or 
the failure to otherwise comply with the requirements of section 503(e).

(u) The failure to comply with any requirements of the provisions of, or any regulations or orders of the Secretary, 
under section 512(a)(4)(A), 512(a)(4)(D), or 512(a)(5).

(v) The introduction or delivery for introduction into interstate commerce of a dietary supplement that is unsafe under 
section 413.

(w) The making of a knowingly false statement in any statement, certificate of analysis, record, or report required 
or requested under section 801(d)(3); the failure to submit a certificate of analysis as required under such section; 
the failure to maintain records or to submit records or reports as required by such section; the release into interstate 
commerce of any article or portion thereof imported into the United States under such section or any finished product 
made from such article or portion, except for export in accordance with section 801(e) or 802, or with section 351(h) 
of the Public Health Service Act; or the failure to so export or to destroy such an article or portions thereof, or such 
a finished product.

(x) The falsification of a declaration of conformity submitted under section 514(c) or the failure or refusal to provide 
data or information requested by the Secretary under paragraph (3) of such section.

(y) In the case of a drug, device, or food —

(1) the submission of a report or recommendation by a person accredited under section 523 that is false or 
misleading in any material respect;

(2) the disclosure by a person accredited under section 523 of confidential commercial information or any trade 
secret without the express written consent of the person who submitted such information or secret to such person; or

(3) the receipt of a person accredited under section 523 of a bribe in any form or the doing of any corrupt act by 
such person associated with a responsibility delegated to such person under this Act.

(z) The dissemination of information in violation of section 551.

(aa) The importation of a prescription drug in violation of section 804, the falsification of any record required to be 
maintained or provided to the Secretary under such section, or any other violation of regulations under such section.
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(bb) The transfer of an article of food in violation of an order under section 304(h), or the removal or alteration of 
any mark or label required by the order to identify the article as detained.

(cc) The importing or offering for import into the United States of an article of food by, with the assistance of, or at 
the direction of, a person debarred under section 306(b)(3).

(dd) The failure to register in accordance with section 415.

(ee) The importing or offering for import into the United States of an article of food in violation of the requirements 
under section 801(m).

(ff) The importing or offering for import into the United States of a drug or device with respect to which there is a 
failure to comply with a request of the Secretary to submit to the Secretary a statement under section 801(o).

(gg) The knowing failure to comply with paragraph (7)(E) of section 704(g); the knowing inclusion by a person 
accredited under paragraph (2) of such section of false information in an inspection report under paragraph (7)(A) of 
such section; or the knowing failure of such a person to include material facts in such a report.

(hh) The failure by a shipper, carrier by motor vehicle or rail vehicle, receiver, or any other person engaged in the 
transportation of food to comply with the sanitary transportation practices by the Secretary under section 416.

(ii) The falsification of a report of a serious adverse event submitted to a responsible person (as defined under section 
760 or 761) or the falsification of a serious adverse event report (as defined under section 760 or 761) submitted to 
the Secretary.

(jj) —

(1) The failure to submit the certification required by section 402(j)(5)(B) of the Public Health Service Act, or 
knowingly submitting a false certification under such section.

(2) The failure to submit clinical trial information required under subsection (j) of section 402 of the Public 
Health Service Act.

(3) The submission of clinical trial information under subsection (j) of section 402 of the Public Health Service 
Act at is false or misleading in any particular under paragraph (5)(D) of such subsection (j).

(kk) The dissemination of a television advertisement without complying with section 503B.

(ll) The introduction or delivery for introduction into interstate commerce of any food to which has been added a 
drug approved under section 505, a biological product licensed under section 351 of the Public Health Service Act, 
or a drug or a biological product for which substantial clinical investigations have been instituted and for which the 
existence of such investigations has been made public, unless —

(1) such drug or such biological product was marketed in food before any approval of the drug under section 
505, before licensure of the biological product under such section 351, and before any substantial clinical 
investigations involving the drug or the biological product have been instituted;

(2) the Secretary, in the Secretary’s discretion, has issued a regulation, after notice and comment, approving the 
use of such drug or such biological product in the food;

(3) the use of the drug or the biological product in the food is to enhance the safety of the food to which the drug 
or the biological product is added or applied and not to have independent biological or therapeutic effects on 
humans, and the use is in conformity with —

(A) a regulation issued under section 409 prescribing conditions of safe use in food;

(B) a regulation listing or affirming conditions under which the use of the drug or the biological product in 
food is generally recognized as safe;

(C) the conditions of use identified in a notification to the Secretary of a claim of exemption from the 
premarket approval requirements for food additives based on the notifier’s determination that the use of the 
drug or the biological product in food is generally recognized as safe, provided that the Secretary has not 
questioned the general recognition of safety determination in a letter to the notifier;

(D) a food contact substance notification that is effective under section 409(h); or

(E) such drug or biological product had been marketed for smoking cessation prior to the date of the 
enactment of the Food and Drug Administration Amendments Act of 2007; or

(4) The drug is a new animal drug whose use is not unsafe under section 512.

(mm) The failure to submit a report or provide a notification required under section 417(d). 

(nn) The falsification of a report or notification required under section 417(d).
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(oo) The sale of tobacco products in violation of a no-tobacco-sale order issued under section 303(f).

(pp) The introduction or delivery for introduction into interstate commerce of a tobacco product in violation of 
section 911.

(qq) —

(1) Forging, counterfeiting, simulating, or falsely representing, or without proper authority using any mark, 
stamp (including tax stamp), tag, label, or other identification device upon any tobacco product or container or 
labeling thereof so as to render such tobacco product a counterfeit tobacco product.

(2) Making, selling, disposing of, or keeping in possession, control, or custody, or concealing any punch, die, 
plate, stone, or other item that is designed to print, imprint, or reproduce the trademark, trade name, or other 
identifying mark, imprint, or device of another or any likeness of any of the foregoing upon any tobacco product 
or container or labeling thereof so as to render such tobacco product a counterfeit tobacco product.

(3) The doing of any act that causes a tobacco product to be a counterfeit tobacco product, or the sale or 
dispensing, or the holding for sale or dispensing, of a counterfeit tobacco product.

(rr) The charitable distribution of tobacco products.

(ss) The failure of a manufacturer or distributor to notify the Attorney General and the Secretary of the Treasury of 
their knowledge of tobacco products used in illicit trade.

(tt) Making any express or implied statement or representation directed to consumers with respect to a tobacco 
product, in a label or labeling or through the media or advertising, that either conveys, or misleads or would 
mislead consumers into believing, that —

(1) the product is approved by the Food and Drug Administration;

(2) the Food and Drug Administration deems the product to be safe for use by consumers;

(3) the product is endorsed by the Food and Drug Administration for use by consumers; or

(4) the product is safe or less harmful by virtue of —

(A) its regulation or inspection by the Food and Drug Administration; or

(B) its compliance with regulatory requirements set by the Food and Drug Administration; including any 
such statement or representation rendering the product misbranded under section 903.

(uu) The operation of a facility that manufactures, processes, packs, or holds food for sale in the United States if the 
owner, operator, or agent in charge of such facility is not in compliance with section 418.

(vv) The failure to comply with the requirements under section 419.

(ww) The failure to comply with section 420.

(xx) The refusal or failure to follow an order under section 423.

(yy) The knowing and willful failure to comply with the notification requirement under section 417(h).

(zz) The importation or offering for importation of a food if the importer (as defined in section 805) does not have in 
place a foreign supplier verification program in compliance with such section 805.

(aaa) The failure to register in accordance with section 801(s). 

(bbb) The failure to notify the Secretary in violation of section 568. 

(ccc) —

(1) The resale of a compounded drug that is labeled “not for resale” in accordance with section 503B.

(2) With respect to a drug to be compounded pursuant to section 503A or 503B, the intentional falsification of 
a prescription, as applicable.

(3) The failure to report drugs or adverse events by an entity that is registered in accordance with subsection (b) 
of section 503B.

(ddd) (1) The manufacture or the introduction or delivery for introduction into interstate commerce of a rinse-off 
cosmetic that contains intentionally-added plastic microbeads.*

* Effective with respect to manufacture on July 1, 2017, and with respect to introduction or delivery for introduc-
tion into interstate commerce on July 1, 2018. Notwithstanding the foregoing, effective with respect to manu-
facture of a rinse-off cosmetic that is a nonprescription drug on July 1, 2018 and introduction or delivery for 
introduction into interstate commerce on July 1, 2019.
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   (2) In this paragraph

(A) the term “plastic microbead” means any solid plastic particle that is less than five millimeters in size and 
is intended to be used to exfoliate or cleanse the human body or any part thereof; and

(B) the term “rinse-off cosmetic” includes toothpaste.

SEC. 302. [332] iNjUNCTiON PROCEEDiNGS.

(a) The district courts of the United States and the United States courts of the Territories shall have jurisdiction, for 
cause shown to restrain violations of section 301, except paragraphs (h), (i), and (j).

(b) In case of violation of an injunction or restraining order issued under this section, which also constitutes a 
violation of this Act, trial shall be by the court, or, upon demand of the accused, by a jury.

SEC. 303. [333] PENALTiES.

(a) —

(1) Any person who violates a provision of section 301 shall be imprisoned for not more than one year or fined 
not more than $1,000, or both.

(2) Notwithstanding the provisions of paragraph (1) of this section, if any person commits such a violation after 
a conviction of him under this section has become final, or commits such a violation with the intent to defraud or 
mislead, such person shall be imprisoned for not more than three years or fined not more than $10,000 or both.

(b) —

(1) Notwithstanding subsection (a), any person who violates section 301(t) by —

(A) knowingly importing a drug in violation of section 801(d)(1),

(B) knowingly selling, purchasing, or trading a drug or drug sample or knowingly offering to sell, purchase, 
or trade a drug or drug sample, in violation of section 503(c)(1),

(C) knowingly selling, purchasing, or trading a coupon, knowingly offering to sell, purchase, or trade such 
a coupon, or knowingly counterfeiting such a coupon, in violation of section 503(c)(2), or

(D) knowingly distributing drugs in violation of section 503(e)(1) shall be imprisoned for not more than 10 
years or fined not more than $250,000, or both.

(2) Any manufacturer or distributor who distributes drug samples by means other than the mail or common 
carrier whose representative, during the course of the representative’s employment or association with that 
manufacturer or distributor, violated section 301(t) because of a violation of section 503(c)(1) or violated any 
State law prohibiting the sale, purchase, or trade of a drug sample subject to section 503(b) or the offer to sell, 
purchase, or trade such a drug sample shall, upon conviction of the representative for such violation, be subject 
to the following civil penalties:

(A) A civil penalty of not more than $50,000 for each of the first two such violations resulting in a conviction 
of any representative of the manufacturer or distributor in any 10-year period.

(B) A civil penalty of not more than $1,000,000 for each violation resulting in a conviction of any 
representative after the second conviction in any 10-year period.

For the purposes of this paragraph, multiple convictions of one or more persons arising out of the same event or 
transaction, or a related series of events or transactions, shall be considered as one violation.

(3) Any manufacturer or distributor who violates section 301(t) because of a failure to make a report required by 
section 503(d)(3)(E) shall be subject to a civil penalty of not more than $100,000.

(4) —

(A) If a manufacturer or distributor or any representative of such manufacturer or distributor provides 
information leading to the institution of a criminal proceeding against, and conviction of, any representative 
of that manufacturer or distributor for a violation of section 301(t) because of a sale, purchase, or trade or 
offer to purchase, sell, or trade a drug sample in violation of section 503(c)(1) or for a violation of State law 
prohibiting the sale, purchase, or trade or offer to sell, purchase, or trade a drug sample, the conviction of 
such representative shall not be considered as a violation for purposes of paragraph (2).
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(B) If, in an action brought under paragraph (2) against a manufacturer or distributor relating to the conviction 
of a representative of such manufacturer or distributor for the sale, purchase, or trade of a drug or the offer 
to sell, purchase, or trade a drug, it is shown, by clear and convincing evidence —

(i) that the manufacturer or distributor conducted, before the institution of a criminal proceeding against 
such representative for the violation which resulted in such conviction, an investigation of events or 
transactions which would have led to the reporting of information leading to the institution of a criminal 
proceeding against, and conviction of, such representative for such purchase, sale, or trade or offer to 
purchase, sell, or trade, or

(ii) that, except in the case of the conviction of a representative employed in a supervisory function, 
despite diligent implementation by the manufacturer or distributor of an independent audit and security 
system designed to detect such a violation, the manufacturer or distributor could not reasonably have 
been expected to have detected such violation, e conviction of such representative shall not be considered 
as a conviction for purposes of paragraph (2).

(5) If a person provides information leading to the institution of a criminal proceeding against, and conviction of, 
a person for a violation of section 301(t) because of the sale, purchase, or trade of a drug sample or the offer to 
sell, purchase, or trade a drug sample in violation of section 503(c)(1), such person shall be entitled to one-half 
of the criminal fine imposed and collected for such violation but not more than $125,000.

(6) Notwithstanding subsection (a), any person who is a manufacturer or importer of a prescription drug under 
section 804(b) and knowingly fails to comply with a requirement of section 804(e) that is applicable to such 
manufacturer or importer, respectively, shall be imprisoned for not more than 10 years or fined not more than 
$250,000, or both.

(7) Notwithstanding subsection (a)(2), any person that knowingly and intentionally adulterates a drug such that 
the drug is adulterated under subsection (a)(1), (b), (c), or (d) of section 501 and has a reasonable probability of 
causing serious adverse health consequences or death to humans or animals shall be imprisoned for not more 
than 20 years or fined not more than $1,000,000, or both.

(8) Notwithstanding subsection (a), any person who violates section 301(i)(3) by knowingly making, selling or 
dispensing, or holding for sale or dispensing, a counterfeit drug shall be imprisoned for not more than 10 years 
or fined in accordance with title 18, United States Code, or both.

(c) No person shall be subject to the penalties of subsection (a)(1) of this section,

(1) for having received in interstate commerce any article and delivered it or proffered delivery of it, if such 
delivery or proffer was made in good faith, unless he refuses to furnish on request of an officer or employee duly 
designated by the Secretary the name and address of the person from whom he purchased or received such article 
and copies of all documents, if any there be, pertaining to the delivery of the article to him; or

(2) for having violated section 301(a) or (d), if he establishes a guaranty or undertaking signed by, and containing 
the name and address of, the person residing in the United States from whom he received in good faith the article, 
to the effect, in case of an alleged violation of section 301(a), that such article is not adulterated or misbranded, 
within the meaning of this Act, designating this Act, or to the effect, in case of an alleged violation of section 
301(d), that such article is not an article which may not, under the provisions of section 404 or 505, be introduced 
into interstate commerce; or

(3) for having violated section 301(a), where the violation exists because the article is adulterated by reason 
of containing a color additive not from a batch certified in accordance with regulations promulgated by the 
Secretary under this Act, if such person establishes a guaranty or undertaking signed by, and containing the name 
and address of, the manufacturer of the color additive, to the effect that such color additive was from a batch 
certified in accordance with the applicable regulations promulgated by the Secretary under this Act; or

(4) for having violated section 301 (b), (c), or (k) by failure to comply with section 502(f) in respect to an article 
received in interstate commerce to which neither section 503(a) nor section 503(b)(1) is applicable, if the delivery 
or proffered delivery was made in good faith and the labeling at the time thereof contained the same directions 
for use and warning statements as were contained in the labeling at the time of such receipt of such article; or

(5) for having violated section 301(i)(2) if such person acted in good faith and had no reason to believe that use 
of the punch, die, plate, stone, or other thing involved would result in a drug being a counterfeit drug, or for 
having violated section 301(i)(3) if the person doing the act or causing it to be done acted in good faith and had 
no reason to believe that the drug was a counterfeit drug.
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(d) No person shall be subject to the penalties of subsection (a)(1) of this section for a violation of section 301 
involving misbranded food if the violation exists solely because the food is misbranded under section 403(a)(2) 
because of its advertising.

(e) —

(1) Except as provided in paragraph (2), whoever knowingly distributes, or possesses with intent to distribute, 
human growth hormone for any use in humans other than the treatment of a disease or other recognized medical 
condition, where such use has been authorized by the Secretary of Health and Human Services under section 505 
and pursuant to the order of a physician, is guilty of an offense punishable by not more than 5 years in prison, 
such fines as are authorized by title 18, United States Code, or both.

(2) Whoever commits any offense set forth in paragraph (1) and such offense involves an individual under 18 
years of age is punishable by not more than 10 years imprisonment, such fines as are authorized by title 18, 
United States Code, or both.

(3) Any conviction for a violation of paragraphs (1) and (2) of this subsection shall be considered a felony 
violation of the Controlled Substances Act for the purposes of forfeiture under section 413 of such Act.

(4) As used in this subsection the term “human growth hormone” means somatrem, somatropin, or an analogue 
of either of them.

(5) The Drug Enforcement Administration is authorized to investigate offenses punishable by this subsection.

(f) —

(1) —

(A) Except as provided in subparagraph (B), any person who violates a requirement of this Act which relates 
to devices shall be liable to the United States for a civil penalty in an amount not to exceed $15,000 for 
each such violation, and not to exceed $1,000,000 for all such violations adjudicated in a single proceeding. 
For purposes of the preceding sentence, a person accredited under paragraph (2) of section 704(g) who is 
substantially not in compliance with the standards of accreditation under such section, or who poses a threat 
to public health or fails to act in a manner that is consistent with the purposes of such section, shall be 
considered to have violated a requirement of this Act that relates to devices.

(B) Subparagraph (A) shall not apply —

(i) to any person who violates the requirements of section 519(a) or 520(f) unless such violation 
constitutes

(I) a significant or knowing departure from such requirements, or

(II) a risk to public health,

(ii) to any person who commits minor violations of section 519(e) or 519(g) (only with respect to 
correction reports) if such person demonstrates substantial compliance with such section, or

(iii) to violations of section 501(a)(2)(A) which involve one or more devices which are not defective.

(2) —

(A) Any person who introduces into interstate commerce or delivers for introduction into interstate commerce 
an article of food that is adulterated within the meaning of section 402(a)(2)(B) or any person who does 
not comply with a recall order under section 423 shall be subject to a civil money penalty of not more than 
$50,000 in the case of an individual and $250,000 in the case of any other person for such introduction or 
delivery, not to exceed $500,000 for all such violations adjudicated in a single proceeding.

(B) This paragraph shall not apply to any person who grew the article of food that is adulterated. If the 
Secretary assesses a civil penalty against any person under this paragraph, the Secretary may not use the 
criminal authorities under this section to sanction such person for the introduction or delivery for introduction 
into interstate commerce of the article of food that is adulterated. If the Secretary assesses a civil penalty 
against any person under this paragraph, the Secretary may not use the seizure authorities of section 304 or 
the injunction authorities of section 302 with respect to the article of food that is adulterated.

(C) In a hearing to assess a civil penalty under this paragraph, the presiding officer shall have the same 
authority with regard to compelling testimony or production of documents as a presiding officer has under 
section 408(g)(2)(B). The third sentence of paragraph (5)(A) shall not apply to any investigation under this 
paragraph.
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(3) —

(A) Any person who violates section 301(jj) shall be subject to a civil monetary penalty of not more than 
$10,000 for all violations adjudicated in a single proceeding.

(B) If a violation of section 301(jj) is not corrected within the 30-day period following notification under 
section 402(j)(5)(C)(ii), the person shall, in addition to any penalty under subparagraph (A), be subject to 
a civil monetary penalty of not more than $10,000 for each day of the violation after such period until the 
violation is corrected.

(4) —

(A) Any responsible person (as such term is used in section 505–1) that violates a requirement of section 
505(o), 505(p), or 505–1 shall be subject to a civil monetary penalty of —

(i) not more than $250,000 per violation, and not to exceed $1,000,000 for all such violations adjudicated 
in a single proceeding; or

(ii) in the case of a violation that continues after the Secretary provides written notice to the responsible 
person, the responsible person shall be subject to a civil monetary penalty of $250,000 for the first 
30-day period (or any portion thereof) that the responsible person continues to be in violation, and 
such amount shall double for every 30-day period thereafter that the violation continues, not to exceed 
$1,000,000 for any 30-day period, and not to exceed $10,000,000 for all such violations adjudicated in 
a single proceeding.

(B) In determining the amount of a civil penalty under subparagraph (A)(ii), the Secretary shall take into 
consideration whether the responsible person is making efforts toward correcting the violation of the 
requirement of section 505(o), 505(p), or 505–1 for which the responsible person is subject to such civil 
penalty.

(C) In a hearing to assess a civil penalty under this paragraph, the presiding officer shall have the same 
authority with regard to compelling testimony or production of documents as a presiding officer has under 
section 408(g)(2)(B). The third sentence of paragraph (5)(A) shall not apply to any investigation under this 
paragraph.

(5) —

(A) A civil penalty under paragraph (1), (2), (3), (4), or (9) shall be assessed, or a no-tobacco-sale order 
may be imposed, by the Secretary by an order made on the record after opportunity for a hearing provided 
in accordance with this subparagraph and section 554 of title 5, United States Code. Before issuing such 
an order, the Secretary shall give written notice to the person to be assessed a civil penalty, or upon whom 
a no-tobacco-sale order is to be imposed, under such order of the Secretary’s proposal to issue such order 
and provide such person an opportunity for a hearing on the order. In the course of any investigation, the 
Secretary may issue subpoenas requiring the attendance and testimony of witnesses and the production of 
evidence that relates to the matter under investigation.

(B) In determining the amount of a civil penalty, or the period to be covered by a no-tobacco-sale order, the 
Secretary shall take into account the nature, circumstances, extent, and gravity of the violation or violations 
and, with respect to the violator, ability to pay, effect on ability to continue to do business, any history of 
prior such violations, the degree of culpability, and such other matters as justice may require. A no-tobacco- 
sale order permanently prohibiting an individual retail outlet from selling tobacco products shall include 
provisions that allow the outlet, after a specified period of time, to request that the Secretary compromise, 
modify, or terminate the order.

(C) The Secretary may compromise, modify, or remit, with or without conditions, any civil penalty 
which may be assessed under paragraph (1), (2), (3), (4), or (9). The amount of such penalty, when finally 
determined, or the amount agreed upon in compromise, may be deducted from any sums owing by the 
United States to the person charged.

(D) The Secretary may compromise, modify, or terminate, with or without conditions, any no-tobacco-sale 
order.

(6) Any person who requested, in accordance with paragraph (5)(A), a hearing respecting the assessment of 
a civil penalty or the imposition of a no-tobacco-sale order and who is aggrieved by an order assessing a civil 
penalty or the imposition of a no-tobacco-sale order may file a petition for judicial review of such order with the 
United States Court of Appeals for the District of Columbia Circuit or for any other circuit in which such person 

00_FDCA_01-03.indd   16 29/01/18   10:52 AM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 303 [333]

 STATUTORY SUPPLEMENT 17

resides or transacts business. Such a petition may only be filed within the 60-day period beginning on the date 
the order making such assessment was issued, or on which the no-tobacco-sale order was imposed, as the case 
may be.

(7) If any person fails to pay an assessment of a civil penalty —

(A) after the order making the assessment becomes final, and if such person does not file a petition for 
judicial review of the order in accordance with paragraph (6), or

(B) after a court in an action brought under paragraph (6) has entered a final judgment in favor of the 
Secretary,

the Attorney General shall recover the amount assessed (plus interest at currently prevailing rates from the date 
of the expiration of the 60-day period referred to in paragraph (6) or the date of such final judgment, as the case 
may be) in an action brought in any appropriate district court of the United States. In such an action, the validity, 
amount, and appropriateness of such penalty shall not be subject to review.

(8) If the Secretary finds that a person has committed repeated violations of restrictions promulgated under 
section 906(d) at a particular retail outlet then the Secretary may impose a no-tobacco-sale order on that person 
prohibiting the sale of tobacco products in that outlet. A no-tobacco-sale order may be imposed with a civil 
penalty under paragraph (1). Prior to the entry of a no-sale order under this paragraph, a person shall be entitled 
to a hearing pursuant to the procedures established through regulations of the Food and Drug Administration for 
assessing civil money penalties, including at a retailer’s request a hearing by telephone, or at the nearest regional 
or field office of the Food and Drug Administration, or at a Federal, State, or county facility within 100 miles 
from the location of the retail outlet, if such a facility is available.

(g) —

(1) With respect to a person who is a holder of an approved application under section 505 for a drug subject 
to section 503(b) or under section 351 of the Public Health Service Act, any such person who disseminates 
or causes another party to disseminate a direct-to-consumer advertisement that is false or misleading shall be 
liable to the United States for a civil penalty in an amount not to exceed $250,000 for the first such violation 
in any 3-year period, and not to exceed $500,000 for each subsequent violation in any 3-year period. No other 
civil monetary penalties in this Act (including the civil penalty in section 303(f)(4)) shall apply to a violation 
regarding direct-to-consumer advertising. For purposes of this paragraph: (A) Repeated dissemination of the 
same or similar advertisement prior to the receipt of the written notice referred to in paragraph (2) for such 
advertisements shall be considered one violation. (B) On and after the date of the receipt of such a notice, all 
violations under this paragraph occurring in a single day shall be considered one violation. With respect to 
advertisements that appear in magazines or other publications that are published less frequently than daily, each 
issue date (whether weekly or monthly) shall be treated as a single day for the purpose of calculating the number 
of violations under this paragraph.

(2) A civil penalty under paragraph (1) shall be assessed by the Secretary by an order made on the record after 
providing written notice to the person to be assessed a civil penalty and an opportunity for a hearing in accordance 
with this paragraph and section 554 of title 5, United States Code. If upon receipt of the written notice, the person 
to be assessed a civil penalty objects and requests a hearing, then in the course of any investigation related to 
such hearing, the Secretary may issue subpoenas requiring the attendance and testimony of witnesses and the 
production of evidence that relates to the matter under investigation, including information pertaining to the 
factors described in paragraph (3).

(3) The Secretary, in determining the amount of the civil penalty under paragraph (1), shall take into account the 
nature, circumstances, extent, and gravity of the violation or violations, including the following factors:

(A) Whether the person submitted the advertisement or a similar advertisement for review under section 736A.

(B) Whether the person submitted the advertisement for review if required under section 503B.

(C) Whether, after submission of the advertisement as described in subparagraph (A) or (B), the person 
disseminated or caused another party to disseminate the advertisement before the end of the 45-day comment 
period.

(D) Whether the person incorporated any comments made by the Secretary with regard to the advertisement 
into the advertisement prior to its dissemination.

(E) Whether the person ceased distribution of the advertisement upon receipt of the written notice referred 
to in paragraph (2) for such advertisement.

(F) Whether the person had the advertisement reviewed by qualified medical, regulatory, and legal reviewers 
prior to its dissemination.
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(G) Whether the violations were material.

(H) Whether the person who created the advertisement or caused the advertisement to be created acted in 
good faith.

(I) Whether the person who created the advertisement or caused the advertisement to be created has been 
assessed a civil penalty under this provision within the previous 1-year period.

(J) The scope and extent of any voluntary, subsequent remedial action by the person.

(K) Such other matters, as justice may require.

(4) —

(A) Subject to subparagraph (B), no person shall be required to pay a civil penalty under paragraph (1) 
if the person submitted the advertisement to the Secretary and disseminated or caused another party to 
disseminate such advertisement after incorporating each comment received from the Secretary.

(B) The Secretary may retract or modify any prior comments the Secretary has provided to an advertisement 
submitted to the Secretary based on new information or changed circumstances, so long as the Secretary 
provides written notice to the person of the new views of the Secretary on the advertisement and provides a 
reasonable time for modification or correction of the advertisement prior to seeking any civil penalty under 
paragraph (1).

(5) The Secretary may compromise, modify, or remit, with or without conditions, any civil penalty which may be 
assessed under paragraph (1). The amount of such penalty, when finally determined, or the amount charged upon 
in compromise, may be deducted from any sums owed by the United States to the person charged.

(6) Any person who requested, in accordance with paragraph (2), a hearing with respect to the assessment of a 
civil penalty and who is aggrieved by an order assessing a civil penalty, may file a petition for de novo judicial 
review of such order with the United States Court of Appeals for the District of Columbia Circuit or for any other 
circuit in which such person resides or transacts business. Such a petition may only be filed within the 60-day 
period beginning on the date the order making such assessments was issued.

(7) If any person fails to pay an assessment of a civil penalty under paragraph (1) —

(A) after the order making the assessment becomes final, and if such person does not file a petition for 
judicial review of the order in accordance with paragraph (6), or

(B) after a court in an action brought under paragraph (6) has entered a final judgment in favor of the 
Secretary, the Attorney General of the United States shall recover the amount assessed (plus interest at 
currently prevailing rates from the date of the expiration of the 60-day period referred to in paragraph (6) or 
the date of such final judgment, as the case may be) in an action brought in any appropriate district court of 
the United States. In such an action, the validity, amount, and appropriateness of such penalty shall not be 
subject to review.

SEC. 304. [334] SEizURE.

(a) —

(1) Any article of food, drug, or cosmetic that is adulterated or misbranded when introduced into or while in 
interstate commerce or while held for sale (whether or not the first sale) after shipment in interstate commerce, 
or which may not, under the provisions of section 301(ll), 404, or 505, be introduced into interstate commerce, 
shall be liable to be proceeded against while in interstate commerce, or at any time thereafter, on libel of 
information and condemned in any district court of the United States or United States court of a Territory within 
the jurisdiction of which the article is found. No libel for condemnation shall be instituted under this Act, for 
any alleged misbranding if there is pending in any court a libel for condemnation proceeding under this Act 
based upon the same alleged misbranding, and not more than one such proceeding shall be instituted if no such 
proceeding is so pending, except that such limitations shall not apply

(A) when such misbranding has been the basis of a prior judgment in favor of the United States, in a 
criminal, injunction, or libel for condemnation proceeding under this Act, or

(B) when the Secretary has probable cause to believe from facts found, without hearing, by him or any 
officer or employee of the Department that the misbranded article is dangerous to health, or that the labeling 
of the misbranded article is fraudulent, or would be in a material respect misleading to the injury or damage 
of the purchaser or consumer.
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In any case to where the number of libel for condemnation proceedings is limited as above provided the proceeding 
pending or instituted shall, on application of the claimant, seasonably made, be removed for trial to any district 
agreed upon by stipulation between the parties, or, in case of failure to so stipulate within a reasonable time, the 
claimant may apply to the court of the district in which the seizure has been made, and such court (after giving 
the United States attorney for such district reasonable notice and opportunity to be heard) shall by order, unless 
good cause to the contrary is shown, specify a district of reasonable proximity to the claimant’s principal place 
of business to which the case shall be removed for trial.

(2) The following shall be liable to be proceeded against at any time on libel of information and condemned in 
any district court of the United States or United States court of a Territory within the jurisdiction of which they 
are found:

(A) Any drug that is a counterfeit drug,

(B) Any container of a counterfeit drug,

(C) Any punch, die, plate, stone, labeling, container, or other thing used or designed for use in making a 
counterfeit drug or drugs,

(D) Any adulterated or misbranded device, and

(E) Any adulterated or misbranded tobacco product.

(3) —

(A) Except as provided in subparagraph (B), no libel for condemnation may be instituted under paragraph 
(1) or (2) against any food which —

(i) is misbranded under section 403(a)(2) because of its advertising, and

(ii) is being held for sale to the ultimate consumer in an establishment other than an establishment 
owned or operated by a manufacturer, packer, or distributor of the food.

(B) A libel for condemnation may be instituted under paragraph (1) or (2) against a food described in 
subparagraph (A) if —

(i) —

(I) the food’s advertising which resulted in the food being misbranded under section 403(a)(2) was 
disseminated in the establishment in which the food is being held for sale to the ultimate consumer,

(II) such advertising was disseminated by, or under the direction of, the owner or operator of such 
establishment, or

(III) all or part of the cost of such advertising was paid by such owner or operator; and

(ii) the owner or operator of such establishment used such advertising in the establishment to promote 
the sale of the food.

(b) The article, equipment, or other thing proceeded against shall be liable to seizure by process pursuant to the libel, and 
the procedure in cases under this section shall conform, as nearly as may be, to the procedure in admiralty; except that 
on demand of either party any issue of fact joined in any such case shall be tried by jury. When libel for condemnation 
proceedings under this section, involving the same claimant and the same issues of adulteration or misbranding, are 
pending in two or more jurisdictions, such pending proceedings, upon application of the claimant seasonably made to the 
court of one such jurisdiction, shall be consolidated for trial by order of such court, and tried in

(1) any district selected by the claimant where one of such proceedings is pending; or

(2) a district agreed upon by stipulation between the parties.

If no order for consolidation is so made within a reasonable time, the claimant may apply to the court of one such 
jurisdiction, and such court (after giving the United States attorney for such district reasonable notice and opportunity 
to be heard) shall by order, unless good cause to the contrary is shown, specify a district of reasonable proximity to the 
claimant’s principal place of business, in which all such pending proceedings shall be consolidated for trial and tried. 
Such order of consolidation shall not apply so as to require the removal of any case the date for trial of which has been 
fixed. The court granting such order shall give prompt notification thereof to the other courts having jurisdiction of 
the cases covered thereby.

(c) The court at any time after seizure up to a reasonable time before trial shall by order allow any party to a condemnation 
proceeding, his attorney or agent, to obtain a representative sample of the article seized and a true copy of the analysis, if 
any, on which the proceeding is based and the identifying marks or numbers, if any, of the packages from which the 
samples analyzed were obtained.
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(d) —

(1) Any food, drug, device, tobacco product, or cosmetic condemned under this section shall, after entry of the 
decree, be disposed of by destruction or sale as the court may, in accordance with the provisions of this section, 
direct and the proceeds thereof, if sold, less the legal costs and charges, shall be paid into the Treasury of the 
United States; but such article shall not be sold under such decree contrary to the provisions of this Act or 
the laws of the jurisdiction in which sold. After entry of the decree and upon the payment of the costs of such 
proceedings and the execution of a good and sufficient bond conditioned that such article shall not be sold or 
disposed of contrary to the provisions of this Act or the laws of any State or Territory in which sold, the court 
may by order direct that such article be delivered to the owner thereof to be destroyed or brought into compliance 
with the provisions of this Act under the supervision of an officer or employee duly designated by the Secretary, 
and the expenses of such supervision shall be paid by the person obtaining release of the article under bond. If 
the article was imported into the United States and the person seeking its release establishes

(A) that the adulteration, misbranding, or violation did not occur after the article was imported, and

(B) that he had no cause for believing that it was adulterated, misbranded, or in violation before it was 
released from customs custody, the court may permit the article to be delivered to the owner for exportation 
in lieu of destruction upon a showing by the owner that all of the conditions of section 801(e) can and will 
be met.

The provisions of this sentence shall not apply where condemnation is based upon violation of section 402(a)
(1), (2), or (6), section 501(a)(3), section 502(j), or section 601 (a) or (d). Where such exportation is made to the 
original foreign supplier, then subparagraphs (A) and (B) of section 801(e)(1) and the preceding sentence shall 
not be applicable; and in all cases of exportation the bond shall be conditioned that the article shall not be sold 
or disposed of until the applicable conditions of section 801(e) have been met. Any person seeking to export an 
imported article pursuant to any of the provisions of this subsection shall establish that the article was intended 
for export at the time the article entered commerce. Any article condemned by reason of its being an article which 
may not, under section 404 or 505, be introduced into interstate commerce, shall be disposed of by destruction.

(2) The provisions of paragraph (1) of this subsection shall, to the extent deemed appropriate by the court, apply 
to any equipment or other thing which is not otherwise within the scope of such paragraph and which is referred 
to in paragraph (2) of subsection (a).

(3) Whenever in any proceeding under this section, involving paragraph (2) of subsection (a), the condemnation 
of any equipment or thing (other than a drug) is decreed, the court shall allow the claim of any claimant, to the 
extent of such claimant’s interest, for remission or mitigation of such forfeiture if such claimant proves to the 
satisfaction of the court

(i) that he has not committed or caused to be committed any prohibited act referred to in such paragraph  
(2) and has no interest in any drug referred to therein,

(ii) that he has an interest in such equipment or other thing as owner or lienor or otherwise, acquired by him 
in good faith, and

(iii) that he at no time had any knowledge or reason to believe that such equipment or other thing was being 
or would be used in, or to facilitate, the violation of laws of the United States relating to counterfeit drugs.

(e) When a decree of condemnation is entered against the article, court costs and fees, and storage and other proper 
expenses, shall be awarded against the person, if any, intervening as claimant of the article.

(f) In the case of removal for trial of any case as provided by subsection (a) or (b) —

(1) The clerk of the court from which removal is made shall promptly transmit to the court in which the case is 
to be tried all records in the case necessary in order that such court may exercise jurisdiction.

(2) The court to which such case was removed shall have the powers and be subject to the duties for purposes of 
such case, which the court from which removal was made would have had, or to which such court would have 
been subject, if such case had not been removed.

(g) —

(1) If during an inspection conducted under section 704 of a facility or a vehicle, a device, drug, or tobacco 
product, which the officer or employee making the inspection has reason to believe is adulterated or misbranded 
is found in such facility or vehicle, such officer or employee may order the device, or drug, or tobacco product, 
detained (in accordance with regulations prescribed by the Secretary) for a reasonable period which may not 
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exceed twenty days unless the Secretary determines that a period of detention greater than twenty days is required 
to institute an action under subsection (a) or section 302, in which case he may authorize a detention period of 
not to exceed thirty days. Regulations of the Secretary prescribed under this paragraph shall require that before 
a device may be ordered detained under this paragraph the Secretary or an officer or employee designated by 
the Secretary approve such order. A detention order under this paragraph may require the labeling or marking of 
a device, drug, or tobacco product, during the period of its detention for the purpose of identifying the device, 
drug, or tobacco product, as detained. Any person who would be entitled to claim a device, drug, or tobacco 
product, if it were seized under subsection (a) may appeal to the Secretary a detention of such device, drug, or 
tobacco product, under this paragraph. Within five days of the date an appeal of a detention is filed with the 
Secretary, the Secretary shall after affording opportunity for an informal hearing by order confirm the detention 
or revoke it.

(2) —

(A) Except as authorized by subparagraph (B), a device, drug, or tobacco product, subject to a detention 
order issued under paragraph (1) shall not be moved by any person from the place at which it is ordered 
detained until —

(i) released by the Secretary, or

(ii) the expiration of the detention period applicable to such order, whichever occurs first.

(B) A device or drug subject to a detention order under paragraph (1) may be moved —

(i) in accordance with regulations prescribed by the Secretary, and

(ii) if not in final form for shipment, at the discretion of the manufacturer of the device or drug for the 
purpose of completing the work required to put it in such form.

(h) ADMiNiSTRATivE DETENTiON OF FOODS. —

(1) DETENTiON AUThORiTY. —

(A) iN GENERAL. — An officer or qualified employee of the Food and Drug Administration may order 
the detention, in accordance with this subsection, of any article of food that is found during an inspection, 
examination, or investigation under this Act conducted by such officer or qualified employee, if the officer 
or qualified employee has reason to believe that such article is adulterated or misbranded.

(B) SECRETARY’S APPROvAL. — An article of food may be ordered detained under subparagraph (A) only 
if the Secretary or an official designated by the Secretary approves the order. An official may not be so 
designated unless the official is the director of the district under this Act in which the article involved is 
located, or is an official senior to such director.

(2) PERiOD OF DETENTiON. — An article of food may be detained under paragraph (1) for a reasonable period, 
not to exceed 20 days, unless a greater period, not to exceed 30 days, is necessary, to enable the Secretary to 
institute an action under subsection (a) or section 302. The Secretary shall by regulation provide for procedures 
for instituting such action on an expedited basis with respect to perishable foods.

(3) SECURiTY OF DETAiNED ARTiCLE. — An order under paragraph (1) with respect to an article of food may 
require that such article be labeled or marked as detained, and shall require that the article be removed to a secure 
facility, as appropriate. An article subject to such an order shall not be transferred by any person from the place 
at which the article is ordered detained, or from the place to which the article is so removed, as the case may 
be, until released by the Secretary or until the expiration of the detention period applicable under such order, 
whichever occurs first. This subsection may not be construed as authorizing the delivery of the article pursuant to 
the execution of a bond while the article is subject to the order, and section 801(b) does not authorize the delivery 
of the article pursuant to the execution of a bond while the article is subject to the order.

(4) APPEAL OF DETENTiON ORDER. —

(A) iN GENERAL. — With respect to an article of food ordered detained under paragraph (1), any person 
who would be entitled to be a claimant for such article if the article were seized under subsection (a) may 
appeal the order to the Secretary. Within five days after such an appeal is filed, the Secretary, after providing 
opportunity for an informal hearing, shall confirm or terminate the order involved, and such confirmation by 
the Secretary shall be considered a final agency action for purposes of section 702 of title 5, United States 
Code. If during such five-day period the Secretary fails to provide such an opportunity, or to confirm or 
terminate such order, the order is deemed to be terminated.
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(B) EFFECT OF iNSTiTUTiNG COURT ACTiON. — The process under subparagraph (A) for the appeal of an 
order under paragraph (1) terminates if the Secretary institutes an action under subsection (a) or section 302 
regarding the article of food involved.

(i) PROCEDURES FOR PROMULGATiNG REGULATiONS. —

(1) iN GENERAL. — In promulgating a regulation implementing this section, the Secretary shall —

(A) issue a notice of proposed rulemaking that includes the proposed regulation;

(B) provide a period of not less than 60 days for comments on the proposed regulation; and

(C) publish the final regulation not less than 30 days before the regulation’s effective date.

(2) RESTRiCTiONS. — Notwithstanding any other provision of Federal law, in implementing this section, the 
Secretary shall only promulgate regulations as described in paragraph (1).

SEC. 305. [335] hEARiNG bEFORE REPORT OF CRiMiNAL viOLATiON.

Before any violation of this Act is reported by the Secretary to any United States attorney for institution of a 
criminal proceeding, the person against whom such proceeding is contemplated shall be given appropriate notice 
and an opportunity to present his views, either orally or in writing, with regard to such contemplated proceeding.

SEC. 306. [335a] DEBARMENT, TEMPORARY DENIAL OF APPROVAL, AND SUSPENSION.

(a) MANDATORY DEbARMENT; CERTAiN DRUG APPLiCATiONS. —

(1) CORPORATiONS, PARTNERShiPS, AND ASSOCiATiONS. — If the Secretary finds that a person other than an 
individual has been convicted, after the date of the enactment of this section, of a felony under Federal law 
for conduct relating to the development or approval, including the process for development or approval, of 
any abbreviated drug application, the Secretary shall debar such person from submitting, or assisting in the 
submission of, any such application.

(2) iNDiviDUALS. — If the Secretary finds that an individual has been convicted of a felony under Federal law for 
conduct —

(A) relating to the development or approval, including the process for development or approval, of any drug 
product, or

(B) otherwise relating to the regulation of any drug product under this Act,

the Secretary shall debar such individual from providing services in any capacity to a person that has an approved 
or pending drug product application.

(b) PERMiSSivE DEbARMENT; CERTAiN DRUG APPLiCATiONS; FOOD iMPORTS. —

(1) iN GENERAL. — The Secretary, on the Secretary’s own initiative or in response to a petition, may, in accordance 
with paragraph (2), debar —

(A) a person other than an individual from submitting or assisting in the submission of any abbreviated drug 
application,

(B) an individual from providing services in any capacity to a person that has an approved or pending drug 
product application, or

(C) a person from importing an article of food or offering such an article for import into the United States.

(2) PERSONS SUbjECT TO PERMiSSivE DEbARMENT; CERTAiN DRUG APPLiCATiONS. — The following persons are 
subject to debarment under subparagraph (A) or (B) of paragraph (1):

(A) CORPORATiONS, PARTNERShiPS, AND ASSOCiATiONS. — Any person other than an individual that the 
Secretary finds has been convicted —

(i) for conduct that —

(I) relates to the development or approval, including the process for the development or approval, 
of any abbreviated drug application; and

(II) is a felony under Federal law (if the person was convicted before the date of the enactment of 
this section, a misdemeanor under Federal law, or a felony under State law, or
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(ii) of a conspiracy to commit, or aiding or abetting, a criminal offense described in clause (i) or a 
felony described in subsection (a)(1),

if the Secretary finds that the type of conduct which served as the basis for such conviction undermines the 
process for the regulation of drugs.

(B) iNDiviDUALS. —

(i) Any individual whom the Secretary finds has been convicted of —

(I) a misdemeanor under Federal law or a felony under State law for conduct relating to the 
development or approval, including the process for development or approval, of any drug product 
or otherwise relating to the regulation of drug products under this Act, or

(II) a conspiracy to commit, or aiding or abetting, such criminal offense or a felony described in 
subsection (a)(2),

if the Secretary finds that the type of conduct which served as the basis for such conviction undermines 
the process for the regulation of drugs.

(ii) Any individual whom the Secretary finds has been convicted of —

(I) a felony which is not described in subsection (a)(2) or clause (i) of this subparagraph and 
which involves bribery, payment of illegal gratuities, fraud, perjury, false statement, racketeering, 
blackmail, extortion, falsification or destruction of records, or interference with, obstruction of an 
investigation into, or prosecution of, any criminal offense, or

(II) a conspiracy to commit, or aiding or abetting, such felony,

if the Secretary finds, on the basis of the conviction of such individual and other information, that such 
individual has demonstrated a pattern of conduct sufficient to find that there is reason to believe that 
such individual may violate requirements under this Act relating to drug products.

(iii) Any individual whom the Secretary finds materially participated in acts that were the basis for a 
conviction for an offense described in subsection (a) or in clause (i) or (ii) for which a conviction was 
obtained, if the Secretary finds, on the basis of such participation and other information, that such 
individual has demonstrated a pattern of conduct sufficient to find that there is reason to believe that 
such individual may violate requirements under this Act relating to drug products.

(iv) Any high managerial agent whom the Secretary finds —

(I) worked for, or worked as a consultant for, the same person as another individual during the 
period in which such other individual took actions for which a felony conviction was obtained and 
which resulted in the debarment under subsection (a)(2), or clause (i), of such other individual,

(II) had actual knowledge of the actions described in subclause (I) of such other individual, or took 
action to avoid such actual knowledge, or failed to take action for the purpose of avoiding such 
actual knowledge,

(III) knew that the actions described in subclause (I) were violative of law, and

(IV) did not report such actions, or did not cause such actions to be reported, to an officer, employee, 
or agent of the Department or to an appropriate law enforcement officer, or failed to take other 
appropriate action that would have ensured that the process for the regulation of drugs was not 
undermined, within a reasonable time after such agent first knew of such actions,

if the Secretary finds that the type of conduct which served as the basis for such other individual’s 
conviction undermines the process for the regulation of drugs.

(3) PERSONS SUbjECT TO PERMiSSivE DEbARMENT; FOOD iMPORTATiON. — A person is subject to debarment under 
paragraph (1)(C) if —

(A) the person has been convicted of a felony for conduct relating to the importation into the United States 
of any food; or

(B) the person has engaged in a pattern of importing or offering for import adulterated food that presents a 
threat of serious adverse health consequences or death to humans or animals.

(4) STAY OF CERTAiN ORDERS. — An order of the Secretary under clause (iii) or (iv) of paragraph (2)(B) shall not 
take effect until 30 days after the order has been issued.
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(c) DEbARMENT PERiOD AND CONSiDERATiONS. —

(1) EFFECT OF DEbARMENT. — The Secretary —

(A) shall not accept or review (other than in connection with an audit under this section) any abbreviated 
drug application submitted by or with the assistance of a person debarred under subsection (a)(1) or (b)(2)
(A) during the period such person is debarred,

(B) shall, during the period of a debarment under subsection (a)(2) or (b)(2)(B), debar an individual from 
providing services in any capacity to a person that has an approved or pending drug product application and 
shall not accept or review (other than in connection with an audit under this section) an abbreviated drug 
application from such individual, and

(C) shall, if the Secretary makes the finding described in paragraph (6) or (7) of section 307(a), assess a civil 
penalty in accordance with section 307.

(2) DEbARMENT PERiODS. —

(A) iN GENERAL. — The Secretary shall debar a person under subsection (a) or (b) for the following periods:

(i) The period of debarment of a person (other than an individual) under subsection (a)(1) shall not be 
less than 1 year or more than 10 years, but if an act leading to a subsequent debarment under subsection
(a) occurs within 10 years after such person has been debarred under subsection (a)(1), the period of 
debarment shall be permanent.

(ii) The debarment of an individual under subsection (a)(2) shall be permanent.

(iii) The period of debarment of any person under paragraph (2) or (3) of subsection (b) shall not be 
more than 5 years.

The Secretary may determine whether debarment periods shall run concurrently or consecutively in the case 
of a person debarred for multiple offenses.

(B) NOTiFiCATiON. — Upon a conviction for an offense described in subsection (a) or (b) or upon execution 
of an agreement with the United States to plead guilty to such an offense, the person involved may notify 
the Secretary that the person acquiesces to debarment and such person’s debarment shall commence upon 
such notification.

(3) CONSiDERATiONS. — In determining the appropriateness and the period of a debarment of a person under 
subsection (b) and any period of debarment beyond the minimum specified in subparagraph (A)(i) of paragraph 
(2), the Secretary shall consider where applicable —

(A) the nature and seriousness of any offense involved,

(B) the nature and extent of management participation in any offense involved, whether corporate policies 
and practices encouraged the offense, including whether inadequate institutional controls contributed to the 
offense,

(C) the nature and extent of voluntary steps to mitigate the impact on the public of any offense involved, 
including the recall or the discontinuation of the distribution of suspect drugs, full cooperation with 
any investigations (including the extent of disclosure to appropriate authorities of all wrongdoing), the 
relinquishing of profits on drug approvals fraudulently obtained, and any other actions taken to substantially 
limit potential or actual adverse effects on the public health,

(D) whether the extent to which changes in ownership, management, or operations have corrected the causes 
of any offense involved and provide reasonable assurances that the offense will not occur in the future,

(E) whether the person to be debarred is able to present adequate evidence that current production of drugs 
subject to abbreviated drug applications and all pending abbreviated drug applications are free of fraud or 
material false statements, and

(F) prior convictions under this Act or under other Acts involving matters within the jurisdiction of the Food 
and Drug Administration.
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(d) TERMiNATiON OF DEbARMENT. —

(1) APPLiCATiON. — Any person that is debarred under subsection (a) (other than a person permanently debarred) 
or any person that is debarred under subsection (b) may apply to the Secretary for termination of the debarment 
under this subsection. Any information submitted to the Secretary under this paragraph does not constitute an 
amendment or supplement to pending or approved abbreviated drug applications.

(2) DEADLiNE. — The Secretary shall grant or deny any application respecting a debarment which is submitted 
under paragraph (1) within 180 days of the date the application is submitted.

(3) ACTiON bY ThE SECRETARY. —

(A) CORPORATiONS. —

(i) CONviCTiON REvERSAL. — If the conviction which served as the basis for the debarment of a person 
under subsection (a)(1) or paragraph (2)(A) or (3) of subsection (b) is reversed, the Secretary shall 
withdraw the order of debarment.

(ii) APPLiCATiON. — Upon application submitted under paragraph (1), the Secretary shall terminate the 
debarment of a person if the Secretary finds that —

(I) changes in ownership, management, or operations have fully corrected the causes of the offense 
involved and provide reasonable assurances that the offense will not occur in the future, and

(II) in applicable cases, sufficient audits, conducted by the Food and Drug Administration or by 
independent experts acceptable to the Food and Drug Administration, demonstrate that pending 
applications and the development of drugs being tested before the submission of an application are 
free of fraud or material false statements.

In the case of persons debarred under subsection (a)(1), such termination shall take effect no earlier than 
the expiration of one year from the date of the debarment.

(B) iNDiviDUALS. —

(i) CONviCTiON REvERSAL. — If the conviction which served as the basis for the debarment of an 
individual under subsection (a)(2) or clause (i), (ii), (iii), or (iv) of subsection (b)(2)(B) or subsection 
(b)(3) is reversed, the Secretary shall withdraw the order of debarment.

(ii) APPLiCATiON. — Upon application submitted under paragraph (1), the Secretary shall terminate the 
debarment of an individual who has been debarred under subsection (b)(2)(B) or subsection (b)(3) if 
such termination serves the interests of justice and adequately protects the integrity of the drug approval 
process or the food importation process, as the case may be.

(4) SPECiAL TERMiNATiON. —

(A) APPLiCATiON. — Any person that is debarred under subsection (a)(1) (other than a person permanently 
debarred under subsection (c)(2)(A)(i)) or any individual who is debarred under subsection (a)(2) may apply 
to the Secretary for special termination of debarment under this subsection. Any information submitted 
to the Secretary under this subparagraph does not constitute an amendment or supplement to pending or 
approved abbreviated drug applications.

(B) CORPORATiONS. — Upon an application submitted under subparagraph (A), the Secretary may take the 
action described in subparagraph (D) if the Secretary, after an informal hearing, finds that —

(i) the person making the application under subparagraph (A) has demonstrated that the felony 
conviction which was the basis for such person’s debarment involved the commission of an offense 
which was not authorized, requested, commanded, performed, or recklessly tolerated by the board of 
directors or by a high managerial agent acting on behalf of the person within the scope of the board’s or 
agent’s office or employment,

(ii) all individuals who were involved in the commission of the offense or who knew or should have 
known of the offense have been removed from employment involving the development or approval of 
any drug subject to section 505,

(iii) the person fully cooperated with all investigations and promptly disclosed all wrongdoing to the 
appropriate authorities, and

(iv) the person acted to mitigate any impact on the public of any offense involved, including the recall, 
or the discontinuation of the distribution, of any drug with respect to which the Secretary requested a 
recall or discontinuation of distribution due to concerns about the safety or efficacy of the drug.
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(C) iNDiviDUALS. — Upon an application submitted under subparagraph (A), the Secretary may take the 
action described in subparagraph (D) if the Secretary, after an informal hearing, finds that such individual 
has provided substantial assistance in the investigations or prosecutions of offenses which are described in 
subsection (a) or (b) or which relate to any matter under the jurisdiction of the Food and Drug Administration.

(D) SECRETARiAL ACTiON. — The action referred to in subparagraphs (B) and (C) is —

(i) in the case of a person other than an individual —

(I) terminating the debarment immediately, or

(II) limiting the period of debarment to less than one year, and

(ii) in the case of an individual, limiting the period of debarment to less than permanent but to no less 
than 1 year,

whichever best serves the interest of justice and protects the integrity of the drug approval process.

(e) PUbLiCATiON AND LiST OF DEbARRED PERSONS. — The Secretary shall publish in the Federal Register the name of 
any person debarred under subsection (a) or (b), the effective date of the debarment, and the period of the debarment. 
The Secretary shall also maintain and make available to the public a list, updated no less often than quarterly, of such 
persons, of the effective dates and minimum periods of such debarments, and of the termination of debarments.

(f) TEMPORARY DENiAL OF APPROvAL. —

(1) iN GENERAL. — The Secretary, on the Secretary’s own initiative or in response to a petition, may, in accordance 
with paragraph (3), refuse by order, for the period prescribed by paragraph (2), to approve any abbreviated drug 
application submitted by any person —

(A) if such person is under an active Federal criminal investigation in connection with an action described 
in subparagraph (B),

(B) if the Secretary finds that such person —

(i) has bribed or attempted to bribe, has paid or attempted to pay an illegal gratuity, or has induced 
or attempted to induce another person to bribe or pay an illegal gratuity to any officer, employee, or 
agent of the Department of Health and Human Services or to any other Federal, State, or local official 
in connection with any abbreviated drug application, or has conspired to commit, or aided or abetted, 
such actions, or

(ii) has knowingly made or causedto be madea pattern or practice of false statements or misrepresentations 
with respect to material facts relating to any abbreviated drug application, or the production of any drug 
subject to an abbreviated drug application, to any officer, employee, or agent of the Department of 
Health and Human Services, or has conspired to commit, or aided or abetted, such actions, and

(C) if a significant question has been raised regarding —

(i) the integrity of the approval process with respect to such abbreviated drug application, or

(ii) the reliability of data in or concerning such person’s abbreviated drug application. 

Such an order may be modified or terminated at any time.

(2) APPLiCAbLE PERiOD. —

(A) iN GENERAL. — Except as provided in subparagraph (B), a denial of approval of an application of a 
person under paragraph (1) shall be in effect for a period determined by the Secretary but not to exceed 18 
months beginning on the date the Secretary finds that the conditions described in subparagraphs (A), (B), 
and (C) of paragraph (1) exist. The Secretary shall terminate such denial —

(i) if the investigation with respect to which the finding was made does not result in a criminal charge 
against such person, if criminal charges have been brought and the charges have been dismissed, or if a 
judgment of acquittal has been entered, or

(ii) if  the Secretary determines that such finding was in error.

(B) ExTENSiON. — If, at the end of the period described in subparagraph (A), the Secretary determines that a 
person has been criminally charged for an  action described in subparagraph (B) of paragraph (1), the Secretary 
may extend the period of denial of approval of an application for a period not to exceed 18 months. The Secretary 
shall terminate such extension if the charges have been dismissed, if a judgment of acquittal has been entered, or 
if the Secretary determines that the finding described in subparagraph (A) was in error.
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(3) iNFORMAL hEARiNG. — Within 10 days of the date an order is issued under paragraph (1), the Secretary shall 
provide such person with an opportunity for an informal hearing, to be held within such 10 days, on the decision 
of the Secretary to refuse approval of an abbreviated drug application. Within 60 days of the date on which 
such hearing is held, the Secretary shall notify the person given such hearing whether the Secretary’s refusal of 
approval will be continued, terminated, or otherwise modified. Such notification shall be final agency action.

(g) SUSPENSiON AUThORiTY. —

(1) iN GENERAL. — If —

(A) the Secretary finds —

(i) that a person has engaged in conduct described in subparagraph (B) of subsection (f)(1) in connection 
with 2 or more drugs under abbreviated drug applications, or

(ii) that a person has engaged in flagrant and repeated, material violations of good manufacturing 
practice or good laboratory practice in connection with the development, manufacturing, or distribution 
of one or more drugs approved under an abbreviated drug application during a 2-year period, and —

(I) such violations may undermine the safety and efficacy of such drugs, and

(II) the causes of such violations have not been corrected within a reasonable period of time 
following notice of such violations by the Secretary, and

(B) such person is under an active investigation by a Federal authority in connection with a civil or criminal 
action involving conduct described in subparagraph (A),

the Secretary shall issue an order suspending the distribution of all drugs the development or approval of which 
was related to such conduct described in subparagraph (A) or suspending the distribution of all drugs approved 
under abbreviated drug applications of such person if the Secretary finds that such conduct may have affected 
the development or approval of a significant number of drugs which the Secretary is unable to identify. The 
Secretary shall exclude a drug from such order if the Secretary determines that such conduct was not likely to 
have influenced the safety or efficacy of such drug.

(2) PUbLiC hEALTh WAivER. — The Secretary shall, on the Secretary’s own initiative or in response to a petition, 
waive the suspension under paragraph (1) (involving an action described in paragraph (1)(A)(i)) with respect 
to any drug if the Secretary finds that such waiver is necessary to protect the public health because sufficient 
quantities of the drug would not otherwise be available. The Secretary shall act on any petition seeking action 
under this paragraph within 180 days of the date the petition is submitted to the Secretary.

(h) TERMiNATiON OF SUSPENSiON. — The Secretary shall withdraw an order of suspension of the distribution of a 
drug under subsection (g) if the person with respect to whom the order was issued demonstrates in a petition to the 
Secretary —

(1) —

(A) on the basis of an audit by the Food and Drug Administration or by experts acceptable to the Food and 
Drug Administration, or on the basis of other information, that the development, approval, manufacturing, 
and distribution of such drug is in substantial compliance with the applicable requirements of this Act, and

(B) changes in ownership, management, or operations —

(i) fully remedy the patterns or practices with respect to which the order was issued, and

(ii) provide reasonable assurances that such actions will not occur in the future, or (2) the initial 
determination was in error.

The Secretary shall act on a submission of a petition under this subsection within 180 days of the date of its submission 
and the Secretary may consider the petition concurrently with the suspension proceeding. Any information submitted 
to the Secretary under this subsection does not constitute an amendment or supplement to a pending or approved 
abbreviated drug application.

(i) PROCEDURE. — The Secretary may not take any action under subsection (a), (b), (c), (d)(3), (g), or (h) with respect 
to any person unless the Secretary has issued an order for such action made on the record after opportunity for an 
agency hearing on disputed issues of material fact. In the course of any investigation or hearing under this subsection, 
the Secretary may administer oaths and affirmations, examine witnesses, receive evidence, and issue subpoenas 
requiring the attendance and testimony of witnesses and the production of evidence that relates to the matter under 
investigation.
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(j) jUDiCiAL REviEW. —

(1) iN GENERAL. — Except as provided in paragraph (2), any person that is the subject of an adverse decision 
under subsection (a), (b), (c), (d), (f), (g), or (h) may obtain a review of such decision by the United States Court 
of Appeals for the District of Columbia or for the circuit in which the person resides, by filing in such court 
(within 60 days following the date the person is notified of the Secretary’s decision) a petition requesting that 
the decision be modified or set aside.

(2) ExCEPTiON. — Any person that is the subject of an adverse decision under clause (iii) or (iv) of subsection (b) 
(2)(B) may obtain a review of such decision by the United States District Court for the District of Columbia or 
a district court of the United States for the district in which the person resides, by filing in such court (within 30 
days following the date the person is notified of the Secretary’s decision) a complaint requesting that the decision 
be modified or set aside. In such an action, the court shall determine the matter de novo.

(k) CERTiFiCATiON. — Any application for approval of a drug product shall include —

(1) a certification that the applicant did not and will not use in any capacity the services of any person debarred 
under subsection (a) or (b), in connection with such application, and

(2) if such application is an abbreviated drug application, a list of all convictions, described in subsections (a) 
and (b) which occurred within the previous 5 years, of the applicant and affiliated persons responsible for the 
development or submission of such application.

(l) APPLiCAbiLiTY. —

(1) CONviCTiON. — For purposes of this section, a person is considered to have been convicted of a criminal offense —

(A) when a judgment of conviction has been entered against the person by a Federal or State court, regardless 
of whether there is an appeal pending,

(B) when a plea of guilty or nolo contendere by the person has been accepted by a Federal or State court, or

(C) when the person has entered into participation in a first offender, deferred adjudication, or other similar 
arrangement or program where judgment of conviction has been withheld.

(2) EFFECTivE DATES. — Subsection (a), subparagraph (A) of subsection (b)(2), clauses (i) and (ii) of subsection 
(b)(2)(B), and subsection (b)(3)(A) shall not apply to a conviction which occurred more than 5 years before the 
initiation of an agency action proposed to be taken under subsection (a) or (b). Clauses (iii) and (iv) of subsection 
(b)(2)(B), subsection (b)(3)(B), and subsections (f) and (g) shall not apply to an act or action which occurred 
more than 5 years before the initiation of an agency action proposed to be taken under subsection (b), (f), or (g). 
Clause (iv) of subsection (b)(2)(B) shall not apply to an action which occurred before June 1, 1992. Subsection 
(k) shall not apply to applications submitted to the Secretary before June 1, 1992.

(m) DEviCES; MANDATORY DEbARMENT REGARDiNG ThiRD-PARTY iNSPECTiONS AND REviEWS. —

(1) iN GENERAL. — If the Secretary finds that a person has been convicted of a felony under section 301(gg), the 
Secretary shall debar such person from being accredited under section 523(b) or 704(g)(2) and from carrying out 
activities under an agreement described in section 803(b).

(2) DEbARMENT PERiOD. — The Secretary shall debar a person under paragraph (1) for the following periods:

(A) The period of debarment of a person (other than an individual) shall not be less than 1 year or more than 
10 years, but if an act leading to a subsequent debarment under such paragraph occurs within 10 years after 
such person has been debarred under such paragraph, the period of debarment shall be permanent.

(B) The debarment of an individual shall be permanent.

(3) TERMiNATiON OF DEbARMENT; jUDiCiAL REviEW; OThER MATTERS. — Subsections (c)(3), (d), (e), (i), (j), and 
(l)(1) apply with respect to a person (other than an individual) or an individual who is debarred under paragraph 
(1) to the same extent and in the same manner as such subsections apply with respect to a person who is debarred 
under subsection (a)(1), or an individual who is debarred under subsection (a)(2), respectively.

SEC. 307. [335b] CiviL PENALTiES.

(a) iN GENERAL. — Any person that the Secretary finds —

(1) knowingly made or caused to be made, to any officer, employee, or agent of the Department of Health and 
Human Services, a false statement or misrepresentation of a material fact in connection with an abbreviated drug 
application,
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(2) bribed or attempted to bribe or paid or attempted to pay an illegal gratuity to any officer, employee, or agent 
of the Department of Health and Human Services in connection with an abbreviated drug application,

(3) destroyed, altered, removed, or secreted, or procured the destruction, alteration, removal, or secretion of, any 
material document or other material evidence which was the property of or in the possession of the Department of 
Health and Human Services for the purpose of interfering with that Department’s discharge of its responsibilities 
in connection with an abbreviated drug application,

(4) knowingly failed to disclose, to an officer or employee of the Department of Health and Human Services, a 
material fact which such person had an obligation to disclose relating to any drug subject to an abbreviated drug 
application,

(5) knowingly obstructed an investigation of the Department of Health and Human Services into any drug 
subject to an abbreviated drug application,

(6) is a person that has an approved or pending drug product application and has knowingly —

(A) employed or retained as a consultant or contractor, or

(B) otherwise used in any capacity the services of, a person who was debarred under section 306, or

(7) is an individual debarred under section 306 and, during the period of debarment, provided services in any 
capacity to a person that had an approved or pending drug product application,

shall be liable to the United States for a civil penalty for each such violation in an amount not to exceed 
$250,000 in the case of an individual and $1,000,000 in the case of any other person.

(b) PROCEDURE. —

(1) iN GENERAL. —

(A) ACTiON bY ThE SECRETARY. — A civil penalty under subsection (a) shall be assessed by the Secretary 
on a person by an order made on the record after an opportunity for an agency hearing on disputed issues 
of material fact and the amount of the penalty. In the course of any investigation or hearing under this 
subparagraph, the Secretary may administer oaths and affirmations, examine witnesses, receive evidence, 
and issue subpoenas requiring the attendance and testimony of witnesses and the production of evidence that 
relates to the matter under investigation.

(B) ACTiON bY ThE ATTORNEY GENERAL. — In lieu of a proceeding under subparagraph (A), the Attorney 
General may, upon request of the Secretary, institute a civil action to recover a civil money penalty in the 
amount and for any of the acts set forth in subsection (a). Such an action may be instituted separately from 
or in connection with any other claim, civil or criminal, initiated by the Attorney General under this Act.

(2) AMOUNT. — In determining the amount of a civil penalty under paragraph (1), the Secretary or the court shall 
take into account the nature, circumstances, extent, and gravity of the act subject to penalty, the person’s ability 
to pay, the effect on the person’s ability to continue to do business, any history of prior, similar acts, and such 
other matters as justice may require.

(3) LiMiTATiON ON ACTiONS. — No action may be initiated under this section —

(A) with respect to any act described in subsection (a) that occurred before the date of the enactment of this 
section, or

(B) more than 6 years after the date when facts material to the act are known or reasonably should have been 
known by the Secretary but in no event more than 10 years after the date the act took place.

(c) jUDiCiAL REviEW. — Any person that is the subject of an adverse decision under subsection (b)(1)(A) may obtain 
a review of such decision by the United States Court of Appeals for the District of Columbia or for the circuit in which 
the person resides, by filing in such court (within 60 days following the date the person is notified of the Secretary’s 
decision) a petition requesting that the decision be modified or set aside.

(d) RECOvERY OF PENALTiES. — The Attorney General may recover any civil penalty (plus interest at the currently 
prevailing rates from the date the penalty became final) assessed under subsection (b)(1)(A) in an action brought 
in the name of the United States. The amount of such penalty may be deducted, when the penalty has become final, 
from any sums then or later owing by the United States to the person against whom the penalty has been assessed. In 
an action brought under this subsection, the validity, amount, and appropriateness of the penalty shall not be subject 
to judicial review.
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(e) iNFORMANTS. — The Secretary may award to any individual (other than an officer or employee of the Federal 
Government or a person who materially participated in any conduct described in subsection (a)) who provides 
information leading to the imposition of a civil penalty under this section an amount not to exceed —

(1) $250,000, or

(2) one-half of the penalty so imposed and collected, whichever is less. The decision of the Secretary on such 
award shall not be reviewable.

SEC. 308. [335c] AUThORiTY TO WiThDRAW APPROvAL OF AbbREviATED DRUG APPLiCATiONS.

(a) iN GENERAL. — The Secretary —

(1) shall withdraw approval of an abbreviated drug application if the Secretary finds that the approval was 
obtained, expedited, or otherwise facilitated through bribery, payment of an illegal gratuity, or fraud or material 
false statement, and

(2) may withdraw approval of an abbreviated drug application if the Secretary finds that the applicant has 
repeatedly demonstrated a lack of ability to produce the drug for which the application was submitted in 
accordance with the formulations or manufacturing practice set forth in the abbreviated drug application and has 
introduced, or attempted to introduce, such adulterated or misbranded drug into commerce.

(b) PROCEDURE. — The Secretary may not take any action under subsection (a) with respect to any person unless 
the Secretary has issued an order for such action made on the record after opportunity for an agency hearing on 
disputed issues of material fact. In the course of any investigation or hearing under this subsection, the Secretary 
may administer oaths and affirmations, examine witnesses, receive evidence, and issue subpoenas requiring the 
attendance and testimony of witnesses and the production of evidence that relates to the matter under investigation.

(c) APPLiCAbiLiTY. — Subsection (a) shall apply with respect to offenses or acts regardless of when such offenses or 
acts occurred.

(d) jUDiCiAL REviEW. — Any person that is the subject of an adverse decision under subsection (a) may obtain a 
review of such decision by the United States Court of Appeals for the District of Columbia or for the circuit in which 
the person abides, by filing in such court (within 60 days following the date the person is notified of the Secretary’s 
decision) a petition requesting that the decision be modified or set aside.

SEC. 309. [336] REPORT OF MiNOR viOLATiONS.

Nothing in this Act shall be construed as requiring the Secretary to report for prosecution, or for the 
institution of libel or injunction proceedings, minor violations of this Act whenever he believes that the 
public interest will be adequately served by a suitable written notice or warning.

SEC. 310. [337] PROCEEDiNGS iN NAME OF UNiTED STATES; PROviSiON AS TO SUbPOENAS.

(a) Except as provided in subsection (b), all such proceedings for the enforcement, or to restrain violations, of this 
Act shall be by and in the name of the United States. Subpoenas for witnesses who are required to attend a court of 
the United States, in any district, may run into any other district in any proceeding under this section.

(b) —

(1) A State may bring in its own name and within its jurisdiction proceedings for the civil enforcement, or to 
restrain violations, of section 401, 403(b), 403(c), 403(d), 403(e), 403(f), 403(g), 403(h), 403(i), 403(k), 403(q), 
or 403(r) if the food that is the subject of the proceedings is located in the State.

(2) No proceeding may be commenced by a State under paragraph (1) —

(A) before 30 days after the State has given notice to the Secretary that the State intends to bring such 
proceeding,

(B) before 90 days after the State has given notice to the Secretary of such intent if the Secretary has, within 
such 30 days, commenced an informal or formal enforcement action pertaining to the food which would be 
the subject of such proceeding, or

(C) if the Secretary is diligently prosecuting a proceeding in court pertaining to such food, has settled such 
proceeding, or has settled the informal or formal enforcement action pertaining to such food.

In any court proceeding described in subparagraph (C), a State may intervene as a matter of right.
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SEC. 311. [338] ExTRATERRiTORiAL jURiSDiCTiON.

There is extraterritorial jurisdiction over any violation of this Act relating to any article regulated under this 
Act if  such article was intended for import into the United States or if  any act in furtherance of the violation 
was committed in the United States.
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Chapter IV — Food

SeC. 401. [341] deFInItIonS and StandardS For Food.

Whenever in the judgment of the Secretary such action will promote honesty and fair dealing in the interest of 
consumers, he shall promulgate regulations fixing and establishing for any food, under its common or usual name 
so far as practicable, a reasonable definition and standard of identity, a reasonable standard of quality, or reasonable 
standards of fill of container. No definition and standard of identity and no standard of quality shall be established 
for fresh or dried fruits, fresh or dried vegetables, or butter, except that definitions and standards of identity may be 
established for avocados, cantaloupes, citrus fruits, and melons. In prescribing any standard of fill of container, the 
Secretary shall give due consideration to the natural shrinkage in storage and in transit of fresh natural food and to 
need for the necessary packing and protective material. In the prescribing of any standard of quality for any canned 
fruit or canned vegetable, consideration shall be given and due allowance made for the differing characteristics of the 
several varieties of such fruit or vegetable. In prescribing a definition and standard of identity for any food or class 
of food in which optional ingredients are permitted, the Secretary shall, for the purpose of promoting honesty and 
fair dealing in the interest of consumers, designate the optional ingredients which shall be named on the label. Any 
definition and standard of identity prescribed by the Secretary for avocados, cantaloupes, citrus fruits, or melons shall 
relate only to maturity and to the effects of freezing.

SeC. 402. [342] adulterated Food.

A food shall be deemed to be adulterated —

(a) —

(1) If it bears or contains any poisonous or deleterious substance which may render it injurious to health; but in 
case the substance is not an added substance such food shall not be considered adulterated under this clause if 
the quantity of such substance in such food does not ordinarily render it injurious to health[; or]

(2) —

(A) if it bears or contains any added poisonous or added deleterious substance (other than a substance that 
is a pesticide chemical residue in or on a raw agricultural commodity or processed food, a food additive, a 
color additive, or a new animal drug) that is unsafe within the meaning of section 406; or

(B) if it bears or contains a pesticide chemical residue that is unsafe within the meaning of section 408(a); or

(C) if it is or if it bears or contains

(i) any food additive that is unsafe within the meaning of section 409; or

(ii) a new animal drug (or conversion product thereof) that is unsafe within the meaning of section 512; 
or

(3) if it consists in whole or in part of any filthy, putrid, or decomposed substance, or if it is otherwise unfit for 
food; or

(4) if it has been prepared, packed, or held under insanitary conditions whereby it may have become contaminated 
with filth, or whereby it may have been rendered injurious to health; or

(5) if it is, in whole or in part, the product of a diseased animal or of an animal which has died otherwise than 
by slaughter; or

(6) if its container is composed, in whole or in part, of any poisonous or deleterious substance which may render 
the contents injurious to health; or

(7) if it has been intentionally subjected to radiation, unless the use of the radiation was in conformity with a 
regulation or exemption in effect pursuant to section 409.

(b) —

(1) If any valuable constituent has been in whole or in part omitted or abstracted therefrom; or

(2) if any substance has been substituted wholly or in part therefor; or

(3) if damage or inferiority has been concealed in any manner; or

(4) if any substance has been added thereto or mixed or packed therewith so as to increase its bulk or weight, or 
reduce its quality or strength, or make it appear better or of greater value than it is.
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(c) If it is, or it bears or contains, a color additive which is unsafe within the meaning of section 721(a).

(d) If it is confectionery, and —

(1) has partially or completely imbedded therein any nonnutritive object, except that this subparagraph shall not 
apply in the case of any nonnutritive object if, in the judgment of the Secretary as provided by regulations, such 
object is of practical functional value to the confectionery product and would not render the product injurious or 
hazardous to health;

(2) bears or contains any alcohol other than alcohol not in excess of one-half of 1 per centum by volume derived 
solely from the use of flavoring extracts, except that this clause shall not apply to confectionery which is 
introduced or delivered for introduction into, or received or held for sale in, interstate commerce if the sale of 
such confectionery is permitted under the laws of the State in which such confectionery is intended to be offered 
for sale; or

(3) bears or contains any nonnutritive substance, except that this subparagraph shall not apply to a safe 
nonnutritive substance which is in or on confectionery by reason of its use for some practical functional purpose 
in the manufacture, packaging, or storage of such confectionery if the use of the substance does not promote 
deception of the consumer or otherwise result in adulteration or misbranding in violation of any provision of this 
Act, except that the Secretary may, for the purpose of avoiding or resolving uncertainty as to the application of 
this subparagraph, issue regulations allowing or prohibiting the use of particular nonnutritive substances.

(e) If it is oleomargarine or margarine or butter and any of the raw material used therein consisted in whole or in part 
of any filthy, putrid, or decomposed substance, or such oleomargarine or margarine or butter is otherwise unfit for 
food.

(f) —

(1) If it is a dietary supplement or contains a dietary ingredient that —

(A) presents a significant or unreasonable risk of illness or injury under —

(i) conditions of use recommended or suggested in labeling, or

(ii) if no conditions of use are suggested or recommended in the labeling, under ordinary conditions of 
use;

(B) is a new dietary ingredient for which there is inadequate information to provide reasonable assurance 
that such ingredient does not present a significant or unreasonable risk of illness or injury;

(C) the Secretary declares to pose an imminent hazard to public health or safety, except that the authority 
to make such declaration shall not be delegated and the Secretary shall promptly after such a declaration 
initiate a proceeding in accordance with sections 554 and 556 of title 5, United States Code, to affirm or 
withdraw the declaration; or

(D) is or contains a dietary ingredient that renders it adulterated under paragraph (a) (1) under the conditions 
of use recommended or suggested in the labeling of such dietary supplement.

 In any proceeding under this subparagraph, the United States shall bear the burden of proof on each element to 
show that a dietary supplement is adulterated. The court shall decide any issue under this paragraph on a de novo 
basis.

(2) Before the Secretary may report to a United States attorney a violation of paragraph (1) (A) for a civil 
proceeding, the person against whom such proceeding would be initiated shall be given appropriate notice and 
the opportunity to present views, orally and in writing, at least 10 days before such notice, with regard to such 
proceeding.

(g) —

(1) If it is a dietary supplement and it has been prepared, packed, or held under conditions that do not meet 
current good manufacturing practice regulations, including regulations requiring, when necessary, expiration 
date labeling, issued by the Secretary under subparagraph (2).

(2) The Secretary may by regulation prescribe good manufacturing practices for dietary supplements. Such 
regulations shall be modeled after current good manufacturing practice regulations for food and may not impose 
standards for which there is no current and generally available analytical methodology. No standard of current 
good manufacturing practice may be imposed unless such standard is included in a regulation promulgated 
after notice and opportunity for comment in accordance with chapter 5 of title 5, United States Code.
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(h) If it is an article of food imported or offered for import into the United States and the article of food has previously 
been refused admission under section 801(a), unless the person reoffering the article affirmatively establishes, at the 
expense of the owner or consignee of the article, that the article complies with the applicable requirements of this 
Act, as determined by the Secretary.

(i) If it is transported or offered for transportation by a shipper, carrier by motor vehicle or rail vehicle, receiver, or 
any other person engaged in the transportation of food under conditions that are not in accordance with regulations 
promulgated under section 416.

SeC. 403. [343] MISbranded Food.

A food shall be deemed to be misbranded —

(a) If —

(1) its labeling is false or misleading in any particular, or

(2) in the case of a food to which section 411 applies, its advertising is false or misleading in a material respect 
or its labeling is in violation of section 411(b) (2).

(b) If it is offered for sale under the name of another food.

(c) If it is an imitation of another food, unless its label bears, in type of uniform size and prominence, the word 
“imitation” and, immediately thereafter, the name of the food imitated.

(d) If its container is so made, formed, or filled as to be misleading.

(e) If in package form unless it bears a label containing

(1) the name and place of business of the manufacturer, packer, or distributor; and

(2) an accurate statement of the quantity of the contents in terms of weight, measure, or numerical count,

except that under clause (2) of this paragraph reasonable variations shall be permitted, and exemptions as to small 
packages shall be established, by regulations prescribed by the Secretary.

(f) If any word, statement, or other information required by or under authority of this Act to appear on the label or 
labeling is not prominently placed thereon with such conspicuousness (as compared with other words, statements, 
designs, or devices, in the labeling) and in such terms as to render it likely to be read and understood by the ordinary 
individual under customary conditions of purchase and use.

(g) If it purports to be or is represented as a food for which a definition and standard of identity has been prescribed 
by regulations as provided by section 401, unless

(1) it conforms to such definition and standard, and

(2) its label bears the name of the food specified in the definition and standard, and, insofar as may be required by 
such regulations, the common names of optional ingredients (other than spices, flavoring, and coloring) present 
in such food.

(h) If it purports to be or is represented as —

(1) a food for which a standard of quality has been prescribed by regulations as provided by section 401, and its 
quality falls below such standard, unless its label bears, in such manner and form as such regulations specify, a 
statement that it falls below such standard;

(2) a food for which a standard or standards of fill of container have been prescribed by regulations as provided 
by section 401, and it falls below the standard of fill of container applicable thereto, unless its label bears, in such 
manner and form as such regulations specify, a statement that it falls below such standard; or

(3) a food that is pasteurized unless —

(A) such food has been subjected to a safe process or treatment that is prescribed as pasteurization for such 
food in a regulation promulgated under this Act; or

(B) —

(i) such food has been subjected to a safe process or treatment that —
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(I) is reasonably certain to achieve destruction or elimination in the food of the most resistant 
micro-organisms of public health significance that are likely to occur in the food;

(II) is at least as protective of the public health as a process or treatment described in subparagraph (A);

(III) is effective for a period that is at least as long as the shelf life of the food when stored under 
normal and moderate abuse conditions; and

(IV) is the subject of a notification to the Secretary, including effectiveness data regarding the 
process or treatment; and

(ii) at least 120 days have passed after the date of receipt of such notification by the Secretary without 
the Secretary making a determination that the process or treatment involved has not been shown to meet 
the requirements of subclauses (I) through (III) of clause (i).

For purposes of paragraph (3), a determination by the Secretary that a process or treatment has not been shown to 
meet the requirements of subclauses (I) through (III) of subparagraph (B) (i) shall constitute final agency action 
under such subclauses.

(i) Unless its label bears

(1) the common or usual name of the food, if any there be, and

(2) in case it is fabricated from two or more ingredients, the common or usual name of each such ingredient and 
if the food purports to be a beverage containing vegetable or fruit juice, a statement with appropriate prominence 
on the information panel of the total percentage of such fruit or vegetable juice contained in the food;

except that spices, flavorings, and colors not required to be certified under section 721(c) unless sold as spices, 
flavorings, or such colors, may be designated as spices, flavorings, and colorings without naming each. To the extent 
that compliance with the requirements of clause (2) of this paragraph is impracticable, or results in deception or 
unfair competition, exemptions shall be established by regulations promulgated by the Secretary.

(j) If it purports to be or is represented for special dietary uses, unless its label bears such information concerning 
its vitamin, mineral, and other dietary properties as the Secretary determines to be, and by regulations prescribes as, 
necessary in order fully to inform purchasers as to its value for such uses.

(k) If it bears or contains any artificial flavoring, artificial coloring, or chemical preservative, unless it bears labeling 
stating that fact, except that to the extent that compliance with the requirements of this paragraph is impracticable, 
exemptions shall be established by regulations promulgated by the Secretary. The provisions of this paragraph and 
paragraphs (g) and (i) with respect to artificial coloring shall not apply in the case of butter, cheese, or ice cream. The 
provisions of this paragraph with respect to chemical preservatives shall not apply to a pesticide chemical when used 
in or on a raw agricultural commodity which is the produce of the soil.

(l) If it is a raw agricultural commodity which is the produce of the soil, bearing or containing a pesticide chemical 
applied after harvest, unless the shipping container of such commodity bears labeling which declares the presence of 
such chemical in or on such commodity and the common or usual name and the function of such chemical, except 
that no such declaration shall be required while such commodity, having been removed from the shipping container, 
is being held or displayed for sale at retail out of such container in accordance with the custom of the trade.

(m) If it is a color additive, unless its packaging and labeling are in conformity with such packaging and labeling 
requirements, applicable to such color additive, as may be contained in regulations issued under section 721.

(n) If its packaging or labeling is in violation of an applicable regulation issued pursuant to section 3 or 4 of the 
Poison Prevention Packaging Act of 1970.

(o) [Repealed.]

(p) [Repealed.]

(q) —

(1) Except as provided in subparagraphs (3), (4), and (5), if it is a food intended for human consumption and is 
offered for sale, unless its label or labeling bears nutrition information that provides —

(A) —

(i) the serving size which is an amount customarily consumed and which is expressed in a common 
household measure that is appropriate to the food, or

(ii) if the use of the food is not typically expressed in a serving size, the common household unit of 
measure that expresses the serving size of the food,
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(B) the number of servings or other units of measure per container,

(C) the total number of calories —

(i) derived from any source, and

(ii) derived from the total fat,

in each serving size or other unit of measure of the food,

(D) the amount of the following nutrients: Total fat, saturated fat, cholesterol, sodium, total carbohydrates, 
complex carbohydrates, sugars, dietary fiber, and total protein contained in each serving size or other unit 
of measure,

(E) any vitamin, mineral, or other nutrient required to be placed on the label and labeling of food under 
this Act before October 1, 1990, if the Secretary determines that such information will assist consumers in 
maintaining healthy dietary practices.

The Secretary may by regulation require any information required to be placed on the label or labeling by this 
subparagraph or subparagraph (2) (A) to be highlighted on the label or labeling by larger type, bold type, or 
contrasting color if the Secretary determines that such highlighting will assist consumers in maintaining healthy 
dietary practices.

(2) —

(A) If the Secretary determines that a nutrient other than a nutrient required by subparagraph (1) (C), (1) 
(D), or (1) (E) should be included in the label or labeling of food subject to subparagraph (1) for purposes of 
providing information regarding the nutritional value of such food that will assist consumers in maintaining 
healthy dietary practices, the Secretary may by regulation require that information relating to such additional 
nutrient be included in the label or labeling of such food.

(B) If the Secretary determines that the information relating to a nutrient required by subparagraph (1) (C), 
(1) (D), or (1) (E) or clause (A) of this subparagraph to be included in the label or labeling of food is not 
necessary to assist consumers in maintaining healthy dietary practices, the Secretary may by regulation 
remove information relating to such nutrient from such requirement.

(3) For food that is received in bulk containers at a retail establishment, the Secretary may, by regulation, provide 
that the nutrition information required by subparagraphs (1) and (2) be displayed at the location in the retail 
establishment at which the food is offered for sale.

(4) —

(A) The Secretary shall provide for furnishing the nutrition information required by subparagraphs (1) and 
(2) with respect to raw agricultural commodities and raw fish by issuing voluntary nutrition guidelines, as 
provided by clause (B) or by issuing regulations that are mandatory as provided by clause (D).

(B) —

(i) Upon the expiration of 12 months after the date of the enactment of the Nutrition Labeling and 
Education Act of 1990 [November 8, 1991 — Ed.], the Secretary, after providing an opportunity 
for comment, shall issue guidelines for food retailers offering raw agricultural commodities or raw 
fish to provide nutrition information specified in subparagraphs (1) and (2). Such guidelines shall 
take into account the actions taken by food retailers during such 12-month period to provide to 
consumers nutrition information on raw agricultural commodities and raw fish. Such guidelines 
shall only apply —

(I) in the case of raw agricultural commodities, to the 20 varieties of vegetables most frequently 
consumed during a year and the 20 varieties of fruit most frequently consumed during a year, and

(II) to the 20 varieties of raw fish most frequently consumed during a year.

 The vegetables, fruits, and raw fish to which such guidelines apply shall be determined by the Secretary 
by regulation and the Secretary may apply such guidelines regionally.

(ii) Upon the expiration of 12 months after the date of the enactment of the Nutrition Labeling and 
Education Act of 1990 [November 8, 1991 — Ed.], the Secretary shall issue a final regulation defining 
the circumstances that constitute substantial compliance by food retailers with the guidelines issued 
under subclause (i). The regulation shall provide that there is not substantial compliance if a significant 
number of retailers have failed to comply with the guidelines. The size of the retailers and the portion 
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of the market served by retailers in compliance with the guidelines shall be considered in determining 
whether the substantial-compliance standard has been met.

(C) —

(i) Upon the expiration of 30 months after the date of the enactment of the Nutrition Labeling and 
Education Act of 1990 [May 8, 1993 — Ed.], the Secretary shall issue a report on actions taken by food 
retailers to provide consumers with nutrition information for raw agricultural commodities and raw fish 
under the guidelines issued under clause (A). Such report shall include a determination of whether there 
is substantial compliance with the guidelines.

(ii) If the Secretary finds that there is substantial compliance with the guidelines, the Secretary shall 
issue a report and make a determination of the type required in subclause (i) every two years.

(D) —

(i) If the Secretary determines that there is not substantial compliance with the guidelines issued under 
clause (A), the Secretary shall at the time such determination is made issue proposed regulations 
requiring that any person who offers raw agricultural commodities or raw fish to consumers provide, 
in a manner prescribed by regulations, the nutrition information required by subparagraphs (1) and 
(2). The Secretary shall issue final regulations imposing such requirements 6 months after issuing 
the proposed regulations. The final regulations shall become effective 6 months after the date of their 
promulgation.

(ii) Regulations issued under subclause (i) may require that the nutrition information required by 
subparagraphs (1) and (2) be provided for more than 20 varieties of vegetables, 20 varieties of fruit, 
and 20 varieties of fish most frequently consumed during a year if the Secretary finds that a larger 
number of such products are frequently consumed. Such regulations shall permit such information 
to be provided in a single location in each area in which raw agricultural commodities and raw fish 
are offered for sale. Such regulations may provide that information shall be expressed as an average 
or range per serving of the same type of raw agricultural commodity or raw fish. The Secretary shall 
develop and make available to the persons who offer such food to consumers the information required 
by subparagraphs (1) and (2).

(iii) Regulations issued under subclause (i) shall permit the required information to be provided in 
each area of an establishment in which raw agricultural commodities and raw fish are offered for sale. 
The regulations shall permit food retailers to display the required information by supplying copies of 
the information provided by the Secretary, by making the information available in brochure, notebook 
or leaflet form, or by posting a sign disclosing the information. Such regulations shall also permit 
presentation of the required information to be supplemented by a video, live demonstration, or other 
media which the Secretary approves.

(E) For purposes of this subparagraph, the term “fish” includes freshwater or marine fin fish, crustaceans, 
and mollusks, including shellfish, amphibians, and other forms of aquatic animal life.

(F) No person who offers raw agricultural commodities or raw fish to consumers may be prosecuted for 
minor violations of this subparagraph if there has been substantial compliance with the requirements of this 
paragraph.

(5) —

(A) Subparagraphs (1), (2), (3), and (4) shall not apply to food —

(i) except as provided in clause (H) (ii) (III), which is served in restaurants or other establishments 
in which food is served for immediate human consumption or which is sold for sale or use in such 
establishments,

(ii) except as provided in clause (H) (ii) (III), which is processed and prepared primarily in a retail 
establishment, which is ready for human consumption, which is of the type described in subclause 
(i), and which is offered for sale to consumers but not for immediate human consumption in such 
establishment and which is not offered for sale outside such establishment,

(iii) which is an infant formula subject to section 412,

(iv) which is a medical food as defined in section 5(b) of the Orphan Drug Act (21 U.S.C. 360ee(b)), or

(v) which is described in section 405(2).
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(B) Subparagraphs (1) and (2) shall not apply to the label of a food if the Secretary determines by regulations 
that compliance with such subparagraphs is impracticable because the package of such food is too small 
to comply with the requirements of such subparagraphs and if the label of such food does not contain any 
nutrition information.

(C) If a food contains insignificant amounts, as determined by the Secretary, of all the nutrients required by 
subparagraphs (1) and (2) to be listed in the label or labeling of food, the requirements of such subparagraphs 
shall not apply to such food if the label, labeling, or advertising of such food does not make any claim with 
respect to the nutritional value of such food. If a food contains insignificant amounts, as determined by the 
Secretary, of more than one-half the nutrients required by subparagraphs (1) and (2) to be in the label or 
labeling of the food, the Secretary shall require the amounts of such nutrients to be stated in a simplified 
form prescribed by the Secretary.

(D) If a person offers food for sale and has annual gross sales made or business done in sales to consumers 
which is not more than $500,000 or has annual gross sales made or business done in sales of food to 
consumers which is not more than $50,000, the requirements of subparagraphs (1), (2), (3), and (4) shall not 
apply with respect to food sold by such person to consumers unless the label or labeling of food offered by 
such person provides nutrition information or makes a nutrition claim.

(E) —

(i) During the 12-month period for which an exemption from subparagraphs (1) and (2) is claimed 
pursuant to this subclause, the requirements of such subparagraphs shall not apply to any food product 
if —

(I) the labeling for such product does not provide nutrition information or make a claim subject to 
paragraph (r),

(II) the person who claims for such product an exemption from such subparagraphs employed 
fewer than an average of 100 full-time equivalent employees,

(III) such person provided the notice described in subclause (iii), and

(IV) in the case of a food product which was sold in the 12-month period preceding the period for 
which an exemption was claimed, fewer than 100,000 units of such product were sold in the United 
States during such preceding period, or in the case of a food product which was not sold in the 
12-month period preceding the period for which such exemption is claimed, fewer than 100,000 
units of such product are reasonably anticipated to be sold in the United States during the period 
for which such exemption is claimed.

(ii) During the 12-month period after the applicable date referred to in this sentence, the requirements of 
subparagraphs (1) and (2) shall not apply to any food product which was first introduced into interstate 
commerce before May 8, 1994, if the labeling for such product does not provide nutrition information 
or make a claim subject to paragraph (r), if such person provided the notice described in subclause (iii), 
and if —

(I) during the 12-month period preceding May 8, 1994, the person who claims for such product an 
exemption from such subparagraphs employed fewer than an average of 300 full-time equivalent 
employees and fewer than 600,000 units of such product were sold in the United States,

(II) during the 12-month period preceding May 8, 1995, the person who claims for such product an 
exemption from such subparagraphs employed fewer than an average of 300 full-time equivalent 
employees and fewer than 400,000 units of such product were sold in the United States, or

(III) during the 12-month period preceding May 8, 1996, the person who claims for such product 
an exemption from such subparagraphs employed fewer than an average of 200 full-time equivalent 
employees and fewer than 200,000 units of such product were sold in the United States.

(iii) The notice referred to in subclauses (i) and (ii) shall be given to the Secretary prior to the beginning 
of the period during which the exemption under subclause (i) or (ii) is to be in effect, shall state that the 
person claiming such exemption for a food product has complied with the applicable requirements of 
subclause (i) or (ii), and shall —

(I) state the average number of full-time equivalent employees such person employed during the  
12 months preceding the date such person claims such exemption,
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(II) state the approximate number of units the person claiming the exemption sold in the United States,

(III) if the exemption is claimed for a food product which was sold in the 12-month period preceding 
the period for which the exemption was claimed, state the approximate number of units of such 
product which were sold in the United States during such preceding period, and, if the exemption is 
claimed for a food product which was not sold in such preceding period, state the number of units 
of such product which such person reasonably anticipates will be sold in the United States during 
the period for which the exemption was claimed, and

(IV) contain such information as the Secretary may require to verify the information required by the 
preceding provisions of this subclause if the Secretary has questioned the validity of such information.

If a person is not an importer, has fewer than 10 full-time equivalent employees, and sells fewer than 
10,000 units of any food product in any year, such person is not required to file a notice for such product 
under this subclause for such year.

(iv) In the case of a person who claimed an exemption under subclause (i) or (ii), if, during the period 
of such exemption, the number of full-time equivalent employees of such person exceeds the number in 
such subclause or if the number of food products sold in the United States exceeds the number in such 
subclause, such exemption shall extend to the expiration of 18 months after the date the number of full- 
time equivalent employees or food products sold exceeded the applicable number.

(v) For any food product first introduced into interstate commerce after May 8, 2002, the Secretary may 
by regulation lower the employee or units of food products requirement of subclause (i) if the Secretary 
determines that the cost of compliance with such lower requirement will not place an undue burden on 
persons subject to such lower requirement.

(vi) For purposes of subclauses (i), (ii), (iii), (iv), and (v) —

(I) the term “unit” means the packaging or, if there is no packaging, the form in which a food 
product is offered for sale to consumers,

(II) the term “food product” means food in any sized package which is manufactured by a single 
manufacturer or which bears the same brand name, which bears the same statement of identity, and 
which has similar preparation methods, and

(III) the term “person” in the case of a corporation includes all domestic and foreign affiliates of 
the corporation.

(F) A dietary supplement product (including a food to which section 411 applies) shall comply with the 
requirements of subparagraphs (1) and (2) in a manner which is appropriate for the product and which is 
specified in regulations of the Secretary which shall provide that —

(i) nutrition information shall first list those dietary ingredients that are present in the product in a 
significant amount and for which a recommendation for daily consumption has been established by 
the Secretary, except that a dietary ingredient shall not be required to be listed if it is not present in a 
significant amount, and shall list any other dietary ingredient present and identified as having no such 
recommendation;

(ii) the listing of dietary ingredients shall include the quantity of each such ingredient (or of a proprietary 
blend of such ingredients) per serving;

(iii) the listing of dietary ingredients may include the source of a dietary ingredient; and

(iv) the nutrition information shall immediately precede the ingredient information required under 
subclause (i), except that no ingredient identified pursuant to subclause (i) shall be required to be 
identified a second time.

(G) Subparagraphs (1), (2), (3), and (4) shall not apply to food which is sold by a food distributor if the food 
distributor principally sells food to restaurants or other establishments in which food is served for immediate 
human consumption and does not manufacture, process, or repackage the food it sells.

(H) reStaurantS, retaIl Food eStablIShMentS, and VendIng MaChIneS. —

(i) general requIreMentS For reStaurantS and SIMIlar retaIl Food eStablIShMentS. — Except 
for food described in subclause (vii), in the case of food that is a standard menu item that is offered for
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sale in a restaurant or similar retail food establishment that is part of a chain with 20 or more locations 
doing business under the same name (regardless of the type of ownership of the locations) and offering 
for sale substantially the same menu items, the restaurant or similar retail food establishment shall 
disclose the information described in subclauses (ii) and (iii).

(ii) InForMatIon requIred to be dISCloSed by reStaurantS and retaIl Food eStablIShMentS. — 
Except as provided in subclause (vii), the restaurant or similar retail food establishment shall disclose 
in a clear and conspicuous manner —

(I) —

(aa) in a nutrient content disclosure statement adjacent to the name of the standard menu 
item, so as to be clearly associated with the standard menu item, on the menu listing the 
item for sale, the number of calories contained in the standard menu item, as usually 
prepared and offered for sale; and

(bb) a succinct statement concerning suggested daily caloric intake, as specified by the 
Secretary by regulation and posted prominently on the menu and designed to enable the 
public to understand, in the context of a total daily diet, the significance of the caloric 
information that is provided on the menu;

(II) —

(aa) in a nutrient content disclosure statement adjacent to the name of the standard menu 
item, so as to be clearly associated with the standard menu item, on the menu board, 
including a drive-through menu board, the number of calories contained in the standard 
menu item, as usually prepared and offered for sale; and

(bb) a succinct statement concerning suggested daily caloric intake, as specified by the 
Secretary by regulation and posted prominently on the menu board, designed to enable 
the public to understand, in the context of a total daily diet, the significance of the 
nutrition information that is provided on the menu board;

(III) in a written form, available on the premises of the restaurant or similar retail establishment 
and to the consumer upon request, the nutrition information required under clauses (C) and (D) of 
subparagraph (1); and

(IV) on the menu or menu board, a prominent, clear, and conspicuous statement regarding the 
availability of the information described in item (III).

(iii) SelF-SerVICe Food and Food on dISplay. — Except as provided in subclause (vii), in the 
case of food sold at a salad bar, buffet line, cafeteria line, or similar self-service facility, and for 
self-service beverages or food that is on display and that is visible to customers, a restaurant or 
similar retail food establishment shall place adjacent to each food offered a sign that lists calories 
per displayed food item or per serving.

(iv) reaSonable baSIS. — For the purposes of this clause, a restaurant or similar retail food 
establishment shall have a reasonable basis for its nutrient content disclosures, including nutrient 
databases, cookbooks, laboratory analyses, and other reasonable means, as described in section 
101.10 of title 21, Code of Federal Regulations (or any successor regulation) or in a related 
guidance of the Food and Drug Administration.

(v) Menu VarIabIlIty and CoMbInatIon MealS. — The Secretary shall establish by regulation 
standards for determining and disclosing the nutrient content for standard menu items that come in 
different flavors, varieties, or combinations, but which are listed as a single menu item, such as soft 
drinks, ice cream, pizza, doughnuts, or children’s combination meals, through means determined by the 
Secretary, including ranges, averages, or other methods.

(vi) ADDITIONAL INFORMATION. — If  the Secretary determines that a nutrient, other than a nutrient 
required under subclause (ii) (III), should be disclosed for the purpose of providing information to 
assist consumers in maintaining healthy dietary practices, the Secretary may require, by regulation, 
disclosure of such nutrient in the written form required under subclause (ii) (III).
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(vii) nonapplICabIlIty to CertaIn Food. —

(I) In general. — Subclauses (i) through (vi) do not apply to —

(aa) items that are not listed on a menu or menu board (such as condiments and other 
items placed on the table or counter for general use);

(bb) daily specials, temporary menu items appearing on the menu for less than 60 days per 
calendar year, or custom orders; or

(cc) such other food that is part of a customary market test appearing on the menu for less 
than 90 days, under terms and conditions established by the Secretary.

(II) WrItten ForMS. — Subparagraph (5) (C) shall apply to any regulations promulgated 
under subclauses (ii) (III) and (vi).

(viii) VendIng MaChIneS. —

(I) In general. — In the case of an article of food sold from a vending machine that —

(aa) does not permit a prospective purchaser to examine the Nutrition Facts Panel before 
purchasing the article or does not otherwise provide visible nutrition information at the 
point of purchase; and

(bb) is operated by a person who is engaged in the business of owning or operating 20 
or more vending machines, the vending machine operator shall provide a sign in close 
proximity to each article of food or the selection button that includes a clear and 
conspicuous statement disclosing the number of calories contained in the article.

(ix) Voluntary proVISIon oF nutrItIon InForMatIon. —

(I) In general. — An authorized official of any restaurant or similar retail food establishment or 
vending machine operator not subject to the requirements of this clause may elect to be subject to 
the requirements of such clause, by registering biannually the name and address of such restaurant 
or similar retail food establishment or vending machine operator with the Secretary, as specified 
by the Secretary by regulation.

(II) REGISTRATION. — Within 120 days of enactment of this clause, the Secretary shall publish 
a notice in the Federal Register specifying the terms and conditions for implementation of 
item (I), pending promulgation of regulations.

(III) RULE OF CONSTRUCTION. — Nothing in this subclause shall be construed to authorize the 
Secretary to require an application, review, or licensing process for any entity to register with 
the Secretary, as described in such item.

(x) regulatIonS. —

(I) propoSed regulatIon. — Not later than 1 year after the date of enactment of this clause, the 
Secretary shall promulgate proposed regulations to carry out this clause.

(II) ContentS. — In promulgating regulations, the Secretary shall —

(aa) consider standardization of recipes and methods of preparation, reasonable variation 
in serving size and formulation of menu items, space on menus and menu boards, 
inadvertent human error, training of food service workers, variations in ingredients, and 
other factors, as the Secretary determines; and

(bb) specify the format and manner of the nutrient content disclosure requirements under 
this subclause.

(III) reportIng. — The Secretary shall submit to the Committee on Health, Education, Labor, 
and Pensions of the Senate and the Committee on Energy and Commerce of the House of 
Representatives a quarterly report that describes the Secretary’s progress toward promulgating final 
regulations under this subparagraph.

(xi) DEFINITION. — In this clause, the term “menu” or “menu board” means the primary writing of 
the restaurant or other similar retail food establishment from which a consumer makes an order 
selection.
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(r) —

(1) Except as provided in clauses (A) through (C) of subparagraph (5), if it is a food intended for human 
consumption which is offered for sale and for which a claim is made in the label or labeling of the food which 
expressly or by implication —

(A) characterizes the level of any nutrient which is of the type required by paragraph (q) (1) or (q) (2) to be in 
the label or labeling of the food unless the claim is made in accordance with subparagraph (2), or

(B) characterizes the relationship of any nutrient which is of the type required by paragraph (q) (1) or (q) (2) 
to be in the label or labeling of the food to a disease or a health-related condition unless the claim is made 
in accordance with subparagraph (3) or (5) (D).

 A statement of the type required by paragraph (q) that appears as part of the nutrition information required or 
permitted by such paragraph is not a claim which is subject to this paragraph and a claim subject to clause (A) 
is not subject to clause (B).

(2) —

(A) Except as provided in subparagraphs (4) (A) (ii) and (4) (A) (iii) and clauses (A) through (C) of 
subparagraph (5), a claim described in subparagraph (1) (A) —

(i) may be made only if the characterization of the level made in the claim uses terms which are defined 
in regulations of the Secretary,

(ii) may not state the absence of a nutrient unless —

(I) the nutrient is usually present in the food or in a food which substitutes for the food as defined 
by the Secretary by regulation, or

(II) the Secretary by regulation permits such a statement on the basis of a finding that such a 
statement would assist consumers in maintaining healthy dietary practices and the statement 
discloses that the nutrient is not usually present in the food,

(iii) may not be made with respect to the level of cholesterol in the food if the food contains, as 
determined by the Secretary by regulation, fat or saturated fat in an amount which increases to 
persons in the general population the risk of disease or a health related condition which is diet related 
unless —

(I) the Secretary finds by regulation that the level of cholesterol is substantially less than the level 
usually present in the food or in a food which substitutes for the food and which has a significant 
market share, or the Secretary by regulation permits a statement regarding the absence of 
cholesterol on the basis of a finding that cholesterol is not usually present in the food and that such 
a statement would assist consumers in maintaining healthy dietary practices and a requirement that 
the statement disclose that cholesterol is not usually present in the food, and

(II) the label or labeling of the food discloses the level of such fat or saturated fat in immediate 
proximity to such claim and with appropriate prominence which shall be no less than one-half the 
size of the claim with respect to the level of cholesterol,

(iv) may not be made with respect to the level of saturated fat in the food if the food contains cholesterol 
unless the label or labeling of the food discloses the level of cholesterol in the food in immediate 
proximity to such claim and with appropriate prominence which shall be no less than one-half the size 
of the claim with respect to the level of saturated fat,

(v) may not state that a food is high in dietary fiber unless the food is low in total fat as defined by the 
Secretary or the label or labeling discloses the level of total fat in the food in immediate proximity to 
such statement and with appropriate prominence which shall be no less than one-half the size of the 
claim with respect to the level of dietary fiber, and

(vi) may not be made if the Secretary by regulation prohibits the claim because the claim is misleading 
in light of the level of another nutrient in the food.

(B) If a claim described in subparagraph (1) (A) is made with respect to a nutrient in a food and the Secretary 
makes a determination that the food contains a nutrient at a level that increases to persons in the general 
population the risk of a disease or health-related condition that is diet related, the label or labeling of such 
food shall contain, prominently and in immediate proximity to such claim, the following statement: “See 
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nutrition information for   content.” The blank shall identify the nutrient associated with 
the increased disease or health-related condition risk. In making the determination described in this clause, 
the Secretary shall take into account the significance of the food in the total daily diet.

(C) Subparagraph (2) (A) does not apply to a claim described in subparagraph (1) (A) and contained in the 
label or labeling of a food if such claim is contained in the brand name of such food and such brand name 
was in use on such food before October 25, 1989, unless the brand name contains a term defined by the 
Secretary under subparagraph (2) (A) (i). Such a claim is subject to paragraph (a).

(D) Subparagraph (2) does not apply to a claim described in subparagraph (1) (A) which uses the term “diet” 
and is contained in the label or labeling of a soft drink if

(i) such claim is contained in the brand name of such soft drink,

(ii) such brand name was in use on such soft drink before October 25, 1989, and

(iii) the use of the term “diet” was in conformity with section 105.66 of title 21 of the Code of Federal 
Regulations. Such a claim is subject to paragraph (a).

(E) Subclauses (i) through (v) of subparagraph (2) (A) do not apply to a statement in the label or labeling of 
food which describes the percentage of vitamins and minerals in the food in relation to the amount of such 
vitamins and minerals recommended for daily consumption by the Secretary.

(F) Subclause (i) clause (A) does not apply to a statement in the labeling of a dietary supplement that 
characterizes the percentage level of a dietary ingredient for which the Secretary has not established a 
reference daily intake, daily recommended value, or other recommendation for daily consumption.

(G) A claim of the type described in subparagraph (1) (A) for a nutrient, for which the Secretary has not 
promulgated a regulation under clause (A) (i), shall be authorized and may be made with respect to a food 
if —

(i) a scientific body of the United States Government with official responsibility for public health 
protection or research directly relating to human nutrition (such as the National Institutes of Health 
or the Centers for Disease Control and Prevention) or the National Academy of Sciences or any of its 
subdivisions has published an authoritative statement, which is currently in effect, which identifies the 
nutrient level to which the claim refers;

(ii) a person has submitted to the Secretary, at least 120 days (during which the Secretary may notify 
any person who is making a claim as authorized by clause (C) that such person has not submitted all the 
information required by such clause) before the first introduction into interstate commerce of the food 
with a label containing the claim,

(I) a notice of the claim, which shall include the exact words used in the claim and shall include a 
concise description of the basis upon which such person relied for determining that the requirements 
of subclause (i) have been satisfied,

(II) a copy of the statement referred to in subclause (i) upon which such person relied in making 
the claim, and

(III) a balanced representation of the scientific literature relating to the nutrient level to which the 
claim refers;

(iii) the claim and the food for which the claim is made are in compliance with clauses (A) and (B), and 
are otherwise in compliance with paragraph (a) and section 201(n); and

(iv) the claim is stated in a manner so that the claim is an accurate representation of the authoritative 
statement referred to in subclause (i) and so that the claim enables the public to comprehend the 
information provided in the claim and to understand the relative significance of such information in the 
context of a total daily diet.

For purposes of this clause, a statement shall be regarded as an authoritative statement of a scientific body 
described in subclause (i) only if the statement is published by the scientific body and shall not include a 
statement of an employee of the scientific body made in the individual capacity of the employee.

(H) A claim submitted under the requirements of clause (G) may be made until —

(i) such time as the Secretary issues a regulation —
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(I) prohibiting or modifying the claim and the regulation has become effective, or

(II) finding that the requirements of clause (G) have not been met, including finding that the 
petitioner had not submitted all the information required by such clause; or

(ii) a district court of the United States in an enforcement proceeding under chapter III has determined 
that the requirements of clause (G) have not been met.

(3) —

(A) Except as provided in subparagraph (5), a claim described in subparagraph (1) (B) may only be made —

(i) if the claim meets the requirements of the regulations of the Secretary promulgated under clause 
(B), and

(ii) if the food for which the claim is made does not contain, as determined by the Secretary by regulation, 
any nutrient in an amount which increases to persons in the general population the risk of a disease or 
health-related condition which is diet related, taking into account the significance of the food in the total 
daily diet, except that the Secretary may by regulation permit such a claim based on a finding that such 
a claim would assist consumers in maintaining healthy dietary practices and based on a requirement that 
the label contain a disclosure of the type required by subparagraph (2) (B).

(B) —

(i) The Secretary shall promulgate regulations authorizing claims of the type described in subparagraph 
(1) (B) only if the Secretary determines, based on the totality of publicly available scientific evidence 
(including evidence from well-designed studies conducted in a manner which is consistent with 
generally recognized scientific procedures and principles), that there is significant scientific agreement, 
among experts qualified by scientific training and experience to evaluate such claims, that the claim is 
supported by such evidence.

(ii) A regulation described in subclause (i) shall describe —

(I) the relationship between a nutrient of the type required in the label or labeling of food by 
paragraph (q) (1) or (q) (2) and a disease or health-related condition, and

(II) the significance of each such nutrient in affecting such disease or health-related condition.

(iii) A regulation described in subclause (i) shall require such claim to be stated in a manner so that 
the claim is an accurate representation of the matters set out in subclause (ii) and so that the claim 
enables the public to comprehend the information provided in the claim and to understand the relative 
significance of such information in the context of a total daily diet.

(C) Notwithstanding the provisions of clauses (A) (i) and (B), a claim of the type described in subparagraph 
(1) (B) which is not authorized by the Secretary in a regulation promulgated in accordance with clause (B) 
shall be authorized and may be made with respect to a food if —

(i) a scientific body of the United States Government with official responsibility for public health 
protection or research directly relating to human nutrition (such as the National Institutes of Health 
or the Centers for Disease Control and Prevention) or the National Academy of Sciences or any of its 
subdivisions has published an authoritative statement, which is currently in effect, about the relationship 
between a nutrient and a disease or health-related condition to which the claim refers;

(ii) a person has submitted to the Secretary, at least 120 days (during which the Secretary may notify 
any person who is making a claim as authorized by clause (C) that such person has not submitted all the 
information required by such clause) before the first introduction into interstate commerce of the food 
with a label containing the claim,

(I) a notice of the claim, which shall include the exact words used in the claim and shall include a 
concise description of the basis upon which such person relied for determining that the requirements 
of subclause (i) have been satisfied,

(II) a copy of the statement referred to in subclause (i) upon which such person relied in making 
the claim, and

(III) a balanced representation of the scientific literature relating to the relationship between a 
nutrient and a disease or health-related condition to which the claim refers;
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(iii) the claim and the food for which the claim is made are in compliance with clause (A) (ii) and are 
otherwise in compliance with paragraph (a) and section 201(n); and

(iv) the claim is stated in a manner so that the claim is an accurate representation of the authoritative 
statement referred to in subclause (i) and so that the claim enables the public to comprehend the 
information provided in the claim and to understand the relative significance of such information in the 
context of a total daily diet.

For purposes of this clause, a statement shall be regarded as an authoritative statement of a scientific body 
described in subclause (i) only if the statement is published by the scientific body and shall not include a 
statement of an employee of the scientific body made in the individual capacity of the employee.

(D) A claim submitted under the requirements of clause (C) may be made until —

(i) such time as the Secretary issues a regulation under the standard in clause (B) (i) —

(I) prohibiting or modifying the claim and the regulation has become effective, or

(II) finding that the requirements of clause (C) have not been met, including finding that the 
petitioner has not submitted all the information required by such clause; or

(ii) a district court of the United States in an enforcement proceeding under chapter III has determined 
that the requirements of clause (C) have not been met.

(4) —

(A) —

(i) Any person may petition the Secretary to issue a regulation under subparagraph (2) (A) (i) or (3) (B) 
relating to a claim described in subparagraph (1) (A) or (1) (B). Not later than 100 days after the petition 
is received by the Secretary, the Secretary shall issue a final decision denying the petition or file the 
petition for further action by the Secretary. If the Secretary does not act within such 100 days, the 
petition shall be deemed to be denied unless an extension is mutually agreed upon by the Secretary and 
the petitioner. If the Secretary denies the petition, or the petition is deemed to be denied, the petition 
shall not be made available to the public. If the Secretary files the petition, the Secretary shall deny the 
petition or issue a proposed regulation to take the action requested in the petition not later than 90 days 
after the date of such decision. If the Secretary does not act within such 90 days, the petition shall be 
deemed to be denied unless an extension is mutually agreed upon by the Secretary and the petitioner. 
If the Secretary issues a proposed regulation, the rulemaking shall be completed within 540 days of the 
date the petition is received by the Secretary. If the Secretary does not issue a regulation within such 
540 days, the Secretary shall provide the Committee on Commerce of the House of Representatives and 
the Committee on Labor and Human Resources of the Senate the reasons action on the regulation did 
not occur within such 540 days.

(ii) Any person may petition the Secretary for permission to use in a claim described in subparagraph 
(1) (A) terms that are consistent with the terms defined by the Secretary under subparagraph (2) (A) (i). 
Within 90 days of the submission of such a petition, the Secretary shall issue a final decision denying 
the petition or granting such permission.

(iii) Any person may petition the Secretary for permission to use an implied claim described in 
subparagraph (1) (A) in a brand name. After publishing notice of an opportunity to comment on the 
petition in the Federal Register and making the petition available to the public, the Secretary shall grant 
the petition if the Secretary finds that such claim is not misleading and is consistent with terms defined 
by the Secretary under subparagraph (2) (A) (i). The Secretary shall grant or deny the petition within 
100 days of the date it is submitted to the Secretary and the petition shall be considered granted if the 
Secretary does not act on it within such 100 days.

(B) A petition under clause (A) (i) respecting a claim described in subparagraph (1) (A) or (1) (B) shall include 
an explanation of the reasons why the claim meets the requirements of this paragraph and a summary of the 
scientific data which supports such reasons.

(C) If a petition for a regulation under subparagraph (3) (B) relies on a report from an authoritative scientific 
body of the United States, the Secretary shall consider such report and shall justify any decision rejecting 
the conclusions of such report.
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(5) —

(A) This paragraph does not apply to infant formulas subject to section 412(h) and medical foods as defined 
in section 5(b) of the Orphan Drug Act.

(B) Subclauses (iii) through (v) of subparagraph (2) (A) and subparagraph (2) (B) do not apply to food which 
is served in restaurants or other establishments in which food is served for immediate human consumption 
or which is sold for sale or use in such establishments.

(C) A subparagraph (1) (A) claim made with respect to a food which claim is required by a standard of 
identity issued under section 401 shall not be subject to subparagraph (2) (A) (i) or (2) (B).

(D) A subparagraph (1) (B) claim made with respect to a dietary supplement of vitamins, minerals, herbs, 
or other similar nutritional substances shall not be subject to subparagraph (3) but shall be subject to a 
procedure and standard, respecting the validity of such claim, established by regulation of the Secretary.

(6) For purposes of paragraph (r) (1) (B), a statement for a dietary supplement may be made if —

(A) the statement claims a benefit related to a classical nutrient deficiency disease and discloses the 
prevalence of such disease in the United States, describes the role of a nutrient or dietary ingredient intended 
to affect the structure or function in humans, characterizes the documented mechanism by which a nutrient 
or dietary ingredient acts to maintain such structure or function, or describes general well-being from 
consumption of a nutrient or dietary ingredient,

(B) the manufacturer of the dietary supplement has substantiation that such statement is truthful and not 
misleading, and

(C) the statement contains, prominently displayed and in boldface type, the following: “This statement has 
not been evaluated by the Food and Drug Administration. This product is not intended to diagnose, treat, 
cure, or prevent any disease.”.

A statement under this subparagraph may not claim to diagnose, mitigate, treat, cure, or prevent a specific 
disease or class of diseases. If the manufacturer of a dietary supplement proposes to make a statement described 
in the first sentence of this subparagraph in the labeling of the dietary supplement, the manufacturer shall notify 
the Secretary no later than 30 days after the first marketing of the dietary supplement with such statement that 
such a statement is being made.

(7) The Secretary may make proposed regulations issued under this paragraph effective upon publication pending 
consideration of public comment and publication of a final regulation if the Secretary determines that such 
action is necessary —

(A) to enable the Secretary to review and act promptly on petitions the Secretary determines provide for 
information necessary to —

(i) enable consumers to develop and maintain healthy dietary practices;

(ii) enable consumers to be informed promptly and effectively of important new knowledge regarding 
nutritional and health benefits of food; or

(iii) ensure that scientifically sound nutritional and health information is provided to consumers as soon 
as possible; or

(B) to enable the Secretary to act promptly to ban or modify a claim under this paragraph. 

Such proposed regulations shall be deemed final agency action for purposes of judicial review.

(s) If —

(1) it is a dietary supplement; and

(2) —

(A) the label or labeling of the supplement fails to list —

(i) the name of each ingredient of the supplement that is described in section 201(ff); and

(ii) —

(I) the quantity of each such ingredient; or

(II) with respect to a proprietary blend of such ingredients, the total quantity of all ingredients in 
the blend;
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(B) the label or labeling of the dietary supplement fails to identify the product by using the term “dietary 
supplement”, which term may be modified with the name of such an ingredient;

(C) the supplement contains an ingredient described in section 201(ff) (1) (C), and the label or labeling of the 
supplement fails to identify any part of the plant from which the ingredient is derived;

(D) the supplement —

(i) is covered by the specifications of an official compendium;

(ii) is represented as conforming to the specifications of an official compendium; and

(iii) fails to so conform; or

(E) the supplement —

(i) is not covered by the specifications of an official compendium; and

(ii) —

(I) fails to have the identity and strength that the supplement is represented to have; or

(II) fails to meet the quality (including tablet or capsule disintegration), purity, or compositional 
specifications, based on validated assay or other appropriate methods, that the supplement is 
represented to meet.

A dietary supplement shall not be deemed misbranded solely because its label or labeling contains directions or 
conditions of use or warnings.

(t) If it purports to be or is represented as catfish, unless it is fish classified within the family Ictaluridae.

(u) If it purports to be or is represented as ginseng, unless it is an herb or herbal ingredient derived from a plant 
classified within the genus Panax.

(v) If —

(1) it fails to bear a label required by the Secretary under section 801(n) (1) (relating to food refused admission 
into the United States);

(2) the Secretary finds that the food presents a threat of serious adverse health consequences or death to humans 
or animals; and

(3) upon or after notifying the owner or consignee involved that the label is required under section 801, the 
Secretary informs the owner or consignee that the food presents such a threat.

(w) —

(1) If it is not a raw agricultural commodity and it is, or it contains an ingredient that bears or contains, a major 
food allergen, unless either —

(A) the word “Contains”, followed by the name of the food source from which the major food allergen is 
derived, is printed immediately after or is adjacent to the list of ingredients (in a type size no smaller than 
the type size used in the list of ingredients) required under subsections (g) and (i); or

(B) the common or usual name of the major food allergen in the list of ingredients required under subsections 
(g) and (i) is followed in parentheses by the name of the food source from which the major food allergen is 
derived, except that the name of the food source is not required when —

(i) the common or usual name of the ingredient uses the name of the food source from which the major 
food allergen is derived; or

(ii) the name of the food source from which the major food allergen is derived appears elsewhere in the 
ingredient list, unless the name of the food source that appears elsewhere in the ingredient list appears 
as part of the name of a food ingredient that is not a major food allergen under section 201(qq) (2) (A) 
or (B).

(2) As used in this subsection, the term “name of the food source from which the major food allergen is derived” 
means the name described in section 201(qq) (1); provided that in the case of a tree nut, fish, or Crustacean 
shellfish, the term “name of the food source from which the major food allergen is derived” means the name of 
the specific type of nut or species of fish or Crustacean shellfish.

(3) The information required under this subsection may appear in labeling in lieu of appearing on the label 
only if the Secretary finds that such other labeling is sufficient to protect the public health. A finding by the 
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Secretary under this paragraph (including any change in an earlier finding under this paragraph) is effective upon 
publication in the Federal Register as a notice.

(4) Notwithstanding subsection (g), (i), or (k), or any other law, a flavoring, coloring, or incidental additive that 
is, or that bears or contains, a major food allergen shall be subject to the labeling requirements of this subsection.

(5) The Secretary may by regulation modify the requirements of subparagraph (A) or (B) of paragraph (1), or 
eliminate either the requirement of subparagraph (A) or the requirements of subparagraph (B) of paragraph (1), 
if  the Secretary determines that the modification or elimination of the requirement of subparagraph (A) 
or the requirements of subparagraph (B) is necessary to protect the public health.

(6) —

(A) Any person may petition the Secretary to exempt a food ingredient described in section 201(qq) (2) from 
the allergen labeling requirements of this subsection.

(B) The Secretary shall approve or deny such petition within 180 days of receipt of the petition or the 
petition shall be deemed denied, unless an extension of time is mutually agreed upon by the Secretary and 
the petitioner.

(C) The burden shall be on the petitioner to provide scientific evidence (including the analytical method used 
to produce the evidence) that demonstrates that such food ingredient, as derived by the method specified in 
the petition, does not cause an allergic response that poses a risk to human health.

(D) A determination regarding a petition under this paragraph shall constitute final agency action.

(E) The Secretary shall promptly post to a public site all petitions received under this paragraph within  
14 days of receipt and the Secretary shall promptly post the Secretary’s response to each.

(7) —

(A) A person need not file a petition under paragraph (6) to exempt a food ingredient described in section 
201(qq) (2) from the allergen labeling requirements of this subsection, if the person files with the Secretary 
a notification containing —

(i) scientific evidence (including the analytical method used) that demonstrates that the food ingredient 
(as derived by the method specified in the notification, where applicable) does not contain allergenic 
protein; or

(ii) a determination by the Secretary that the ingredient does not cause an allergic response that poses a 
risk to human health under a premarket approval or notification program under section 409.

(B) The food ingredient may be introduced or delivered for introduction into interstate commerce as a 
food ingredient that is not a major food allergen 90 days after the date of receipt of the notification by the 
Secretary, unless the Secretary determines within the 90-day period that the notification does not meet 
the requirements of this paragraph, or there is insufficient scientific evidence to determine that the food 
ingredient does not contain allergenic protein or does not cause an allergenic response that poses a risk to 
human health.

(C) The Secretary shall promptly post to a public site all notifications received under this subparagraph 
within 14 days of receipt and promptly post any objections thereto by the Secretary.

(x) Notwithstanding subsection (g), (i), or (k), or any other law, a spice, flavoring, coloring, or incidental additive 
that is, or that bears or contains, a food allergen (other than a major food allergen), as determined by the Secretary by 
regulation, shall be disclosed in a manner specified by the Secretary by regulation.

(y) If it is a dietary supplement that is marketed in the United States, unless the label of such dietary supplement 
includes a domestic address or domestic phone number through which the responsible person (as described in section 
761) may receive a report of a serious adverse event with such dietary supplement.

SeC. 403a. [343-1] natIonal unIForM nutrItIon labelIng.

(a) Except as provided in subsection (b), no State or political subdivision of a State may directly or indirectly establish 
under any authority or continue in effect as to any food in interstate commerce —

(1) any requirement for a food which is the subject of a standard of identity established under section 401 that 
is not identical to such standard of identity or that is not identical to the requirement of section 403(g), except 
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that this paragraph does not apply to a standard of identity of a State or political subdivision of a State for maple 
syrup that is of the type required by sections 401 and 403(g),

(2) any requirement for the labeling of food of the type required by section 403(c), 403(e), 403(i) (2), 403(w), 
or 403(x) that is not identical to the requirement of such section, except that this paragraph does not apply to a 
requirement of a State or political subdivision of a State that is of the type required by section 403(c) and that is 
applicable to maple syrup,

(3) any requirement for the labeling of food of the type required by section 403(b), 403(d), 403(f), 403(h), 
403(i) (1), or 403(k) that is not identical to the requirement of such section, except that this paragraph does not 
apply to a requirement of a State or political subdivision of a State that is of the type required by section 
403(h) (1) and that is applicable to maple syrup,

(4) any requirement for nutrition labeling of food that is not identical to the requirement of section 403(q), except 
that this paragraph does not apply to food that is offered for sale in a restaurant or similar retail food establishment 
that is not part of a chain with 20 or more locations doing business under the same name (regardless of the type 
of ownership of the locations) and offering for sale substantially the same menu items unless such restaurant or 
similar retail food establishment complies with the voluntary provision of nutrition information requirements 
under section 403(q) (5) (H) (ix), or

(5) any requirement respecting any claim of the type described in section 403(r) (1) made in the label or labeling 
of food that is not identical to the requirement of section 403(r), except a requirement respecting a claim made 
in the label or labeling of food which is exempt under section 403(r) (5) (B).

Paragraph (3) shall take effect in accordance with section 6(b) of the Nutrition Labeling and Education Act of 1990.

(b) Upon petition of a State or a political subdivision of a State, the Secretary may exempt from subsection (a), under 
such conditions as may be prescribed by regulation, any State or local requirement that —

(1) would not cause any food to be in violation of any applicable requirement under Federal law,

(2) would not unduly burden interstate commerce, and

(3) is designed to address a particular need for information which need is not met by the requirements of the 
sections referred to in subsection (a).

SeC. 403b. [343-2] dIetary SuppleMent labelIng exeMptIonS.

(a) In general. — A publication, including an article, a chapter in a book, or an official abstract of a peer-reviewed 
scientific publication that appears in an article and was prepared by the author or the editors of the publication, 
which is reprinted in its entirety, shall not be defined as labeling when used in connection with the sale of a dietary 
supplement to consumers when it —

(1) is not false or misleading;

(2) does not promote a particular manufacturer or brand of a dietary supplement;

(3) is displayed or presented, or is displayed or presented with other such items on the same subject matter, so as 
to present a balanced view of the available scientific information on a dietary supplement;

(4) if displayed in an establishment, is physically separate from the dietary supplements; and

(5) does not have appended to it any information by sticker or any other method.

(b) applICatIon. — Subsection (a) shall not apply to or restrict a retailer or wholesaler of dietary supplements in 
any way whatsoever in the sale of books or other publications as a part of the business of such retailer or wholesaler.

(c) burden oF prooF. — In any proceeding brought under subsection (a), the burden of proof shall be on the United 
States to establish that an article or other such matter is false or misleading.

SeC. 403C. [343-3] dISCloSure.

(a) No provision of section 201(n), 403(a), or 409 shall be construed to require on the label or labeling of a food a 
separate radiation disclosure statement that is more prominent than the declaration of ingredients required by section 
403(i) (2).

(b) In this section, the term “radiation disclosure statement” means a written statement that discloses that a food has 
been intentionally subject to radiation.
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SeC. 404. [344] eMergenCy perMIt Control.

(a) Whenever the Secretary finds after investigation that the distribution in interstate commerce of any class of food 
may, by reason of contamination with micro-organisms during the manufacture, processing, or packing thereof in any 
locality, be injurious to health, and that such injurious nature cannot be adequately determined after such articles have 
entered interstate commerce, he then, and in such case only, shall promulgate regulations providing for the issuance, 
to manufacturers, processors, or packers of such class of food in such locality of permits to which shall be attached 
such conditions governing the manufacture, processing, or packaging of such class of food, for such temporary 
period of time, as may be necessary to protect the public health; and after the effective date of such regulations, and 
during such temporary period, no person shall introduce or deliver for introduction into interstate commerce any such 
food manufactured, processed, or packed by any such manufacturer, processor, or packer unless such manufacturer, 
processor, or packer holds a permit issued by the Secretary as provided by such regulations.

(b) The Secretary is authorized to suspend immediately upon notice any permit issued under authority of this section 
if it is found that any of the conditions of the permit have been violated. The holder of a permit so suspended shall be 
privileged at any time to apply for the reinstatement of such permit, and the Secretary shall, immediately after prompt 
hearing and an inspection of the establishment, reinstate such permit if it is found that adequate measures have been 
taken to comply with and maintain the conditions of the permit, as originally issued or as amended.

(c) Any officer or employee duly designated by the Secretary shall have access to any factory or establishment, the 
operator of which holds a permit from the Secretary, for the purpose of ascertaining whether or not the conditions of 
the permit are being complied with, and denial of access for such inspection shall be ground for suspension of the 
permit until such access is freely given by the operator.

SeC. 405. [345] regulatIonS MakIng exeMptIonS.

The Secretary shall promulgate regulations exempting from any labeling requirement of this Act

(1) small open containers of fresh fruits and fresh vegetables and

(2) food which is, in accordance with the practice of the trade, to be processed, labeled, or repacked in substantial 
quantities at establishments other than those where originally processed or packed, on condition that such food 
is not adulterated or misbranded under the provisions of this Act upon removal from such processing, labeling, 
or repacking establishment.

This section does not apply to the labeling requirements of sections 403(q) and 403(r).

SeC. 406. [346] toleranCeS For poISonouS IngredIentS In Food.
Any poisonous or deleterious substance added to any food, except where such substance is required in the 
production thereof or cannot be avoided by good manufacturing practice shall be deemed to be unsafe for 
purposes of the application of clause (2) (A) of section 402(a); but when such substance is so required or 
cannot be so avoided, the Secretary shall promulgate regulations limiting the quantity therein or thereon to 
such extent as he finds necessary for the protection of public health, and any quantity exceeding the limits 
so fixed shall also be deemed to be unsafe for purposes of the application of clause (2) (A) of section 402(a). 
While such a regulation is in effect limiting the quantity of any such substance in the case of any food, such 
food shall not, by reason of bearing or containing any added amount of such substance, be considered to be 
adulterated within the meaning of clause (1) of section 402(a). In determining the quantity of such added 
substance to be tolerated in or on different articles of food the Secretary shall take into account the extent 
to which the use of such substance is required or cannot be avoided in the production of each such article, 
and the other ways in which the consumer may be affected by the same or other poisonous or deleterious 
substances.

SeC. 407. [347] oleoMargarIne or MargarIne.

(a) Colored oleomargarine or colored margarine which is sold in the same State or Territory in which it is produced 
shall be subject in the same manner and to the same extent to the provisions of this Act as if it had been introduced 
in interstate commerce.

(b) No person shall sell, or offer for sale, colored oleomargarine or colored margarine unless —

(1) such oleomargarine or margarine is packaged,

(2) the net weight of the contents of any package sold in a retail establishment is one pound or less,
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(3) there appears on the label of the package

(A) the word “oleomargarine” or “margarine” in type or lettering at least as large as any other type or 
lettering on such label, and

(B) a full and accurate statement of all the ingredients contained in such oleomargarine, or margarine, and

(4) each part of the contents of the package is contained in a wrapper which bears the word “oleomargarine” or 
“margarine” in type or lettering not smaller than 20-point type.

The requirements of this subsection shall be in addition to and not in lieu of any of the other requirements of this Act.

(c) No person shall possess in a form ready for serving colored oleomargarine or colored margarine at a public eating 
place unless a notice that oleomargarine or margarine is served is displayed prominently and conspicuously in such 
place and in such manner as to render it likely to be read and understood by the ordinary individual being served in 
such eating place or is printed or is otherwise set forth on the menu in type or lettering not smaller than that normally 
used to designate the serving of other food items. No person shall serve colored oleomargarine or colored margarine 
at a public eating place, whether or not any charge is made therefor, unless

(1) each separate serving bears or is accompanied by labeling identifying it as oleomargarine or margarine, or

(2) each separate serving thereof is triangular in shape.

(d) Colored oleomargarine or colored margarine when served with meals at a public eating place shall at the time of 
such service be exempt from the labeling requirements of section 403 (except (a) and 403 (f)) [probably should be 
“(except subsections (a) and (f))” — Ed.] if it complies with the requirements of subsection (b) of this section.

(e) For the purpose of this section colored oleomargarine or colored margarine is oleomargarine or margarine having 
a tint or shade containing more than one and six-tenths degrees of yellow, or of yellow and red collectively, but with 
an excess of yellow over red, measured in terms of Lovibond tintometer scale or its equivalent.

SeC. 408. [346a] toleranCeS and exeMptIonS For peStICIde CheMICal reSIdueS.

(a) requIreMent For toleranCe or exeMptIon. —

(1) general rule. — Except as provided in paragraph (2) or (3), any pesticide chemical residue in or on a food 
shall be deemed unsafe for the purpose of section 402(a) (2) (B) unless —

(A) a tolerance for such pesticide chemical residue in or on such food is in effect under this section and the 
quantity of the residue is within the limits of the tolerance; or

(B) an exemption from the requirement of a tolerance is in effect under this section for the pesticide chemical 
residue.

For the purposes of this section, the term “food”, when used as a noun without modification, shall 
mean a raw agricultural commodity or processed food.

(2) proCeSSed Food. — Notwithstanding paragraph (1) —

(A) if a tolerance is in effect under this section for a pesticide chemical residue in or on a raw agricultural 
commodity, a pesticide chemical residue that is present in or on a processed food because the food is made from 
that raw agricultural commodity shall not be considered unsafe within the meaning of section 402(a) (2) (B)  
despite the lack of a tolerance for the pesticide chemical residue in or on the processed food if the 
pesticide chemical has been used in or on the raw agricultural commodity in conformity with a tolerance 
under this section, such residue in or on the raw agricultural commodity has been removed to the extent 
possible in good manufacturing practice, and the concentration of the pesticide chemical residue in the 
processed food is not greater than the tolerance prescribed for the pesticide chemical residue in the raw 
agricultural commodity; or

(B) if an exemption for the requirement for a tolerance is in effect under this section for a pesticide chemical 
residue in or on a raw agricultural commodity, a pesticide chemical residue that is present in or on a processed 
food because the food is made from that raw agricultural commodity shall not be considered unsafe within 
the meaning of section 402(a) (2) (B).

(3) reSIdueS oF degradatIon produCtS. — If a pesticide chemical residue is present in or on a food because 
it is a metabolite or other degradation product of a precursor substance that itself is a pesticide chemical or 
pesticide chemical residue, such a residue shall not be considered to be unsafe within the meaning of section 
402(a) (2) (B) despite the lack of a tolerance or exemption from the need for a tolerance for such residue in or on 
such food if —
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(A) the Administrator has not determined that the degradation product is likely to pose any potential health 
risk from dietary exposure that is of a different type than, or of a greater significance than, any risk posed 
by dietary exposure to the precursor substance;

(B) either —

(i) a tolerance is in effect under this section for residues of the precursor substance in or on the food, 
and the combined level of residues of the degradation product and the precursor substance in or on the 
food is at or below the stoichiometrically equivalent level that would be permitted by the tolerance if the 
residue consisted only of the precursor substance rather than the degradation product; or

(ii) an exemption from the need for a tolerance is in effect under this section for residues of the precursor 
substance in or on the food; and

(C) the tolerance or exemption for residues of the precursor substance does not state that it applies only to 
particular named substances and does not state that it does not apply to residues of the degradation product.

(4) eFFeCt oF toleranCe or exeMptIon. — While a tolerance or exemption from the requirement for a 
tolerance is in effect under this section for a pesticide chemical residue with respect to any food, the food shall 
not by reason of bearing or containing any amount of such a residue be considered to be adulterated within the 
meaning of section 402(a) (1).

(b) authorIty and Standard For toleranCe. —

(1) authorIty. — The Administrator may issue regulations establishing, modifying, or revoking a tolerance for 
a pesticide chemical residue in or on a food —

(A) in response to a petition filed under subsection (d); or

(B) on the Administrator’s own initiative under subsection (e).

As used in this section, the term “modify” shall not mean expanding the tolerance to cover additional foods.

(2) Standard. —

(A) general rule. —

(i) Standard. — The Administrator may establish or leave in effect a tolerance for a pesticide chemical 
residue in or on a food only if the Administrator determines that the tolerance is safe. The Administrator 
shall modify or revoke a tolerance if the Administrator determines it is not safe.

(ii) DETERMINATION OF SAFETy. — As used in this section, the term “safe”, with respect to a tolerance 
for a pesticide chemical residue, means that the Administrator has determined that there is a reasonable 
certainty that no harm will result from aggregate exposure to the pesticide chemical residue, including 
all anticipated dietary exposures and all other exposures for which there is reliable information.

(iii) RULE OF CONSTRUCTION. — With respect to a tolerance, a pesticide chemical residue meeting the 
standard under clause (i) is not an eligible pesticide chemical residue for purposes of subparagraph (B).

(B) toleranCeS For elIgIble peStICIde CheMICal reSIdueS. —

(i) deFInItIon. — As used in this subparagraph, the term “eligible pesticide chemical residue” means 
a pesticide chemical residue as to which —

(I) the Administrator is not able to identify a level of exposure to the residue at which the residue 
will not cause or contribute to a known or anticipated harm to human health (referred to in this 
section as a “nonthreshold effect”);

(II) the lifetime risk of experiencing the nonthreshold effect is appropriately assessed by quantitative 
risk assessment; and

(III) with regard to any known or anticipated harm to human health for which the Administrator 
is able to identify a level at which the residue will not cause such harm (referred to in this section 
as a “threshold effect”), the Administrator determines that the level of aggregate exposure is safe.

(ii) DETERMINATION OF TOLERANCE. Notwithstanding subparagraph (A) (i), a tolerance for an eligible 
pesticide chemical residue may be left in effect or modified under this subparagraph if —

(I) at least one of the conditions described in clause (iii) is met; and

(II) both of the conditions described in clause (iv) are met.
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(iii) CONDITIONS REGARDING USE. — For purposes of clause (ii), the conditions described in this clause 
with respect to a tolerance for an eligible pesticide chemical residue are the following:

(I) Use of the pesticide chemical that produces the residue protects consumers from adverse effects 
on health that would pose a greater risk than the dietary risk from the residue.

(II) Use of the pesticide chemical that produces the residue is necessary to avoid a significant 
disruption in domestic production of an adequate, wholesome, and economical food supply.

(iv) CondItIonS regardIng rISk. — For purposes of clause (ii), the conditions described in this clause 
with respect to a tolerance for an eligible pesticide chemical residue are the following:

(I) The yearly risk associated with the nonthreshold effect from aggregate exposure to the residue 
does not exceed 10 times the yearly risk that would be allowed under subparagraph (A) for such 
effect.

(II) The tolerance is limited so as to ensure that the risk over a lifetime associated with the 
nonthreshold effect from aggregate exposure to the residue is not greater than twice the lifetime 
risk that would be allowed under subparagraph (A) for such effect.

(v) reVIeW. — Five years after the date on which the Administrator makes a determination to leave 
in effect or modify a tolerance under this subparagraph, and thereafter as the Administrator deems 
appropriate, the Administrator shall determine, after notice and opportunity for comment, whether it 
has been demonstrated to the Administrator that a condition described in clause (iii) (I) or clause (iii) (II) 
continues to exist with respect to the tolerance and that the yearly and lifetime risks from aggregate 
exposure to such residue continue to comply with the limits specified in clause (iv). If the Administrator 
determines by such date that such demonstration has not been made, the Administrator shall, not later 
than 180 days after the date of such determination, issue a regulation under subsection (e) (1) to modify 
or revoke the tolerance.

(vi) InFantS and ChIldren. — Any tolerance under this subparagraph shall meet the requirements of 
subparagraph (C).

(C) expoSure oF InFantS and ChIldren. — In establishing, modifying, leaving in effect, or revoking a 
tolerance or exemption for a pesticide chemical residue, the Administrator —

(i) shall assess the risk of the pesticide chemical residue based on —

(I) available information about consumption patterns among infants and children that are likely to 
result in disproportionately high consumption of foods containing or bearing such residue among 
infants and children in comparison to the general population;

(II) available information concerning the special susceptibility of infants and children to the 
pesticide chemical residues, including neurological differences between infants and children and 
adults, and effects of in utero exposure to pesticide chemicals; and

(III) available information concerning the cumulative effects on infants and children of such 
residues and other substances that have a common mechanism of toxicity; and

(ii) shall —

(I) ensure that there is a reasonable certainty that no harm will result to infants and children from 
aggregate exposure to the pesticide chemical residue; and

(II) publish a specific determination regarding the safety of the pesticide chemical residue for 
infants and children.

The Secretary of Health and Human Services and the Secretary of Agriculture, in consultation with the 
Administrator, shall conduct surveys to document dietary exposure to pesticides among infants and children. 
In the case of threshold effects, for purposes of clause (ii) (I) an additional tenfold margin of safety for the 
pesticide chemical residue and other sources of exposure shall be applied for infants and children to take 
into account potential pre- and postnatal toxicity and completeness of the data with respect to exposure and 
toxicity to infants and children. Notwithstanding such requirement for an additional margin of safety, the 
Administrator may use a different margin of safety for the pesticide chemical residue only if, on the basis of 
reliable data, such margin will be safe for infants and children.
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(D) FaCtorS. — In establishing, modifying, leaving in effect, or revoking a tolerance or exemption for a 
pesticide chemical residue, the Administrator shall consider, among other relevant factors —

(i) the validity, completeness, and reliability of the available data from studies of the pesticide chemical 
and pesticide chemical residue;

(ii) the nature of any toxic effect shown to be caused by the pesticide chemical or pesticide chemical 
residue in such studies;

(iii) available information concerning the relationship of the results of such studies to human risk;

(iv) available information concerning the dietary consumption patterns of consumers (and major 
identifiable subgroups of consumers);

(v) available information concerning the cumulative effects of such residues and other substances that 
have a common mechanism of toxicity;

(vi) available information concerning the aggregate exposure levels of consumers (and major identifiable 
subgroups of consumers) to the pesticide chemical residue and to other related substances, including 
dietary exposure under the tolerance and all other tolerances in effect for the pesticide chemical residue, 
and exposure from other non-occupational sources;

(vii) available information concerning the variability of the sensitivities of major identifiable subgroups 
of consumers;

(viii) such information as the Administrator may require on whether the pesticide chemical may have 
an effect in humans that is similar to an effect produced by a naturally occurring estrogen or other 
endocrine effects; and

(ix) safety factors which in the opinion of experts qualified by scientific training and experience to 
evaluate the safety of food additives are generally recognized as appropriate for the use of animal 
experimentation data.

(E) data and InForMatIon regardIng antICIpated and aCtual reSIdue leVelS. —

(i) authorIty. — In establishing, modifying, leaving in effect, or revoking a tolerance for a pesticide 
chemical residue, the Administrator may consider available data and information on the anticipated 
residue levels of the pesticide chemical in or on food and the actual residue levels of the pesticide 
chemical that have been measured in food, including residue data collected by the Food and Drug 
Administration.

(ii) requIreMent. — If the Administrator relies on anticipated or actual residue levels in establishing, 
modifying, or leaving in effect a tolerance, the Administrator shall pursuant to subsection (f) (1) require 
that data be provided five years after the date on which the tolerance is established, modified, or left in 
effect, and thereafter as the Administrator deems appropriate, demonstrating that such residue levels are 
not above the levels so relied on. If such data are not so provided, or if the data do not demonstrate that 
the residue levels are not above the levels so relied on, the Administrator shall, not later than 180 days 
after the date on which the data were required to be provided, issue a regulation under subsection (e) (1), 
or an order under subsection (f) (2), as appropriate, to modify or revoke the tolerance.

(F) perCent oF Food aCtually treated. — In establishing, modifying, leaving in effect, or revoking a 
tolerance for a pesticide chemical residue, the Administrator may, when assessing chronic dietary risk, consider 
available data and information on the percent of food actually treated with the pesticide chemical (including 
aggregate pesticide use data collected by the Department of Agriculture) only if the Administrator —

(i) finds that the data are reliable and provide a valid basis to show what percentage of the food derived 
from such crop is likely to contain such pesticide chemical residue;

(ii) finds that the exposure estimate does not understate exposure for any significant subpopulation 
group;

(iii) finds that, if data are available on pesticide use and consumption of food in a particular area, the 
population in such area is not dietarily exposed to residues above those estimated by the Administrator; 
and

(iv) provides for the periodic reevaluation of the estimate of anticipated dietary exposure.
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(3) deteCtIon MethodS. —

(A) general rule. — A tolerance for a pesticide chemical residue in or on a food shall not be established 
or modified by the Administrator unless the Administrator determines, after consultation with the Secretary, 
that there is a practical method for detecting and measuring the levels of the pesticide chemical residue in 
or on the food.

(B) deteCtIon lIMIt. — A tolerance for a pesticide chemical residue in or on a food shall not be established 
at or modified to a level lower than the limit of detection of the method for detecting and measuring the 
pesticide chemical residue specified by the Administrator under subparagraph (A).

(4) InternatIonal StandardS. — In establishing a tolerance for a pesticide chemical residue in or on a food, the 
Administrator shall determine whether a maximum residue level for the pesticide chemical has been established 
by the Codex Alimentarius Commission. If a Codex maximum residue level has been established for the pesticide 
chemical and the Administrator does not propose to adopt the Codex level, the Administrator shall publish for 
public comment a notice explaining the reasons for departing from the Codex level.

(c) authorIty and Standard For exeMptIonS. —

(1) authorIty. — The Administrator may issue a regulation establishing, modifying, or revoking an exemption 
from the requirement for a tolerance for a pesticide chemical residue in or on food —

(A) in response to a petition filed under subsection (d); or

(B) on the Administrator’s initiative under subsection (e).

(2) Standard. —

(A) general rule. —

(i) Standard. — The Administrator may establish or leave in effect an exemption from the requirement 
for a tolerance for a pesticide chemical residue in or on food only if the Administrator determines that 
the exemption is safe. The Administrator shall modify or revoke an exemption if the Administrator 
determines it is not safe.

(ii) deterMInatIon oF SaFety. — The term “safe”, with respect to an exemption for a pesticide 
chemical residue, means that the Administrator has determined that there is a reasonable certainty that 
no harm will result from aggregate exposure to the pesticide chemical residue, including all anticipated 
dietary exposures and all other exposures for which there is reliable information.

(B) FaCtorS. — In making a determination under this paragraph, the Administrator shall take into account, 
among other relevant considerations, the considerations set forth in subparagraphs (C) and (D) of subsection 
(b) (2).

(3) lIMItatIon. — An exemption from the requirement for a tolerance for a pesticide chemical residue in or 
on food shall not be established or modified by the Administrator unless the Administrator determines, after 
consultation with the Secretary —

(A) that there is a practical method for detecting and measuring the levels of such pesticide chemical residue 
in or on food; or

(B) that there is no need for such a method, and states the reasons for such determination in issuing the 
regulation establishing or modifying the exemption.

(d) PetItIon For toleranCe or exeMptIon. —

(1) PetItIonS and PetItIonerS. — Any person may file with the Administrator a petition proposing the issuance 
of a regulation —

(A) establishing, modifying, or revoking a tolerance for a pesticide chemical residue in or on a food; or

(B) establishing, modifying, or revoking an exemption from the requirement of a tolerance for such a residue.

(2) PetItIon ContentS. —

(A) eStablIShMent. — A petition under paragraph (1) to establish a tolerance or exemption for a pesticide 
chemical residue shall be supported by such data and information as are specified in regulations issued by 
the Administrator, including —

(i) —
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(I) an informative summary of the petition and of the data, information, and arguments submitted 
or cited in support of the petition; and

(II) a statement that the petitioner agrees that such summary or any information it contains may be 
published as a part of the notice of filing of the petition to be published under this subsection and 
as part of a proposed or final regulation issued under this section;

(ii) the name, chemical identity, and composition of the pesticide chemical residue and of the pesticide 
chemical that produces the residue;

(iii) data showing the recommended amount, frequency, method, and time of application of that pesticide 
chemical;

(iv) full reports of tests and investigations made with respect to the safety of the pesticide chemical, 
including full information as to the methods and controls used in conducting those tests and investigations;

(v) full reports of tests and investigations made with respect to the nature and amount of the pesticide 
chemical residue that is likely to remain in or on the food, including a description of the analytical 
methods used;

(vi) a practical method for detecting and measuring the levels of the pesticide chemical residue in or on 
the food, or for exemptions, a statement why such a method is not needed;

(vii) a proposed tolerance for the pesticide chemical residue, if a tolerance is proposed;

(viii) if the petition relates to a tolerance for a processed food, reports of investigations conducted using 
the processing method(s) used to produce that food;

(ix) such information as the Administrator may require to make the determination under subsection (b) (2) (C);

(x) such information as the Administrator may require on whether the pesticide chemical may have 
an effect in humans that is similar to an effect produced by a naturally occurring estrogen or other 
endocrine effects;

(xi) information regarding exposure to the pesticide chemical residue due to any tolerance or exemption 
already granted for such residue;

(xii) practical methods for removing any amount of the residue that would exceed any proposed 
tolerance; and

(xiii) such other data and information as the Administrator requires by regulation to support the petition.

If information or data required by this subparagraph is available to the Administrator, the person submitting the 
petition may cite the availability of the information or data in lieu of submitting it. The Administrator may require 
a petition to be accompanied by samples of the pesticide chemical with respect to which the petition is filed.

(B) ModIFICatIon or reVoCatIon. — The Administrator may by regulation establish the requirements 
for information and data to support a petition to modify or revoke a tolerance or to modify or revoke an 
exemption from the requirement for a tolerance.

(3) notICe. — A notice of the filing of a petition that the Administrator determines has met the requirements 
of paragraph (2) shall be published by the Administrator within 30 days after such determination. The notice 
shall announce the availability of a description of the analytical methods available to the Administrator for the 
detection and measurement of the pesticide chemical residue with respect to which the petition is filed or shall 
set forth the petitioner’s statement of why such a method is not needed. The notice shall include the summary 
required by paragraph (2) (A) (i) (I).

(4) aCtIonS by the adMInIStrator. —

(A) In general. — The Administrator shall, after giving due consideration to a petition filed under 
paragraph (1) and any other information available to the Administrator —

(i) issue a final regulation (which may vary from that sought by the petition) establishing, modifying, 
or revoking a tolerance for the pesticide chemical residue or an exemption of the pesticide chemical 
residue from the requirement of a tolerance (which final regulation shall be issued without further 
notice and without further period for public comment);

(ii) issue a proposed regulation under subsection (e), and thereafter issue a final regulation under such 
subsection; or

(iii) issue an order denying the petition.
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(B) PrIorItIeS. — The Administrator shall give priority to petitions for the establishment or modification 
of a tolerance or exemption for a pesticide chemical residue that appears to pose a significantly lower risk to 
human health from dietary exposure than pesticide chemical residues that have tolerances in effect for the 
same or similar uses.

(C) expedIted reVIeW oF CertaIn petItIonS. —

(i) date CertaIn For reVIeW. — If a person files a complete petition with the Administrator proposing 
the issuance of a regulation establishing a tolerance or exemption for a pesticide chemical residue that 
presents a lower risk to human health than a pesticide chemical residue for which a tolerance has been 
left in effect or modified under subsection (b) (2) (B), the Administrator shall complete action on such 
petition under this paragraph within 1 year.

(ii) requIred deterMInatIonS. — If the Administrator issues a final regulation establishing a tolerance 
or exemption for a safer pesticide chemical residue under clause (i), the Administrator shall, not later 
than 180 days after the date on which the regulation is issued, determine whether a condition described 
in subclause (I) or (II) of subsection (b) (2) (B) (iii) continues to exist with respect to a tolerance that 
has been left in effect or modified under subsection (b) (2) (B). If such condition does not continue to 
exist, the Administrator shall, not later than 180 days after the date on which the determination under 
the preceding sentence is made, issue a regulation under subsection (e) (1) to modify or revoke the 
tolerance.

(e) aCtIon on adMInIStrator’S oWn InItIatIVe. —

(1) general rule. — The Administrator may issue a regulation —

(A) establishing, modifying, suspending under subsection (1) (3), or revoking a tolerance for a pesticide 
chemical or a pesticide chemical residue;

(B) establishing, modifying, suspending under subsection (1) (3), or revoking an exemption of a pesticide 
chemical residue from the requirement of a tolerance; or

(C) establishing general procedures and requirements to implement this section.

(2) notICe. — Before issuing a final regulation under paragraph (1), the Administrator shall issue a notice 
of proposed rulemaking and provide a period of not less than 60 days for public comment on the proposed 
regulation, except that a shorter period for comment may be provided if the Administrator for good cause finds 
that it would be in the public interest to do so and states the reasons for the finding in the notice of proposed 
rulemaking.

(f) SpeCIal data requIreMentS. —

(1) requIrIng SubMISSIon oF addItIonal data. — If the Administrator determines that additional data or 
information are reasonably required to support the continuation of a tolerance or exemption that is in effect under 
this section for a pesticide chemical residue on a food, the Administrator shall —

(A) issue a notice requiring the person holding the pesticide registrations associated with such tolerance or 
exemption to submit the data or information under section 3(c) (2) (B) of the Federal Insecticide, Fungicide, 
and Rodenticide Act;

(B) issue a rule requiring that testing be conducted on a substance or mixture under section 4 of the Toxic 
Substances Control Act; or

(C) publish in the Federal Register, after first providing notice and an opportunity for comment of not less 
than 60 days’ duration, an order —

(i) requiring the submission to the Administrator by one or more interested persons of a notice identifying 
the person or persons who will submit the required data and information;

(ii) describing the type of data and information required to be submitted to the Administrator and stating 
why the data and information could not be obtained under the authority of section 3(c) (2) (B) of the 
Federal Insecticide, Fungicide, and Rodenticide Act or section 4 of the Toxic Substances Control Act;

(iii) describing the reports of the Administrator required to be prepared during and after the collection 
of the data and information;

(iv) requiring the submission to the Administrator of the data, information, and reports referred to in 
clauses (ii) and (iii); and

(v) establishing dates by which the submissions described in clauses (i) and (iv) must be made.
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The Administrator may under subparagraph (C) revise any such order to correct an error. The Administrator 
may under this paragraph require data or information pertaining to whether the pesticide chemical may 
have an effect in humans that is similar to an effect produced by a naturally occurring estrogen or other 
endocrine effects.

(2) nonCoMplIanCe. — If a submission required by a notice issued in accordance with paragraph (1) (A), a rule 
issued under paragraph (1) (B), or an order issued under paragraph (1) (C) is not made by the time specified in 
such notice, rule, or order, the Administrator may by order published in the Federal Register modify or revoke 
the tolerance or exemption in question. In any review of such an order under subsection (g) (2), the only material 
issue shall be whether a submission required under paragraph (1) was not made by the time specified.

(g) eFFeCtIVe date, objeCtIonS, HearIngS, and adMInIStratIVe reVIeW. —

(1) eFFeCtIVe date. — A regulation or order issued under subsection (d) (4), (e) (1), or (f) (2) shall take effect 
upon publication unless the regulation or order specifies otherwise. The Administrator may stay the effectiveness 
of the regulation or order if, after issuance of such regulation or order, objections are filed with respect to such 
regulation or order pursuant to paragraph (2).

(2) Further ProCeedIngS. —

(A) objeCtIonS. — Within 60 days after a regulation or order is issued under subsection (d) (4), (e) (1) (A), 
(e) (1) (B), (f) (2), (n) (3), or (n) (5) (C), any person may file objections thereto with the Administrator, 
specifying with particularity the provisions of the regulation or order deemed objectionable and stating 
reasonable grounds therefor. If the regulation or order was issued in response to a petition under subsection 
(d) (1), a copy of each objection filed by a person other than the petitioner shall be served by the Administrator 
on the petitioner.

(B) HearIng. — An objection may include a request for a public evidentiary hearing upon the objection. 
The Administrator shall, upon the initiative of the Administrator or upon the request of an interested person 
and after due notice, hold a public evidentiary hearing if and to the extent the Administrator determines that 
such a public hearing is necessary to receive factual evidence relevant to material issues of fact raised by 
the objections. The presiding officer in such a hearing may authorize a party to obtain discovery from other 
persons and may upon a showing of good cause made by a party issue a subpoena to compel testimony or 
production of documents from any person. The presiding officer shall be governed by the Federal Rules of 
Civil Procedure in making any order for the protection of the witness or the content of documents produced 
and shall order the payment of reasonable fees and expenses as a condition to requiring testimony of the 
witness. On contest, such a subpoena may be enforced by a Federal district court.

(C) FInal deCISIon. — As soon as practicable after receiving the arguments of the parties, the Administrator 
shall issue an order stating the action taken upon each such objection and setting forth any revision to the 
regulation or prior order that the Administrator has found to be warranted. If a hearing was held under 
subparagraph (B), such order and any revision to the regulation or prior order shall, with respect to questions 
of fact at issue in the hearing, be based only on substantial evidence of record at such hearing, and shall set 
forth in detail the findings of facts and the conclusions of law or policy upon which the order or regulation 
is based.

(h) judICIal reVIeW. —

(1) PetItIon. — In a case of actual controversy as to the validity of any regulation issued under subsection 
(e) (1) (C), or any order issued under subsection (f) (1) (C) or (g) (2) (C), or any regulation that is the subject of 
such an order, any person who will be adversely affected by such order or regulation may obtain judicial review 
by filing in the United States Court of Appeals for the circuit wherein that person resides or has its principal 
place of business, or in the United States Court of Appeals for the District of Columbia Circuit, within 60 days 
after publication of such order or regulation, a petition praying that the order or regulation be set aside in whole 
or in part.

(2) reCord and JurISdICtIon. — A copy of the petition under paragraph (1) shall be forthwith transmitted by 
the clerk of the court to the Administrator, or any officer designated by the Administrator for that purpose, and 
thereupon the Administrator shall file in the court the record of the proceedings on which the Administrator 
based the order or regulation, as provided in section 2112 of title 28, United States Code. Upon the filing of such 
a petition, the court shall have exclusive jurisdiction to affirm or set aside the order or regulation complained of 
in whole or in part. As to orders issued following a public evidentiary hearing, the findings of the Administrator
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with respect to questions of fact shall be sustained only if supported by substantial evidence when considered on 
the record as a whole.

(3) addItIonal eVIdenCe. — If a party applies to the court for leave to adduce additional evidence and shows 
to the satisfaction of the court that the additional evidence is material and that there were reasonable grounds 
for the failure to adduce the evidence in the proceeding before the Administrator, the court may order that the 
additional evidence (and evidence in rebuttal thereof) shall be taken before the Administrator in the manner and 
upon the terms and conditions the court deems proper. The Administrator may modify prior findings as to the 
facts by reason of the additional evidence so taken and may modify the order or regulation accordingly. The 
Administrator shall file with the court any such modified finding, order, or regulation.

(4) FInal JudgMent; SupreMe Court reVIeW. — The judgment of the court affirming or setting aside, in 
whole or in part, any regulation or any order and any regulation which is the subject of such an order shall be 
final, subject to review by the Supreme Court of the United States as provided in section 1254 of title 28 of 
the United States Code. The commencement of proceedings under this subsection shall not, unless specifically 
ordered by the court to the contrary, operate as a stay of a regulation or order.

(5) applICatIon. — Any issue as to which review is or was obtainable under this subsection shall not be the 
subject of judicial review under any other provision of law.

(i) ConFIdentIalIty and uSe oF data. —

(1) general rule. — Data and information that are or have been submitted to the Administrator under this 
section or section 409 in support of a tolerance or an exemption from a tolerance shall be entitled to confidential 
treatment for reasons of business confidentiality and to exclusive use and data compensation to the same extent 
provided by sections 3 and 10 of the Federal Insecticide, Fungicide, and Rodenticide Act.

(2) exCeptIonS. —

(A) In general. — Data and information that are entitled to confidential treatment under paragraph (1) 
may be disclosed, under such security requirements as the Administrator may provide by regulation, to —

(i) employees of the United States authorized by the Administrator to examine such data and information 
in the carrying out of their official duties under this Act or other Federal statutes intended to protect the 
public health; or

(ii) contractors with the United States authorized by the Administrator to examine such data and 
information in the carrying out of contracts under this Act or such statutes.

(B) CongreSS. — This subsection does not authorize the withholding of data or information from either 
House of Congress or from, to the extent of matter within its jurisdiction, any committee or subcommittee 
of such committee or any joint committee of Congress or any subcommittee of such joint committee.

(3) SuMMarIeS. — Notwithstanding any provision of this subsection or other law, the Administrator may publish 
the informative summary required by subsection (d) (2) (A) (i) and may, in issuing a proposed or final regulation 
or order under this section, publish an informative summary of the data relating to the regulation or order.

(j) StatuS oF PreVIouSly ISSued regulatIonS. —

(1) regulatIonS under SeCtIon 406. — Regulations affecting pesticide chemical residues in or on raw 
agricultural commodities promulgated, in accordance with section 701(e), under the authority of section 406(a) 
upon the basis of public hearings instituted before January 1, 1953, shall be deemed to be regulations issued 
under this section and shall be subject to modification or revocation under subsections (d) and (e), and shall be 
subject to review under subsection (q).

(2) regulatIonS under SeCtIon 409. — Regulations that established tolerances for substances that are pesticide 
chemical residues in or on processed food, or that otherwise stated the conditions under which such pesticide 
chemicals could be safely used, and that were issued under section 409 on or before the date of the enactment of 
this paragraph, shall be deemed to be regulations issued under this section and shall be subject to modification 
or revocation under subsection (d) or (e), and shall be subject to review under subsection (q).

(3) regulatIonS under SeCtIon 408. — Regulations that established tolerances or exemptions under this 
section that were issued on or before the date of the enactment of this paragraph shall remain in effect unless 
modified or revoked under subsection (d) or (e), and shall be subject to review under subsection (q).
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(4) CertaIn SubStanCeS. — With respect to a substance that is not included in the definition of the term 
“pesticide chemical” under section 201(q) (1) but was so included on the day before the date of the enactment 
of the Antimicrobial Regulation Technical Corrections Act of 1998, the following applies as of such date of 
enactment:

(A) Notwithstanding paragraph (2), any regulation applying to the use of the substance that was in effect 
on the day before such date, and was on such day deemed in such paragraph to have been issued under this 
section, shall be considered to have been issued under section 409.

(B) Notwithstanding paragraph (3), any regulation applying to the use of the substance that was in effect 
on such day and was issued under this section (including any such regulation issued before the date of the 
enactment of the Food Quality Protection Act of 1996) is deemed to have been issued under section 409.

(k) tranSItIonal ProVISIon. — If, on the day before the date of the enactment of this subsection, a substance that 
is a pesticide chemical was, with respect to a particular pesticidal use of the substance and any resulting pesticide 
chemical residue in or on a particular food —

(1) regarded by the Administrator or the Secretary as generally recognized as safe for use within the meaning of 
the provisions of subsection (a) or section 201(s) as then in effect; or

(2) regarded by the Secretary as a substance described by section 201(s) (4);

such a pesticide chemical residue shall be regarded as exempt from the requirement for a tolerance, as of the date 
of enactment of this subsection. The Administrator shall by regulation indicate which substances are described by 
this subsection. Any exemption under this subsection may be modified or revoked as if it had been issued under 
subsection (c).

(l) HarMonIzatIon wIth aCtIon under other laWS. —

(1) CoordInatIon wIth FIFRA. — To the extent practicable and consistent with the review deadlines in 
subsection (q), in issuing a final rule under this subsection that suspends or revokes a tolerance or exemption 
for a pesticide chemical residue in or on food, the Administrator shall coordinate such action with any related 
necessary action under the Federal Insecticide, Fungicide, and Rodenticide Act.

(2) reVoCatIon oF toleranCe or exeMptIon FolloWIng CanCellatIon oF aSSoCIated regIStratIonS. — If 
the Administrator, acting under the Federal Insecticide, Fungicide, and Rodenticide Act, cancels the registration 
of each pesticide that contains a particular pesticide chemical and that is labeled for use on a particular food, 
or requires that the registration of each such pesticide be modified to prohibit its use in connection with the 
production, storage, or transportation of such food, due in whole or in part to dietary risks to humans posed by 
residues of that pesticide chemical on that food, the Administrator shall revoke any tolerance or exemption that 
allows the presence of the pesticide chemical, or any pesticide chemical residue that results from its use, in or 
on that food. Subsection (e) shall apply to actions taken under this paragraph. A revocation under this paragraph 
shall become effective not later than 180 days after —

(A) the date by which each such cancellation of a registration has become effective; or

(B) the date on which the use of the canceled pesticide becomes unlawful under the terms of the cancellation, 
whichever is later.

(3) SuSpenSIon oF toleranCe or exeMptIon FolloWIng SuSpenSIon oF aSSoCIated regIStratIonS. —

(A) SuSpenSIon. — If the Administrator, acting under the Federal Insecticide, Fungicide, and Rodenticide 
Act, suspends the use of each registered pesticide that contains a particular pesticide chemical and that is 
labeled for use on a particular food, due in whole or in part to dietary risks to humans posed by residues 
of that pesticide chemical on that food, the Administrator shall suspend any tolerance or exemption that 
allows the presence of the pesticide chemical, or any pesticide chemical residue that results from its use, in 
or on that food. Subsection (e) shall apply to actions taken under this paragraph. A suspension under this 
paragraph shall become effective not later than 60 days after the date by which each such suspension of use 
has become effective.

(B) eFFeCt oF SuSpenSIon. — The suspension of a tolerance or exemption under subparagraph (A) shall 
be effective as long as the use of each associated registration of a pesticide is suspended under the Federal 
Insecticide, Fungicide, and Rodenticide Act. While a suspension of a tolerance or exemption is effective 
the tolerance or exemption shall not be considered to be in effect. If the suspension of use of the pesticide 
under that Act is terminated, leaving the registration of the pesticide for such use in effect under that Act, the 
Administrator shall rescind any associated suspension of tolerance or exemption.
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(4) toleranCeS For unaVoIdable reSIdueS. — In connection with action taken under paragraph (2) or (3), or 
with respect to pesticides whose registrations were suspended or canceled prior to the date of the enactment of 
this paragraph under the Federal Insecticide, Fungicide, and Rodenticide Act, if the Administrator determines 
that a residue of the canceled or suspended pesticide chemical will unavoidably persist in the environment and 
thereby be present in or on a food, the Administrator may establish a tolerance for the pesticide chemical residue. 
In establishing such a tolerance, the Administrator shall take into account both the factors set forth in subsection 
(b) (2) and the unavoidability of the residue. Subsection (e) shall apply to the establishment of such tolerance. The 
Administrator shall review any such tolerance periodically and modify it as necessary so that it allows no greater 
level of the pesticide chemical residue than is unavoidable.

(5) PeStICIde reSIdueS reSultIng FroM laWFul applICatIon oF PeStICIde. — Notwithstanding any other 
provision of this Act, if a tolerance or exemption for a pesticide chemical residue in or on a food has been 
revoked, suspended, or modified under this section, an article of that food shall not be deemed unsafe solely 
because of the presence of such pesticide chemical residue in or on such food if it is shown to the satisfaction of 
the Secretary that —

(A) the residue is present as the result of an application or use of a pesticide at a time and in a manner that 
was lawful under the Federal Insecticide, Fungicide, and Rodenticide Act; and

(B) the residue does not exceed a level that was authorized at the time of that application or use to be present 
on the food under a tolerance, exemption, food additive regulation, or other sanction then in effect under 
this Act;

 unless, in the case of any tolerance or exemption revoked, suspended, or modified under this subsection or 
subsection (d) or (e), the Administrator has issued a determination that consumption of the legally treated food 
during the period of its likely availability in commerce will pose an unreasonable dietary risk.

(6) toleranCe For uSe oF PeStICIdeS under an eMergenCy exeMptIon. — If the Administrator grants 
an exemption under section 18 of the Federal Insecticide, Fungicide, and Rodenticide Act (7 U.S.C. 136p) for 
a pesticide chemical, the Administrator shall establish a tolerance or exemption from the requirement for a 
tolerance for the pesticide chemical residue. Such a tolerance or exemption from a tolerance shall have an 
expiration date. The Administrator may establish such a tolerance or exemption without providing notice or a 
period for comment on the tolerance or exemption. The Administrator shall promulgate regulations within 365 
days after the date of the enactment of this paragraph governing the establishment of tolerances and exemptions 
under this paragraph. Such regulations shall be consistent with the safety standard under subsections (b) (2) and 
(c) (2) and with section 18 of the Federal Insecticide, Fungicide, and Rodenticide Act.

(m) FeeS. —

(1) aMount. — The Administrator shall by regulation require the payment of such fees as will in the aggregate, 
in the judgment of the Administrator, be sufficient over a reasonable term to provide, equip, and maintain an 
adequate service for the performance of the Administrator’s functions under this section. Under the regulations, 
the performance of the Administrator’s services or other functions under this section, including —

(A) the acceptance for filing of a petition submitted under subsection (d);

(B) establishing, modifying, leaving in effect, or revoking a tolerance or establishing, modifying, leaving in 
effect, or revoking an exemption from the requirement for a tolerance under this section;

(C) the acceptance for filing of objections under subsection (g); or

(D) the certification and filing in court of a transcript of the proceedings and the record under subsection 
(h);

 may be conditioned upon the payment of such fees. The regulations may further provide for waiver or refund of 
fees in whole or in part when in the judgment of the Administrator such a waiver or refund is equitable and not 
contrary to the purposes of this subsection.

(2) depoSIt. — All fees collected under paragraph (1) shall be deposited in the Reregistration and Expedited 
Processing Fund created by section 4(k) of the Federal Insecticide, Fungicide, and Rodenticide Act. Such fees 
shall be available to the Administrator, without fiscal year limitation, for the performance of the Administrator’s 
services or functions as specified in paragraph (1).

(n) natIonal unIForMIty oF toleranCeS. —

(1) QualIFyIng PeStICIde CheMICal reSIdue. — For purposes of this subsection, the term “qualifying pesticide 
chemical residue” means a pesticide chemical residue resulting from the use, in production, processing, or 
storage of a food, of a pesticide chemical that is an active ingredient and that —

04_FDCA_04.indd   61 29/01/18   9:50 AM



§ 408 [346a] Federal Food, Drug, and Cosmetic Act

62 FOOD AND DRUG LAW INSTITUTE

(A) was first approved for such use in a registration of a pesticide issued under section 3(c) (5) of the Federal 
Insecticide, Fungicide, and Rodenticide Act on or after April 25, 1985, on the basis of data determined by 
the Administrator to meet all applicable requirements for data prescribed by regulations in effect under that 
Act on April 25, 1985; or

(B) was approved for such use in a reregistration eligibility determination issued under section 4(g) of that 
Act on or after the date of enactment of this subsection.

(2) QualIFyIng Federal deterMInatIon. — For purposes of this subsection, the term “qualifying Federal 
determination” means a tolerance or exemption from the requirement for a tolerance for a qualifying pesticide 
chemical residue that —

(A) is issued under this section after the date of the enactment of this subsection and determined by the 
Administrator to meet the standard under subsection (b) (2) (A) (in the case of a tolerance) or (c) (2) (in the 
case of an exemption); or

(B) —

(i) pursuant to subsection (j) is remaining in effect or is deemed to have been issued under this section, 
or is regarded under subsection (k) as exempt from the requirement for a tolerance; and

(ii) is determined by the Administrator to meet the standard under subsection (b) (2) (A) (in the case of a 
tolerance) or (c) (2) (in the case of an exemption).

(3) lIMItatIon. — The Administrator may make the determination described in paragraph (2) (B) (ii) only by 
issuing a rule in accordance with the procedure set forth in subsection (d) or (e) and only if the Administrator 
issues a proposed rule and allows a period of not less than 30 days for comment on the proposed rule. Any such 
rule shall be reviewable in accordance with subsections (g) and (h).

(4) State authorIty. — Except as provided in paragraphs (5), (6), and (8) no State or political subdivision 
may establish or enforce any regulatory limit on a qualifying pesticide chemical residue in or on any food if a 
qualifying Federal determination applies to the presence of such pesticide chemical residue in or on such food, 
unless such State regulatory limit is identical to such qualifying Federal determination. A State or political 
subdivision shall be deemed to establish or enforce a regulatory limit on a pesticide chemical residue in or on 
a food if it purports to prohibit or penalize the production, processing, shipping, or other handling of a food 
because it contains a pesticide residue (in excess of a prescribed limit).

(5) PetItIon ProCedure. —

(A) In general. — Any State may petition the Administrator for authorization to establish in such State 
a regulatory limit on a qualifying pesticide chemical residue in or on any food that is not identical to the 
qualifying Federal determination applicable to such qualifying pesticide chemical residue.

(B) PetItIon requIreMentS. — Any petition under subparagraph (A) shall —

(i) satisfy any requirements prescribed, by rule, by the Administrator; and

(ii) be supported by scientific data about the pesticide chemical residue that is the subject of the petition 
or about chemically related pesticide chemical residues, data on the consumption within such State of 
food bearing the pesticide chemical residue, and data on exposure of humans within such State to the 
pesticide chemical residue.

(C) authorIzatIon. — The Administrator may, by order, grant the authorization described in subparagraph

(A) if the Administrator determines that the proposed State regulatory limit —

(i) is justified by compelling local conditions; and

(ii) would not cause any food to be a violation of Federal law.

(D) treatMent. — In lieu of any action authorized under subparagraph (C), the Administrator may treat 
a petition under this paragraph as a petition under subsection (d) to modify or revoke a tolerance or an 
exemption. If the Administrator determines to treat a petition under this paragraph as a petition under 
subsection (d), the Administrator shall thereafter act on the petition pursuant to subsection (d).

(E) reVIeW. — Any order of the Administrator granting or denying the authorization described in 
subparagraph (A) shall be subject to review in the manner described in subsections (g) and (h).

(6) urgent PetItIon ProCedure. — Any State petition to the Administrator pursuant to paragraph (5) that 
demonstrates that consumption of a food containing such pesticide residue level during the period of the food’s

04_FDCA_04.indd   62 29/01/18   9:50 AM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 408 [346a]

 STATUTORY SUPPLEMENT 63

likely availability in the State will pose a significant public health threat from acute exposure shall be considered 
an urgent petition. If an order by the Administrator to grant or deny the requested authorization in an urgent 
petition is not made within 30 days of receipt of the petition, the petitioning State may establish and enforce 
a temporary regulatory limit on a qualifying pesticide chemical residue in or on the food. The temporary 
regulatory limit shall be validated or terminated by the Administrator’s final order on the petition.

(7) reSIdueS FroM laWFul applICatIon. — No State or political subdivision may enforce any regulatory limit 
on the level of a pesticide chemical residue that may appear in or on any food if, at the time of the application 
of the pesticide that resulted in such residue, the sale of such food with such residue level was lawful under this 
section and under the law of such State, unless the State demonstrates that consumption of the food containing 
such pesticide residue level during the period of the food’s likely availability in the State will pose an unreasonable 
dietary risk to the health of persons within such State.

(8) SaVIngS. — Nothing in this Act preempts the authority of any State or political subdivision to require that a 
food containing a pesticide chemical residue bear or be the subject of a warning or other statement relating to the 
presence of the pesticide chemical residue in or on such food.

(o) ConSuMer rIght to KnoW. — Not later than 2 years after the date of the enactment of the Food Quality Protection 
Act of 1996 and annually thereafter, the Administrator shall, in consultation with the Secretary of Agriculture and the 
Secretary of Health and Human Services, publish in a format understandable to a lay person, and distribute to large 
retail grocers for public display (in a manner determined by the grocer), the following information, at a minimum:

(1) A discussion of the risks and benefits of pesticide chemical residues in or on food purchased by consumers.

(2) A listing of actions taken under subparagraph (B) of subsection (b) (2) that may result in pesticide chemical 
residues in or on food that present a yearly or lifetime risk above the risk allowed under subparagraph (A) of such 
subsection, and the food on which the pesticide chemicals producing the residues are used.

(3) Recommendations to consumers for reducing dietary exposure to pesticide chemical residues in a manner 
consistent with maintaining a healthy diet, including a list of food that may reasonably substitute for food listed 
under paragraph (2).

Nothing in this subsection shall prevent retail grocers from providing additional information.

(p) eStrogenIC SubStanCeS SCreenIng PrograM. —

(1) deVelopMent. — Not later than 2 years after the date of enactment of this section, the Administrator shall in 
consultation with the Secretary of Health and Human Services develop a screening program, using appropriate 
validated test systems and other scientifically relevant information, to determine whether certain substances may 
have an effect in humans that is similar to an effect produced by a naturally occurring estrogen, or such other 
endocrine effect as the Administrator may designate.

(2) IMpleMentatIon. — Not later than 3 years after the date of enactment of this section, after obtaining public 
comment and review of the screening program described in paragraph (1) by the scientific advisory panel 
established under section 25(d) of the Federal Insecticide, Fungicide, and Rodenticide Act or the science advisory 
board established by section 8 of the Environmental Research, Development, and Demonstration [Authorization] 
Act of 1978 (42 U.S.C. 4365), the Administrator shall implement the program.

(3) SubStanCeS. — In carrying out the screening program described in paragraph (1), the Administrator —

(A) shall provide for the testing of all pesticide chemicals; and

(B) may provide for the testing of any other substance that may have an effect that is cumulative to an effect 
of a pesticide chemical if the Administrator determines that a substantial population may be exposed to such 
substance.

(4) exeMptIon. — Notwithstanding paragraph (3), the Administrator may, by order, exempt from the requirements 
of this section a biologic substance or other substance if the Administrator determines that the substance is 
anticipated not to produce any effect in humans similar to an effect produced by a naturally occurring estrogen.

(5) ColleCtIon oF InForMatIon. —

(A) In general. — The Administrator shall issue an order to a registrant of a substance for which testing 
is required under this subsection, or to a person who manufactures or imports a substance for which testing 
is required under this subsection, to conduct testing in accordance with the screening program described in 
paragraph (1), and submit information obtained from the testing to the Administrator, within a reasonable 
time period that the Administrator determines is sufficient for the generation of the information.
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(B) ProCedureS. — To the extent practicable the Administrator shall minimize duplicative testing of the 
same substance for the same endocrine effect, develop, as appropriate, procedures for fair and equitable 
sharing of test costs, and develop, as necessary, procedures for handling of confidential business information.

(C) FaIlure oF regIStrantS to SubMIt InForMatIon. —

(i) SuSpenSIon. — If a registrant of a substance referred to in paragraph (3) (A) fails to comply with 
an order under subparagraph (A) of this paragraph, the Administrator shall issue a notice of intent to 
suspend the sale or distribution of the substance by the registrant. Any suspension proposed under this 
paragraph shall become final at the end of the 30-day period beginning on the date that the registrant 
receives the notice of intent to suspend, unless during that period a person adversely affected by the 
notice requests a hearing or the Administrator determines that the registrant has complied fully with 
this paragraph.

(ii) HEARING. — If a person requests a hearing under clause (i), the hearing shall be conducted in 
accordance with section 554 of title 5, United States Code. The only matter for resolution at the hearing 
shall be whether the registrant has failed to comply with an order under subparagraph (A) of this 
paragraph. A decision by the Administrator after completion of a hearing shall be considered to be a 
final agency action.

(iii) terMInatIon oF SuSpenSIonS. — The Administrator shall terminate a suspension under this 
subparagraph issued with respect to a registrant if the Administrator determines that the registrant has 
complied fully with this paragraph.

(D) nonCoMplIanCe by other PerSonS. — Any person (other than a registrant) who fails to comply with 
an order under subparagraph (A) shall be liable for the same penalties and sanctions as are provided under 
section 16 of the Toxic Substances Control Act (15 U.S.C. 2601 and following) in the case of a violation 
referred to in that section. Such penalties and sanctions shall be assessed and imposed in the same manner 
as provided in such section 16.

(6) agenCy aCtIon. — In the case of any substance that is found, as a result of testing and evaluation under this 
section, to have an endocrine effect on humans, the Administrator shall, as appropriate, take action under such 
statutory authority as is available to the Administrator, including consideration under other sections of this Act, 
as is necessary to ensure the protection of public health.

(7) report to CongreSS. — Not later than 4 years after the date of enactment of this section, the Administrator 
shall prepare and submit to Congress a report containing —

(A) the findings of the Administrator resulting from the screening program described in paragraph (1);

(B) recommendations for further testing needed to evaluate the impact on human health of the substances 
tested under the screening program; and

(C) recommendations for any further actions (including any action described in paragraph (6)) that the 
Administrator determines are appropriate based on the findings.

(q) SChedule For reVIeW. —

(1) In general. — The Administrator shall review tolerances and exemptions for pesticide chemical residues in 
effect on the day before the date of the enactment of the Food Quality Protection Act of 1996, as expeditiously 
as practicable, assuring that —

(A) 33 percent of such tolerances and exemptions are reviewed within 3 years of the date of enactment of 
such Act;

(B) 66 percent of such tolerances and exemptions are reviewed within 6 years of the date of enactment of 
such Act; and

(C) 100 percent of such tolerances and exemptions are reviewed within 10 years of the date of enactment 
of such Act.

In conducting a review of a tolerance or exemption, the Administrator shall determine whether the tolerance or 
exemption meets the requirements of subsections (b) (2) or (c) (2) and shall, by the deadline for the review of the 
tolerance or exemption, issue a regulation under subsection (d) (4) or (e) (1) to modify or revoke the tolerance or 
exemption if the tolerance or exemption does not meet such requirements.
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(2) PrIorItIeS. — In determining priorities for reviewing tolerances and exemptions under paragraph (1), the 
Administrator shall give priority to the review of the tolerances or exemptions that appear to pose the greatest 
risk to public health.

(3) PublICatIon oF SChedule. — Not later than 12 months after the date of the enactment of the Food Quality 
Protection Act of 1996, the Administrator shall publish a schedule for review of tolerances and exemptions 
established prior to the date of the enactment of the Food Quality Protection Act of 1996. The determination of 
priorities for the review of tolerances and exemptions pursuant to this subsection is not a rulemaking and shall 
not be subject to judicial review, except that failure to take final action pursuant to the schedule established by 
this paragraph shall be subject to judicial review.

(r) teMporary toleranCe or exeMptIon. — The Administrator may, upon the request of any person who has 
obtained an experimental permit for a pesticide chemical under the Federal Insecticide, Fungicide, and Rodenticide 
Act or upon the Administrator’s own initiative, establish a temporary tolerance or exemption for the pesticide chemical 
residue for the uses covered by the permit. Subsections (b) (2), (c) (2), (d), and (e) shall apply to actions taken under 
this subsection.

(s) SaVIngS ClauSe. — Nothing in this section shall be construed to amend or modify the provisions of the Toxic 
Substances Control Act or the Federal Insecticide, Fungicide, and Rodenticide Act.

SeC. 409. [348] Food addItIVeS.

(a) unSaFe Food addItIVeS. — A food additive shall, with respect to any particular use or intended use of such 
additives, be deemed to be unsafe for the purposes of the application of clause (2) (C) of section 402(a), unless —

(1) it and its use or intended use conform to the terms of an exemption which is in effect pursuant to subsection

(j) of an this section;

(2) there is in effect, and it and its use or intended use are in conformity with, a regulation issued under this 
section prescribing the conditions under which such additive may be safely used; or

(3) in the case of a food additive as defined in this Act that is a food contact substance, there is —

(A) in effect, and such substance and the use of such substance are in conformity with, a regulation issued 
under this section prescribing the conditions under which such additive may be safely used; or

(B) a notification submitted under subsection (h) that is effective.

While such a regulation relating to a food additive, or such a notification under subsection (h) (1) relating to a 
food additive that is a food contact substance, is in effect, and has not been revoked pursuant to subsection (i), 
a food shall not, by reason of bearing or containing such a food additive in accordance with the regulation or 
notification, be considered adulterated under section 402(a) (1).

(b) PetItIon to eStablISh SaFety. —

(1) Any person may, with respect to any intended use of a food additive, file with the Secretary a petition 
proposing the issuance of a regulation prescribing the conditions under which such additive may be safely used.

(2) Such petition shall, in addition to any explanatory or supporting data, contain —

(A) the name and all pertinent information concerning such food additive, including, where available, its 
chemical identity and composition;

(B) a statement of the conditions of the proposed use of such additive, including all directions, 
recommendations, and suggestions proposed for the use of such additive, and including specimens of its 
proposed labeling;

(C) all relevant data bearing on the physical or other technical effect such additive is intended to produce, 
and the quantity of such additive required to produce such effect;

(D) a description of practicable methods for determining the quantity of such additive in or on food, and any 
substance formed in or on food, because of its use; and

(E) full reports of investigations made with respect to the safety for use of such additive, including full 
information as to the methods and controls used in conducting such investigations.

(3) Upon request of the Secretary, the petitioner shall furnish (or, if the petitioner is not the manufacturer of such 
additive, the petitioner shall have the manufacturer of such additive furnish, without disclosure to the petitioner), 
a full description of the methods used in, and the facilities and controls used for, the production of such additive.
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(4) Upon request of the Secretary, the petitioner shall furnish samples of the food additive involved, or articles 
used as components thereof, and of the food in or on which the additive is proposed to be used.

(5) Notice of the regulation proposed by the petitioner shall be published in general terms by the Secretary within 
thirty days after filing.

(c) aCtIon on the PetItIon. —

(1) The Secretary shall —

(A) by order establish a regulation (whether or not in accord with that proposed by the petitioner) prescribing, 
with respect to one or more proposed uses of the food additive involved, the conditions under which such 
additive may be safely used (including, but not limited to, specifications as to the particular food or classes 
of food in or on which such additive may be used, the maximum quantity which may be used or permitted to 
remain in or on such food, the manner in which such additive may be added to or used in or on such food, and 
any directions or other labeling or packaging requirements for such additive deemed necessary by him to 
assure the safety of such use), and shall notify the petitioner of such order and the reasons for such action; or

(B) by order deny the petition, and shall notify the petitioner of such order and of the reasons for such action.

(2) The order required by paragraph (1) (A) or (B) of this subsection shall be issued within ninety days after the 
date of filing of the petition, except that the Secretary may (prior to such ninetieth day), by written notice to the 
petitioner, extend such ninety-day period to such time (not more than one hundred and eighty days after the date 
of filing of the petition) as the Secretary deems necessary to enable him to study and investigate the petition.

(3) No such regulation shall issue if a fair evaluation of the data before the Secretary —

(A) fails to establish that the proposed use of the food additive, under the conditions of use to be specified 
in the regulation, will be safe: [p]rovided, [t]hat no additive shall be deemed to be safe if it is found to 
induce cancer when ingested by man or animal, or if it is found, after tests which are appropriate for the 
evaluation of the safety of food additives, to induce cancer in man or animal, except that this proviso shall 
not apply with respect to the use of a substance as an ingredient of feed for animals which are raised for food 
production, if the Secretary finds

(i) that, under the conditions of use and feeding specified in proposed labeling and reasonably certain 
to be followed in practice, such additive will not adversely affect the animals for which such feed is 
intended, and

(ii) that no residue of the additive will be found (by methods of examination prescribed or approved 
by the Secretary by regulations, which regulations shall not be subject to subsections (f) and (g)) in 
any edible portion of such animal after slaughter or in any food yielded by or derived from the living 
animal; or

(B) shows that the proposed use of the additive would promote deception of the consumer in violation of 
this Act or would otherwise result in adulteration or in misbranding of food within the meaning of this Act.

(4) If, in the judgment of the Secretary, based upon a fair evaluation of the data before him, a tolerance limitation 
is required in order to assure that the proposed use of an additive will be safe, the Secretary —

(A) shall not fix such tolerance limitation at a level higher than he finds to be reasonably required to 
accomplish the physical or other technical effect for which such additive is intended; and

(B) shall not establish a regulation for such proposed use if he finds upon a fair evaluation of the data before 
him that such data do not establish that such use would accomplish the intended physical or other technical 
effect.

(5) In determining, for the purposes of this section, whether a proposed use of a food additive is safe, the 
Secretary shall consider among other relevant factors —

(A) the probable consumption of the additive and of any substance formed in or on food because of the use 
of the additive;

(B) the cumulative effect of such additive in the diet of man or animals, taking into account any chemically 
or pharmacologically related substance or substances in such diet; and

(C) safety factors which in the opinion of experts qualified by scientific training and experience to evaluate 
the safety of food additives are generally recognized as appropriate for the use of animal experimentation 
data.
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(d) regulatIon ISSued on SeCretary’S InItIatIVe. — The Secretary may at any time, upon his own initiative, 
propose the issuance of a regulation prescribing, with respect to any particular use of a food additive, the conditions 
under which such additive may be safely used, and the reasons therefor. After the thirtieth day following publication 
of such a proposal, the Secretary may by order establish a regulation based upon the proposal.

(e) PublICatIon and eFFeCtIVe date oF orderS. — Any order, including any regulation established by such order, 
issued under subsection (c) or (d) of this section, shall be published and shall be effective upon publication, but the 
Secretary may stay such effectiveness if, after issuance of such order, a hearing is sought with respect to such order 
pursuant to subsection (f).

(f) objeCtIonS and PublIC HearIng. —

(1) Within thirty days after publication of an order made pursuant to subsection (c) or (d) of this section, any person 
adversely affected by such an order may file objections thereto with the Secretary, specifying with particularity 
the provisions of the order deemed objectionable, stating reasonable grounds therefor, and requesting a public 
hearing upon such objections. The Secretary shall, after due notice, as promptly as possible hold such public 
hearing for the purpose of receiving evidence relevant and material to the issues raised by such objections. As 
soon as practicable after completion of the hearing, the Secretary shall by order act upon such objections and 
make such order public.

(2) Such order shall be based upon a fair evaluation of the entire record at such hearing, and shall include a 
statement setting forth in detail the findings and conclusions upon which the order is based.

(3) The Secretary shall specify in the order the date on which it shall take effect, except that it shall not be made 
to take effect prior to the ninetieth day after its publication, unless the Secretary finds that emergency conditions 
exist necessitating an earlier effective date, in which event the Secretary shall specify in the order his findings 
as to such conditions.

(g) JudICIal reVIeW. —

(1) In a case of actual controversy as to the validity of any order issued under subsection (f), including any order 
thereunder with respect to amendment or repeal of a regulation issued under this section, any person who will 
be adversely affected by such order may obtain judicial review by filing in the United States Court of Appeals 
for the circuit wherein such person resides or has his principal place of business, or in the United States Court 
of Appeals for the District of Columbia Circuit, within sixty days after the entry of such order, a petition praying 
that the order be set aside in whole or in part.

(2) A copy of such petition shall be forthwith transmitted by the clerk of the court to the Secretary, or any 
officer designated by him for that purpose, and thereupon the Secretary shall file in the court the record of the 
proceedings on which he based his order, as provided in section 2112 of title 28, United States Code. Upon 
the filing of such petition the court shall have jurisdiction, which upon the filing of the record with it shall be 
exclusive, to affirm or set aside the order complained of in whole or in part. Until the filing of the record the 
Secretary may modify or set aside his order. The findings of the Secretary with respect to questions of fact shall 
be sustained if based upon a fair evaluation of the entire record at such hearing.

(3) The court, on such judicial review, shall not sustain the order of the Secretary if he failed to comply with any 
requirement imposed on him by subsection (f) (2) of this section.

(4) If application is made to the court for leave to adduce additional evidence, the court may order such additional 
evidence to be taken before the Secretary and to be adduced upon the hearing in such manner and upon such 
terms and conditions as to the court may seem proper, if such evidence is material and there were reasonable 
grounds for failure to adduce such evidence in the proceedings below. The Secretary may modify his findings as 
to the facts and order by reason of the additional evidence so taken, and shall file with the court such modified 
findings and order.

(5) The judgment of the court affirming or setting aside, in whole or in part, any order under this section shall be 
final, subject to review by the Supreme Court of the United States upon certiorari or certification as provided in 
section 1254 of title 28 of the United States Code. The commencement of proceedings under this section shall 
not, unless specifically ordered by the court to the contrary, operate as a stay of an order.

(h) notIFICatIon relatIng to a Food ContaCt SubStanCe. —

(1) Subject to such regulations as may be promulgated under paragraph (3), a manufacturer or supplier of a 
food contact substance may, at least 120 days prior to the introduction or delivery for introduction into interstate 
commerce of the food contact substance, notify the Secretary of the identity and intended use of the food
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contact substance, and of the determination of the manufacturer or supplier that the intended use of such 
food contact substance is safe under the standard described in subsection (c) (3) (A). The notification shall 
contain the information that forms the basis of the determination and all information required to be submitted 
by regulations promulgated by the Secretary.

(2) —

(A) A notification submitted under paragraph (1) shall become effective 120 days after the date of receipt by 
the Secretary and the food contact substance may be introduced or delivered for introduction into interstate 
commerce, unless the Secretary makes a determination within the 120-day period that, based on the data 
and information before the Secretary, such use of the food contact substance has not been shown to be safe 
under the standard described in subsection (c) (3) (A), and informs the manufacturer or supplier of such 
determination.

(B) A decision by the Secretary to object to a notification shall constitute final agency action subject to 
judicial review.

(C) In this paragraph, the term “food contact substance” means the substance that is the subject of a 
notification submitted under paragraph (1), and does not include a similar or identical substance manufactured 
or prepared by a person other than the manufacturer identified in the notification.

(3) —

(A) The process in this subsection shall be utilized for authorizing the marketing of a food contact substance 
except where the Secretary determines that submission and review of a petition under subsection (b) is 
necessary to provide adequate assurance of safety, or where the Secretary and any manufacturer or supplier 
agree that such manufacturer or supplier may submit a petition under subsection (b).

(B) The Secretary is authorized to promulgate regulations to identify the circumstances in which a petition 
shall be filed under subsection (b), and shall consider criteria such as the probable consumption of such food 
contact substance and potential toxicity of the food contact substance in determining the circumstances in 
which a petition shall be filed under subsection (b).

(4) The Secretary shall keep confidential any information provided in a notification under paragraph (1) for 120 
days after receipt by the Secretary of the notification. After the expiration of such 120 days, the information shall 
be available to any interested party except for any matter in the notification that is a trade secret or confidential 
commercial information.

(5) —

(A) —

(i) Except as provided in clause (ii), the notification program established under this subsection shall not 
operate in any fiscal year unless —

(I) an appropriation equal to or exceeding the applicable amount under clause (iv) is made for such 
fiscal year for carrying out such program in such fiscal year; and

(II) the Secretary certifies that the amount appropriated for such fiscal year for the Center for Food 
Safety and Applied Nutrition of the Food and Drug Administration (exclusive of the appropriation 
referred to in subclause (I)) equals or exceeds the amount appropriated for the Center for fiscal year 
1997, excluding any amount appropriated for new programs.

(ii) The Secretary shall, not later than April 1, 1999, begin accepting and reviewing notifications 
submitted under the notification program established under this subsection if —

(I) an appropriation equal to or exceeding the applicable amount under clause (iii) is made for the 
last six months of fiscal year 1999 for carrying out such program during such period; and

(II) the Secretary certifies that the amount appropriated for such period for the Center for Food 
Safety and Applied Nutrition of the Food and Drug Administration (exclusive of the appropriation 
referred to in subclause (I)) equals or exceeds an amount equivalent to one-half the amount 
appropriated for the Center for fiscal year 1997, excluding any amount appropriated for new 
programs.

(iii) For the last six months of fiscal year 1999, the applicable amount under this clause is $1,500,000, 
or the amount specified in the budget request of the President for the six-month period involved for 
carrying out the notification program in fiscal year 1999, whichever is less.
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(iv) For fiscal year 2000 and subsequent fiscal years, the applicable amount under this clause is 
$3,000,000, or the amount specified in the budget request of the President for the fiscal year involved 
for carrying out the notification program under this subsection, whichever is less.

(B) For purposes of carrying out the notification program under this subsection, there are authorized to be 
appropriated such sums as may be necessary for each of the fiscal years 1999 through fiscal year 2003, 
except that such authorization of appropriations is not effective for a fiscal year for any amount that is less 
than the applicable amount under clause (iii) or (iv) of subparagraph (A), whichever is applicable.

(C) Not later than April 1 of fiscal year 1998 and February 1 of each subsequent fiscal year, the Secretary 
shall submit a report to the Committees on Appropriations of the House of Representatives and the Senate, 
the Committee on Commerce of the House of Representatives, and the Committee on Labor and Human 
Resources of the Senate that provides an estimate of the Secretary of the costs of carrying out the notification 
program established under this subsection for the next fiscal year.

(6) In this section, the term “food contact substance” means any substance intended for use as a component of 
materials used in manufacturing, packing, packaging, transporting, or holding food if such use is not intended to 
have any technical effect in such food.

(i) aMendMent or repeal oF regulatIonS. — The Secretary shall by regulation prescribe the procedure by which 
regulations under the foregoing provisions of this section may be amended or repealed, and such procedure shall 
conform to the procedure provided in this section for the promulgation of such regulations. The Secretary shall by 
regulation prescribe the procedure by which the Secretary may deem a notification under subsection (h) to no longer 
be effective.

(j) exeMptIonS For InVeStIgatIonal uSe. — Without regard to subsections (b) to (i), inclusive, of this section, the 
Secretary shall by regulation provide for exempting from the requirements of this section any food additive, and any 
food bearing or containing such additive, intended solely for investigational use by qualified experts when in his 
opinion such exemption is consistent with the public health.

SeC. 410. [349] bottled drInkIng Water StandardS.

(a) Except as provided in subsection (b), whenever the Administrator of the Environmental Protection Agency 
prescribes interim or revised national primary drinking water regulations under section 1412 of the Public Health 
Service Act, the Secretary shall consult with the Administrator and within 180 days after the promulgation of such 
drinking water regulations either promulgate amendments to regulations under this chapter applicable to bottled 
drinking water or publish in the Federal Register his reasons for not making such amendments.

(b) —

(1) Not later than 180 days before the effective date of a national primary drinking water regulation promulgated 
by the Administrator of the Environmental Protection Agency for a contaminant under section 1412 of the Safe 
Drinking Water Act (42 U.S.C. 300g-1), the Secretary shall promulgate a standard of quality regulation under 
this subsection for that contaminant in bottled water or make a finding that such a regulation is not necessary 
to protect the public health because the contaminant is contained in water in public water systems (as defined 
under section 1401(4) of such Act (42 U.S.C. 300f(4))) but not in water used for bottled drinking water. The 
effective date for any such standard of quality regulation shall be the same as the effective date for such national 
primary drinking water regulation, except for any standard of quality of regulation promulgated by the Secretary 
before the date of enactment of the Safe Drinking Water Act Amendments of 1996 for which (as of such date of 
enactment) an effective date had not been established. In the case of a standard of quality regulation to which 
such exception applies, the Secretary shall promulgate monitoring requirements for the contaminants covered by 
the regulation not later than 2 years after such date of enactment.

(2) A regulation issued by the Secretary as provided in this subsection shall include any monitoring requirements 
that the Secretary determines appropriate for bottled water.

(3) A regulation issued by the Secretary as provided in this subsection shall require the following:

(A) In the case of contaminants for which a maximum contaminant level is established in a national primary 
drinking water regulation under section 1412 of the Safe Drinking Water Act (42 U.S.C. 300g-1), the 
regulation under this subsection shall establish a maximum contaminant level for the contaminant in bottled 
water which is no less stringent than the maximum contaminant level provided in the national primary 
drinking water regulation.
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(B) In the case of contaminants for which a treatment technique is established in a national primary drinking 
water regulation under section 1412 of the Safe Drinking Water Act (42 U.S.C. 300g-1), the regulation 
under this subsection shall require that bottled water be subject to requirements no less protective of the 
public health than those applicable to water provided by public water systems using the treatment technique 
required by the national primary drinking water regulation.

(4) —

(A) If the Secretary does not promulgate a regulation under this subsection within the period described 
in paragraph (1), the national primary drinking water regulation referred to in paragraph (1) shall be 
considered, as of the date on which the Secretary is required to establish a regulation under paragraph (1), 
as the regulation applicable under this subsection to bottled water.

(B) In the case of a national primary drinking water regulation that pursuant to subparagraph (A) is considered 
to be a standard of quality regulation, the Secretary shall, not later than the applicable date referred to in such 
subparagraph, publish in the Federal Register a notice —

(i) specifying the contents of such regulation, including monitoring requirements; and

(ii) providing that for purposes of this paragraph the effective date for such regulation is the same as the 
effective date for the regulation for purposes of the Safe Drinking Water Act (or, if the exception under 
paragraph (1) applies to the regulation, that the effective date for the regulation is not later than 2 years 
and 180 days after the date of enactment of the Safe Drinking Water Act Amendments of 1996).

SeC. 411. [350] VItaMInS and MIneralS.

(a) —

(1) Except as provided in paragraph (2) —

(A) the Secretary may not establish, under section 201(n), 401, or 403, maximum limits on the potency of 
any synthetic or natural vitamin or mineral within a food to which this section applies;

(B) the Secretary may not classify any natural or synthetic vitamin or mineral (or combination thereof) as a 
drug solely because it exceeds the level of potency which the Secretary determines is nutritionally rational 
or useful;

(C) the Secretary may not limit, under section 201(n), 401, or 403, the combination or number of any 
synthetic or natural —

(i) vitamin,

(ii) mineral, or

(iii) other ingredient of food,

within a food to which this section applies.

(2) Paragraph (1) shall not apply in the case of a vitamin, mineral, other ingredient of food, or food, which is 
represented for use by individuals in the treatment or management of specific diseases or disorders, by children, 
or by pregnant or lactating women. For purposes of this [paragraph], the term “children” means individuals who 
are under the age of twelve years.

(b) —

(1) A food to which this section applies shall not be deemed under section 403 to be misbranded solely because 
its label bears, in accordance with section 403(i) (2), all the ingredients in the food or its advertising contains 
references to ingredients in the food which are not vitamins or minerals.

(2) The labeling for any food to which this section applies may not list its ingredients which are not dietary 
supplement ingredients described in section 201(ff)

(i) except as a part of a list of all the ingredients of such food, and

(ii) unless such ingredients are listed in accordance with applicable regulations under section 403.

To the extent that compliance with clause (i) of this subparagraph is impracticable or results in deception or 
unfair competition, exemptions shall be established by regulations promulgated by the Secretary.
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(c) —

(1) For purposes of this section, the term “food to which this section applies” means a food for humans which is 
a food for special dietary use —

(A) which is or contains any natural or synthetic vitamin or mineral, and

(B) which —

(i) is intended for ingestion in tablet, capsule, powder, softgel, gelcap, or liquid form, or

(ii) if not intended for ingestion in such a form, is not represented as conventional food and is not 
represented for use as a sole item of a meal or of the diet.

(2) For purposes of paragraph (1) (B) (i), a food shall be considered as intended for ingestion in liquid form only 
if it is formulated in a fluid carrier and it is intended for ingestion in daily quantities measured in drops or similar 
small units of measure.

(3) For purposes of paragraph (1) and of section 403 (j) insofar as that section is applicable to food to which this 
section applies, the term “special dietary use” as applied to food used by man means a particular use for which 
a food purports or is represented to be used, including but not limited to the following:

(A) Supplying a special dietary need that exists by reason of a physical, physiological, pathological, or other 
condition, including but not limited to the condition of disease, convalescence, pregnancy, lactation, infancy, 
allergic hypersensitivity to food, underweight, overweight, or the need to control the intake of sodium.

(B) Supplying a vitamin, mineral, or other ingredient for use by man to supplement his diet by increasing 
the total dietary intake.

(C) Supplying a special dietary need by reason of being a food for use as the sole item of the diet.

SeC. 412. [350a] requIreMentS For InFant ForMulaS.

(a) An infant formula, including an infant formula powder, shall be deemed to be adulterated if —

(1) such infant formula does not provide nutrients as required by subsection (i),

(2) such infant formula does not meet the quality factor requirements prescribed by the Secretary under subsection 
(b) (1), or

(3) the processing of such infant formula is not in compliance with the good manufacturing practices and the 
quality control procedures prescribed by the Secretary under subsection (b) (2).

(b) —

(1) The Secretary shall by regulation establish requirements for quality factors for infant formulas to the extent 
possible consistent with current scientific knowledge, including quality factor requirements for the nutrients 
required by subsection (i).

(2) —

(A) The Secretary shall by regulation establish good manufacturing practices for infant formulas, including 
quality control procedures that the Secretary determines are necessary to assure that an infant formula 
provides nutrients in accordance with this subsection and subsection (i) and is manufactured in a manner 
designed to prevent adulteration of the infant formula.

(B) The good manufacturing practices and quality control procedures prescribed by the Secretary under 
subparagraph (A) shall include requirements for —

(i) the testing, in accordance with paragraph (3) and by the manufacturer of an infant formula or an 
agent of such manufacturer, of each batch of infant formula for each nutrient required by subsection (i) 
before the distribution of such batch,

(ii) regularly scheduled testing, by the manufacturer of an infant formula or an agent of such manufacturer, 
of samples of infant formulas during the shelf life of such formulas to ensure that such formulas are in 
compliance with this section,

(iii) in-process controls including, where necessary, testing required by good manufacturing practices 
designed to prevent adulteration of each batch of infant formula, and
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(iv) the conduct by the manufacturer of an infant formula or an agent of such manufacturer of regularly 
scheduled audits to determine that such manufacturer has complied with the regulations prescribed 
under subparagraph (A).

In prescribing requirements for audits under clause (iv), the Secretary shall provide that such audits 
be conducted by appropriately trained individuals who do not have any direct responsibility for the 
manufacture or production of infant formula.

(3) —

(A) At the final product stage, each batch of infant formula shall be tested for vitamin A, vitamin B1, 
vitamin C, and vitamin E to ensure that such infant formula is in compliance with the requirements of this 
subsection and subsection (i) relating to such vitamins.

(B) Each nutrient premix used in the manufacture of an infant formula shall be tested for each relied upon 
nutrient required by subsection (i) which is contained in such premix to ensure that such premix is in 
compliance with its specifications or certifications by a premix supplier.

(C) During the manufacturing process or at the final product stage and before distribution of an infant 
formula, an infant formula shall be tested for all nutrients required to be included in such formula by 
subsection (i) for which testing has not been conducted pursuant to subparagraph (A) or (B). Testing under 
this subparagraph shall be conducted to —

(i) ensure that each batch of such infant formula is in compliance with the requirements of subsection 
(i) relating to such nutrients, and

(ii) confirm that nutrients contained in any nutrient premix used in such infant formula are present in 
each batch of such infant formula in the proper concentration.

(D) If the Secretary adds a nutrient to the list of nutrients in the table in subsection (i), the Secretary shall by 
regulation require that the manufacturer of an infant formula test each batch of such formula for such new 
nutrient in accordance with subparagraph (A), (B), or (C).

(E) For purposes of this paragraph, the term “final product stage” means the point in the manufacturing 
process, before distribution of an infant formula, at which an infant formula is homogenous and is not 
subject to further degradation.

(4) —

(A) The Secretary shall by regulation establish requirements respecting the retention of records. Such 
requirements shall provide for —

(i) the retention of all records necessary to demonstrate compliance with the good manufacturing 
practices and quality control procedures prescribed by the Secretary under paragraph (2), including 
records containing the results of all testing required under paragraph (2) (B),

(ii) the retention of all certifications or guarantees of analysis by premix suppliers,

(iii) the retention by a premix supplier of all records necessary to confirm the accuracy of all premix 
certifications and guarantees of analysis,

(iv) the retention of —

(I) all records pertaining to the microbiological quality and purity of raw materials used in infant 
formula powder and in finished infant formula, and

(II) all records pertaining to food packaging materials which show that such materials do not cause 
an infant formula to be adulterated within the meaning of section 402(a) (2) (C) —

(v) the retention of all records of the results of regularly scheduled audits conducted pursuant to the 
requirements prescribed by the Secretary under paragraph (2) (B) (iv), and

(vi) the retention of all complaints and the maintenance of files with respect to, and the review of, 
complaints concerning infant formulas which may reveal the possible existence of a hazard to health.

(B) —

(i) Records required under subparagraph (A) with respect to an infant formula shall be retained for at 
least one year after the expiration of the shelf life of such infant formula. Except as provided in clause 
(ii), such records shall be made available to the Secretary for review and duplication upon request of 
the Secretary.
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(ii) A manufacturer need only provide written assurances to the Secretary that the regularly scheduled 
audits required by paragraph (2) (B) (iv) are being conducted by the manufacturer, and need not make 
available to the Secretary the actual written reports of such audits.

(c) —

(1) No person shall introduce or deliver for introduction into interstate commerce any new infant formula   
unless —

(A) such person has, before introducing such new infant formula, or delivering such new infant formula for 
introduction, into interstate commerce, registered with the Secretary the name of such person, the place of 
business of such person, and all establishments at which such person intends to manufacture such new infant 
formula, and

(B) such person has at least 90 days before marketing such new infant formula, made the submission to the 
Secretary required by subsection (c) (1).

(2) For purposes of paragraph (1), the term “new infant formula” includes —

(A) an infant formula manufactured by a person which has not previously manufactured an infant formula, 
and

(B) an infant formula manufactured by a person which has previously manufactured infant formula and in 
which there is a major change, in processing or formulation, from a current or any previous formulation 
produced by such manufacturer.

For purposes of this paragraph, the term “major change” has the meaning given to such term in section 106.30(c) (2) 
of title 21, Code of Federal Regulations (as in effect on August 1, 1986), and guidelines issued thereunder.

(d) —

(1) A person shall, with respect to any infant formula subject to subsection (c), make a submission to the Secretary 
which shall include —

(A) the quantitative formulation of the infant formula,

(B) a description of any reformulation of the formula or change in processing of the infant formula,

(C) assurances that the infant formula will not be marketed unless it meets the requirements of subsections 
(b) (1) and (i), as demonstrated by the testing required under subsection (b) (3), and

(D) assurances that the processing of the infant formula complies with subsection (b) (2).

(2) After the first production of an infant formula subject to subsection (c), and before the introduction into 
interstate commerce of such formula, the manufacturer of such formula shall submit to the Secretary, in such 
form as may be prescribed by the Secretary, a written verification which summarizes test results and records 
demonstrating that such formula complies with the requirements of subsections (b) (1), (b) (2) (A), (b) (2) (B) (i), 
(b) (2) (B) (iii), (b) (3) (A), (b) (3) (C), and (i).

(3) If the manufacturer of an infant formula for commercial or charitable distribution for human consumption 
determines that a change in the formulation of the formula or a change in the processing of the formula may 
affect whether the formula is adulterated under subsection (a), the manufacturer shall, before the first processing 
of such formula, make the submission to the Secretary required by paragraph (1).

(e) —

(1) If the manufacturer of an infant formula has knowledge which reasonably supports the conclusion that an 
infant formula which has been processed by the manufacturer and which has left an establishment subject to the 
control of the manufacturer —

(A) may not provide the nutrients required by subsection (i), or

(B) may be otherwise adulterated or misbranded,

the manufacturer shall promptly notify the Secretary of such knowledge. If the Secretary determines that the 
infant formula presents a risk to human health, the manufacturer shall immediately take all actions necessary 
to recall shipments of such infant formula from all wholesale and retail establishments, consistent with recall 
regulations and guidelines issued by the Secretary.

(2) For purposes of paragraph (1), the term “knowledge” as applied to a manufacturer means

(A) the actual knowledge that the manufacturer had, or

04_FDCA_04.indd   73 29/01/18   9:50 AM



§ 412 [350a] Federal Food, Drug, and Cosmetic Act

74 FOOD AND DRUG LAW INSTITUTE

(B) the knowledge which a reasonable person would have had under like circumstances or which would have 
been obtained upon the exercise of due care.

(f) —

(1) If a recall of infant formula is begun by a manufacturer, the recall shall be carried out in accordance with such 
requirements as the Secretary shall prescribe under paragraph (2) and —

(A) the Secretary shall, not later than the 15th day after the beginning of such recall and at least once every 
15 days thereafter until the recall is terminated, review the actions taken under the recall to determine 
whether the recall meets the requirements prescribed under paragraph (2), and

(B) the manufacturer shall, not later than the 14th day after the beginning of such recall and at least once 
every 14 days thereafter until the recall is terminated, report to the Secretary the actions taken to implement 
the recall.

(2) The Secretary shall by regulation prescribe the scope and extent of recalls of infant formulas necessary and 
appropriate for the degree of risks to human health presented by the formula subject to the recall.

(3) The Secretary shall by regulation require each manufacturer of an infant formula who begins a recall of such 
formula because of a risk to human health to request each retail establishment at which such formula is sold or 
available for sale to post at the point of purchase of such formula a notice of such recall at such establishment for 
such time that the Secretary determines necessary to inform the public of such recall.

(g) —

(1) Each manufacturer of an infant formula shall make and retain such records respecting the distribution of the 
infant formula through any establishment owned or operated by such manufacturer as may be necessary to effect 
and monitor recalls of the formula. Such records shall be retained for at least one year after the expiration of the 
shelf life of the infant formula.

(2) To the extent that the Secretary determines that records are not being made or maintained in accordance with 
paragraph (1), the Secretary may by regulation prescribe the records required to be made under paragraph (1) 
and requirements respecting the retention of such records under such paragraph. Such regulations shall take 
effect on such date as the Secretary prescribes but not sooner than the 180th day after the date such regulations 
are promulgated. Such regulations shall apply only with respect to distributions of infant formulas made after 
such effective date.

(h) —

(1) Any infant formula which is represented and labeled for use by an infant —

(A) who has an inborn error of metabolism or a low birth weight, or

(B) who otherwise has an unusual medical or dietary problem,

is exempt from the requirements of subsections (a), (b), and (c). The manufacturer of an infant formula exempt 
under this paragraph shall, in the case of the exempt formula, be required to provide the notice required by 
subsection (e) (1) only with respect to adulteration or misbranding described in subsection (e) (1) (B) and to 
comply with the regulations prescribed by the Secretary under paragraph (2).

(2) The Secretary may by regulation establish terms and conditions for the exemption of an infant formula from 
the requirements of subsections (a), (b), and (c). An exemption of an infant formula under paragraph (1) may be 
withdrawn by the Secretary if such formula is not in compliance with applicable terms and conditions prescribed 
under this paragraph.

(i) —

(1) An infant formula shall contain nutrients in accordance with the table set out in this subsection or, if revised 
by the Secretary under paragraph (2), as so revised.

(2) The Secretary may by regulation —

(A) revise the list of nutrients in the table in this subsection, and

(B) revise the required level for any nutrient required by the table.
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NUTRIENTS

Nutrient Minimum Maximum
Protein (gm)…………………………….. 1.8……………...................... 4.5

Fat: (gm)………………………………… 3.3 .......................................... 6.0

% cal …………………………….. 30.0 ........................................ 54.0

Essential fatty acids (linoleate):
% cal ................................................... 2.7
mg ..............................................….… 300.0

Vitamins:
A (IU) ................................................ 250.0 (75μg) ..................... 750.0 (225μg)
D (IU) ................................................ 40.0 ..................................... 100.0
K (μg) ................................................ 4.0
E (IU) ................................................. 0.7 (with 0.7 IU/gm linoleic acid)
C (ascorbic acid) (mg)............…….... 8.0
B1 (thiamine) (μg) ............................. 40.0
B2 (riboflavin) (μg) ........................... 60.0
B6 (pyridoxine) (μg) ......................... 35.0 (with 15μg/gm of protein in formula)
B12 (μg) ............................................ 0.15
Niacin (μg) ........................................ 250.0
Folic acid (μg) .................................. 4.0
Pantothenic acid (μg) ....................... 300.0
Biotin (μg) ....................................... 1.5
Choline (mg) ...................................... 7.0
Inositol (mg) .................................... 4.0

Minerals:
Calcium (mg) ................................... 50.0
Phosphorus (mg) .............................. 25.0
Magnesium (mg) .............................. 6.0
Iron (mg) .......................................... 0.15
Iodine (μg) ........................................ 5.0
Zinc (mg) ........................................ 0.5
Copper (μg) ...................................... 60.0
Manganese (μg) ............................... 5.0
Sodium (mg) .................................... 20.0 ................................................. 60.0
Potassium (mg) ............................... 80.0 ................................................. 200.0
Chloride (mg) ................................. 55.0 ................................................. 150.0

SeC. 413. [350b] neW dIetary IngredIentS.

(a) In general. — A dietary supplement which contains a new dietary ingredient shall be deemed adulterated under 
section 402(f) unless it meets one of the following requirements:

(1) The dietary supplement contains only dietary ingredients which have been present in the food supply as an 
article used for food in a form in which the food has not been chemically altered.

(2) There is a history of use or other evidence of safety establishing that the dietary ingredient when used under 
the conditions recommended or suggested in the labeling of the dietary supplement will reasonably be expected 
to be safe and, at least 75 days before being introduced or delivered for introduction into interstate commerce, the 
manufacturer or distributor of the dietary ingredient or dietary supplement provides the Secretary with information, 
including any citation to published articles, which is the basis on which the manufacturer or distributor has 
concluded that a dietary supplement containing such dietary ingredient will reasonably be expected to be safe.

The Secretary shall keep confidential any information provided under paragraph (2) for 90 days following its 
receipt. After the expiration of such 90 days, the Secretary shall place such information on public display, except 
matters in the information which are trade secrets or otherwise confidential, commercial information.

(b) PetItIon. — Any person may file with the Secretary a petition proposing the issuance of an order prescribing the 
conditions under which a new dietary ingredient under its intended conditions of use will reasonably be expected to 
be safe. The Secretary shall make a decision on such petition within 180 days of the date the petition is filed with the 
Secretary. For purposes of chapter 7 of title 5, United States Code, the decision of the Secretary shall be considered 
final agency action.

04_FDCA_04.indd   75 29/01/18   9:50 AM



76 FOOD AND DRUG LAW INSTITUTE

§ 413 [350b] Federal Food, Drug, and Cosmetic Act

(c) notIFICatIon. —

(1) In general. — If the Secretary determines that the information in a new dietary ingredient notification 
submitted under this section for an article purported to be a new dietary ingredient is inadequate to establish 
that a dietary supplement containing such article will reasonably be expected to be safe because the article 
may be, or may contain, an anabolic steroid or an analogue of an anabolic steroid, the Secretary shall notify the 
Drug Enforcement Administration of such determination. Such notification by the Secretary shall include, at a 
minimum, the name of the dietary supplement or article, the name of the person or persons who marketed the 
product or made the submission of information regarding the article to the Secretary under this section, and any 
contact information for such person or persons that the Secretary has.

(2) deFInItIonS. — For purposes of this subsection—

(A) the term “anabolic steroid” has the meaning given such term in section 102(41) of the Controlled 
Substances Act; and

(B) the term “analogue of an anabolic steroid” means a substance whose chemical structure is substantially 
similar to the chemical structure of an anabolic steroid.

(d) deFInItIon. — For purposes of this section, the term “new dietary ingredient” means a dietary ingredient that 
was not marketed in the United States before October 15, 1994 and does not include any dietary ingredient which was 
marketed in the United States before October 15, 1994.

SeC. 414. [350c] MaIntenanCe and InSPeCtIon oF reCordS.

(a) reCordS InSpeCtIon. —

(1) adulterated Food. — If the Secretary has a reasonable belief that an article of food, and any other article 
of food that the Secretary reasonably believes is likely to be affected in a similar manner, is adulterated and 
presents a threat of serious adverse health consequences or death to humans or animals, each person (excluding 
farms and restaurants) who manufactures, processes, packs, distributes, receives, holds, or imports such article 
shall, at the request of an officer or employee duly designated by the Secretary, permit such officer or employee, 
upon presentation of appropriate credentials and a written notice to such person, at reasonable times and within 
reasonable limits and in a reasonable manner, to have access to and copy all records relating to such article, and 
to any other article of food that the Secretary reasonably believes is likely to be affected in a similar manner, that 
are needed to assist the Secretary in determining whether the food is adulterated and presents a threat of serious 
adverse health consequences or death to humans or animals.

(2) uSe or expoSure to Food oF ConCern. — If the Secretary believes that there is a reasonable probability 
that the use of or exposure to an article of food, and any other article of food that the Secretary reasonably believes 
is likely to be affected in a similar manner, will cause serious adverse health consequences or death to humans 
or animals, each person (excluding farms and restaurants) who manufactures, processes, packs, distributes, 
receives, holds, or imports such article shall, at the request of an officer or employee duly designated by the 
Secretary, permit such officer or employee, upon presentation of appropriate credentials and a written notice to 
such person, at reasonable times and within reasonable limits and in a reasonable manner, to have access to and 
copy all records relating to such article and to any other article of food that the Secretary reasonably believes is 
likely to be affected in a similar manner, that are needed to assist the Secretary in determining whether there is 
a reasonable probability that the use of or exposure to the food will cause serious adverse health consequences 
or death to humans or animals.

(3) applICatIon. — The requirement under paragraphs (1) and (2) applies to all records relating to the 
manufacture, processing, packing, distribution, receipt, holding, or importation of such article maintained by or 
on behalf of such person in any format (including paper and electronic formats) and at any location.

(b) regulatIonS ConCernIng reCordkeepIng. — The Secretary, in consultation and coordination, as appropriate, 
with other Federal departments and agencies with responsibilities for regulating food safety, may by regulation 
establish requirements regarding the establishment and maintenance, for not longer than two years, of records by 
persons (excluding farms and restaurants) who manufacture, process, pack, transport, distribute, receive, hold, or 
import food, which records are needed by the Secretary for inspection to allow the Secretary to identify the immediate 
previous sources and the immediate subsequent recipients of food, including its packaging, in order to address credible 
threats of serious adverse health consequences or death to humans or animals. The Secretary shall take into account 
the size of a business in promulgating regulations under this section.

04_FDCA_04.indd   76 29/01/18   9:50 AM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 415 [350d]

 STATUTORY SUPPLEMENT 77

(c) ProteCtIon oF SenSItIVe InForMatIon. — The Secretary shall take appropriate measures to ensure that there are 
in effect effective procedures to prevent the unauthorized disclosure of any trade secret or confidential information 
that is obtained by the Secretary pursuant to this section.

(d) lIMItatIonS. — This section shall not be construed —

(1) to limit the authority of the Secretary to inspect records or to require establishment and maintenance of 
records under any other provision of this Act;

(2) to authorize the Secretary to impose any requirements with respect to a food to the extent that it is within 
the exclusive jurisdiction of the Secretary of Agriculture pursuant to the Federal Meat Inspection Act (21 U.S.C. 
601 et seq.), the Poultry Products Inspection Act (21 U.S.C. 451 et seq.), or the Egg Products Inspection Act 
(21 U.S.C. 1031 et seq.);

(3) to have any legal effect on section 552 of title 5, United States Code, or section 1905 of title 18, United States 
Code; or

(4) to extend to recipes for food, financial data, pricing data, personnel data, research data, or sales data (other 
than shipment data regarding sales).

SEC. 415. [350d] REGISTRATION OF FOOD FACILITIES.

(a) regIStratIon. —

(1) In general. — The Secretary shall by regulation require that any facility engaged in manufacturing, 
processing, packing, or holding food for consumption in the United States be registered with the Secretary. To 
be registered —

(A) for a domestic facility, the owner, operator, or agent in charge of the facility shall submit a registration 
to the Secretary; and

(B) for a foreign facility, the owner, operator, or agent in charge of the facility shall submit a registration 
to the Secretary and shall include with the registration the name of the United States agent for the facility.

(2) regIStratIon. — An entity (referred to in this section as the “registrant”) shall submit a registration under 
paragraph (1) to the Secretary containing information necessary to notify the Secretary of the name and address 
of each facility at which, and all trade names under which, the registrant conducts business, the e-mail address 
for the contact person of the facility or, in the case of a foreign facility, the United States agent for the facility, and 
when determined necessary by the Secretary through guidance, the general food category (as identified under 
section 170.3 of title 21, Code of Federal Regulations, or any other food categories as determined appropriate by 
the Secretary, including by guidance) of any food manufactured, processed, packed, or held at such facility. The 
registration shall contain an assurance that the Secretary will be permitted to inspect such facility at the times 
and in the manner permitted by this Act. The registrant shall notify the Secretary in a timely manner of changes 
to such information.

(3) bIennIal regIStratIon reneWal. — During the period beginning on October 1 and ending on December 
31 of each even-numbered year, a registrant that has submitted a registration under paragraph (1) shall submit 
to the Secretary a renewal registration containing the information described in paragraph (2). The Secretary 
shall provide for an abbreviated registration renewal process for any registrant that has not had any changes to 
such information since the registrant submitted the preceding registration or registration renewal for the facility 
involved.

(4) ProCedure. — Upon receipt of a completed registration described in paragraph (1), the Secretary shall 
notify the registrant of the receipt of such registration and assign a registration number to each registered facility.

(5) lISt. — The Secretary shall compile and maintain an up-to-date list of facilities that are registered under 
this section. Such list and any registration documents submitted pursuant to this subsection shall not be subject 
to disclosure under section 552 of title 5, United States Code. Information derived from such list or registration 
documents shall not be subject to disclosure under section 552 of title 5, United States Code, to the extent that it 
discloses the identity or location of a specific registered person.

(b) SuSpenSIon oF regIStratIon. —

(1) In general. — If the Secretary determines that food manufactured, processed, packed, received, or held by a 
facility registered under this section has a reasonable probability of causing serious adverse health consequences 
or death to humans or animals, the Secretary may by order suspend the registration of a facility —
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(A) that created, caused, or was otherwise responsible for such reasonable probability; or

(B) (i) that knew of, or had reason to know of, such reasonable probability; and

(ii) packed, received, or held such food.

(2) HearIng on SuSpenSIon. — The Secretary shall provide the registrant subject to an order under paragraph (1) 
with an opportunity for an informal hearing, to be held as soon as possible but not later than 2 business days after 
the issuance of the order or such other time period, as agreed upon by the Secretary and the registrant, on the 
actions required for reinstatement of registration and why the registration that is subject to suspension should be 
reinstated. The Secretary shall reinstate a registration if the Secretary determines, based on evidence presented, 
that adequate grounds do not exist to continue the suspension of the registration.

(3) PoSt-HearIng CorreCtIVe aCtIon Plan; VaCatIng oF order. —

(A) CorreCtIVe aCtIon Plan. — If, after providing opportunity for an informal hearing under paragraph 
(2), the Secretary determines that the suspension of registration remains necessary, the Secretary shall 
require the registrant to submit a corrective action plan to demonstrate how the registrant plans to correct 
the conditions found by the Secretary. The Secretary shall review such plan not later than 14 days after the 
submission of the corrective action plan or such other time period as determined by the Secretary.

(B) VaCatIng oF order. — Upon a determination by the Secretary that adequate grounds do not exist to 
continue the suspension actions required by the order, or that such actions should be modified, the Secretary 
shall promptly vacate the order and reinstate the registration of the facility subject to the order or modify 
the order, as appropriate.

(4) eFFeCt oF SuSpenSIon. — If the registration of a facility is suspended under this subsection, no person shall 
import or export food into the United States from such facility, offer to import or export food into the United 
States from such facility, or otherwise introduce food from such facility into interstate or intrastate commerce in 
the United States.

(5) regulatIonS. —

(A) In general. — The Secretary shall promulgate regulations to implement this subsection. The Secretary 
may promulgate such regulations on an interim final basis.

(B) regIStratIon requIreMent. — The Secretary may require that registration under this section be 
submitted in an electronic format. Such requirement may not take effect before the date that is 5 years after 
the date of enactment of the FDA Food Safety Modernization Act.

(6) applICatIon date. — Facilities shall be subject to the requirements of this subsection beginning on the 
earlier of—

(A) the date on which the Secretary issues regulations under paragraph (5); or

(B) 180 days after the date of enactment of the FDA Food Safety Modernization Act.

(7) no delegatIon. — The authority conferred by this subsection to issue an order to suspend a registration or 
vacate an order of suspension shall not be delegated to any officer or employee other than the Commissioner.

(c) FaCIlIty. — For purposes of this section:

(1) The term “facility” includes any factory, warehouse, or establishment (including a factory, warehouse, or 
establishment of an importer) that manufactures, processes, packs, or holds food. Such term does not include 
farms; restaurants; other retail food establishments; nonprofit food establishments in which food is prepared for 
or served directly to the consumer; or fishing vessels (except such vessels engaged in processing as defined in 
section 123.3(k) of title 21, Code of Federal Regulations).

(2) The term “domestic facility” means a facility located in any of the States or Territories.

(3) —

(A) The term “foreign facility” means a facility that manufacturers, processes, packs, or holds food, but only 
if food from such facility is exported to the United States without further processing or packaging outside 
the United States.

(B) A food may not be considered to have undergone further processing or packaging for purposes of 
subparagraph (A) solely on the basis that labeling was added or that any similar activity of a de minimis 
nature was carried out with respect to the food.
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(d) rule oF ConStruCtIon. — Nothing in this section shall be construed to authorize the Secretary to require an 
application, review, or licensing process for a facility to be registered, except with respect to the reinstatement of a 
registration that is suspended under subsection (b).

SeC. 416. [350e] SanItary tranSportatIon praCtICeS.

(a) deFInItIonS. In this section:

(1) bulk VehICle. The term “bulk vehicle” includes a tank truck, hopper truck, rail tank car, hopper car, cargo 
tank, portable tank, freight container, or hopper bin, and any other vehicle in which food is shipped in bulk, with 
the food coming into direct contact with the vehicle.

(2) tranSportatIon. The term “transportation” means any movement in commerce by motor vehicle or rail 
vehicle.

(b) regulatIonS. The Secretary shall by regulation require shippers, carriers by motor vehicle or rail vehicle, 
receivers, and other persons engaged in the transportation of food to use sanitary transportation practices prescribed 
by the Secretary to ensure that food is not transported under conditions that may render the food adulterated.

(c) ContentS. The regulations under subsection (b) shall —

(1) prescribe such practices as the Secretary determines to be appropriate relating to —

(A) sanitation;

(B) packaging, isolation, and other protective measures;

(C) limitations on the use of vehicles;

(D) information to be disclosed —

(i) to a carrier by a person arranging for the transportation of food; and

(ii) to a manufacturer or other person that —

(I) arranges for the transportation of food by a carrier; or

(II) furnishes a tank vehicle or bulk vehicle for the transporting of food; and

(2) include —

(A) a list of nonfood products that the Secretary determines may, if shipped in a bulk vehicle, render 
adulterated food that is subsequently transported in the same vehicle; and

(B) a list of nonfood products that the Secretary determines may, if shipped in a motor vehicle or rail vehicle 
(other than a tank vehicle or bulk vehicle), render adulterated food that is simultaneously or subsequently 
transported in the same vehicle.

(d) WaIVerS.

(1) In general. The Secretary may waive any requirement under this section, with respect to any class of 
persons, vehicles, food, or no food products, if the Secretary determines that the waiver —

(A) will not result in the transportation of food under conditions that would be unsafe for human or animal 
health; and

(B) will not be contrary to the public interest.

(2) PublICatIon. The Secretary shall publish in the Federal Register any waiver and the reasons for the waiver.

(e) preeMptIon.

(1) In general. A requirement of a State or political subdivision of a State that concerns the transportation of 
food is preempted if —

(A) complying with a requirement of the State or political subdivision and a requirement of this section, or 
a regulation prescribed under this section, is not possible; or

(B) the requirement of the State or political subdivision as applied or enforced is an obstacle to accomplishing 
and carrying out this section or a regulation prescribed under this section.

(2) applICabIlIty. This subsection applies to transportation that occurs on or after the effective date of the 
regulations promulgated under subsection (b).
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(f) aSSIStanCe oF other agenCIeS. The Secretary of Transportation, the Secretary of Agriculture, the Administrator 
of the Environmental Protection Agency, and the heads of other Federal agencies, as appropriate, shall provide 
assistance on request, to the extent resources are available, to the Secretary for the purposes of carrying out this 
section.

SeC. 417. [350f] reportable Food regIStry.

(a) deFInItIonS. — In this section:

(1) reSponSIble Party. — The term “responsible party”, with respect to an article of food, means a person that 
submits the registration under section 415(a) for a food facility that is required to register under section 415(a), 
at which such article of food is manufactured, processed, packed, or held.

(2) reportable Food. — The term “reportable food” means an article of food (other than infant formula) for 
which there is a reasonable probability that the use of, or exposure to, such article of food will cause serious 
adverse health consequences or death to humans or animals.

(b) eStablIShMent. —

(1) In general. — Not later than 1 year after the date of the enactment of this section, the Secretary shall 
establish within the Food and Drug Administration a Reportable Food Registry to which instances of reportable 
food may be submitted by the Food and Drug Administration after receipt of reports under subsection (d), via an 
electronic portal, from —

(A) Federal, State, and local public health officials; or

(B) responsible parties.

(2) reVIeW by SeCretary. — The Secretary shall promptly review and assess the information submitted under 
paragraph (1) for the purposes of identifying reportable food, submitting entries to the Reportable Food Registry, 
acting under subsection (c), and exercising other existing food safety authorities under this Act to protect the 
public health.

(c) ISSuanCe oF an alert by the SeCretary. —

(1) In general. — The Secretary shall issue, or cause to be issued, an alert or a notification with respect to 
a reportable food using information from the Reportable Food Registry as the Secretary deems necessary to 
protect the public health.

(2) eFFeCt. — Paragraph (1) shall not affect the authority of the Secretary to issue an alert or a notification under 
any other provision of this Act.

(d) reportIng and notIFICatIon. —

(1) In general. — Except as provided in paragraph (2), as soon as practicable, but in no case later than 24 hours 
after a responsible party determines that an article of food is a reportable food, the responsible party shall —

(A) submit a report to the Food and Drug Administration through the electronic portal established under 
subsection (b) that includes the data elements described in subsection (e) (except the elements described in 
paragraphs (8), (9), and (10) of such subsection); and

(B) investigate the cause of the adulteration if the adulteration of the article of food may have originated 
with the responsible party.

(2) no report requIred. — A responsible party is not required to submit a report under paragraph (1) if —

(A) the adulteration originated with the responsible party;

(B) the responsible party detected the adulteration prior to any transfer to another person of such article of 
food; and

(C) the responsible party —

(i) corrected such adulteration; or

(ii) destroyed or caused the destruction of such article of food.

(3) reportS by PublIC health oFFICIalS. — A Federal, State, or local public health official may submit a 
report about a reportable food to the Food and Drug Administration through the electronic portal established 
under subsection (b) that includes the data elements described in subsection (e) that the official is able to provide.
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(4) report nuMber. — The Secretary shall ensure that, upon submission of a report under paragraph (1) or (3), 
a unique number is issued through the electronic portal established under subsection (b) to the person submitting 
such report, by which the Secretary is able to link reports about the reportable food submitted and amended 
under this subsection and identify the supply chain for such reportable food.

(5) reVIeW. — The Secretary shall promptly review a report submitted under paragraph (1) or (3).

(6) reSponSe to report SubMItted by a reSponSIble party. — After consultation with the responsible party 
that submitted a report under paragraph (1), the Secretary may require such responsible party to perform, as soon 
as practicable, but in no case later than a time specified by the Secretary, 1 or more of the following:

(A) Amend the report submitted by the responsible party under paragraph (1) to include the data element 
described in subsection (e) (9).

(B) Provide a notification —

(i) to the immediate previous source of the article of food, if the Secretary deems necessary;

(ii) to the immediate subsequent recipient of the article of food, if the Secretary deems necessary; and

(iii) that includes —

(I) the data elements described in subsection (e) that the Secretary deems necessary;

(II) the actions described under paragraph (7) that the recipient of the notification shall perform, as 
required by the Secretary; and

(III) any other information that the Secretary may require.

(7) SubSequent reportS and notIFICatIonS. — Except as provided in paragraph (8), the Secretary may require 
a responsible party to perform, as soon as practicable, but in no case later than a time specified by the Secretary, 
after the responsible party receives a notification under subparagraph (C) or paragraph (6) (B), 1 or more of the 
following:

(A) Submit a report to the Food and Drug Administration through the electronic portal established under 
subsection (b) that includes those data elements described in subsection (e) and other information that the 
Secretary deems necessary.

(B) Investigate the cause of the adulteration if the adulteration of the article of food may have originated 
with the responsible party.

(C) Provide a notification —

(i) to the immediate previous source of the article of food, if the Secretary deems necessary;

(ii) to the immediate subsequent recipient of the article of food, if the Secretary deems necessary; and

(iii) that includes —

(I) the data elements described in subsection (e) that the Secretary deems necessary;

(II) the actions described under this paragraph that the recipient of the notification shall perform, 
as required by the Secretary; and

(III) any other information that the Secretary may require.

(8) aMended report. — If a responsible party receives a notification under paragraph (6) (B) or paragraph 
(7) (C) with respect to an article of food after the responsible party has submitted a report to the Food and Drug 
Administration under paragraph (1) with respect to such article of food —

(A) the responsible party is not required to submit an additional report or make a notification under paragraph 
(7); and

(B) the responsible party shall amend the report submitted by the responsible party under paragraph (1) to 
include the data elements described in paragraph (9), and, with respect to both such notification and such 
report, paragraph (11) of subsection (e).

(e) data eleMentS. — The data elements described in this subsection are the following:

(1) The registration numbers of the responsible party under section 415(a) (3).

(2) The date on which an article of food was determined to be a reportable food.

(3) A description of the article of food including the quantity or amount.

(4) The extent and nature of the adulteration.
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(5) If the adulteration of the article of food may have originated with the responsible party, the results of the 
investigation required under paragraph (1) (B) or (7) (B) of subsection (d), as applicable and when known.

(6) The disposition of the article of food, when known.

(7) Product information typically found on packaging including product codes, use-by dates, and names of 
manufacturers, packers, or distributors sufficient to identify the article of food.

(8) Contact information for the responsible party.

(9) The contact information for parties directly linked in the supply chain and notified under paragraph (6) (B) or 
(7) (C) of subsection (d), as applicable.

(10) The information required by the Secretary to be included in a notification provided by the responsible party 
involved under paragraph (6) (B) or (7) (C) of subsection (d) or required in a report under subsection (d) (7) (A).

(11) The unique number described in subsection (d) (4).

(f) CrItICal InForMatIon. — Except with respect to fruits and vegetables that are raw agricultural commodities, 
not more than 18 months after the date of enactment of the FDA Food Safety Modernization Act, the Secretary may 
require a responsible party to submit to the Secretary consumer-oriented information regarding a reportable food, 
which shall include —

(1) a description of the article of food as provided in subsection (e) (3);

(2) as provided in subsection (e) (7), affected product identification codes, such as UPC, SKU, or lot or batch 
numbers sufficient for the consumer to identify the article of food;

(3) contact information for the responsible party as provided in subsection (e) (8); and

(4) any other information the Secretary determines is necessary to enable a consumer to accurately identify 
whether such consumer is in possession of the reportable food.

(g) groCery Store notIFICatIon. —

(1) aCtIon By SeCretary. — The Secretary shall —

(A) prepare the critical information described under subsection (f) for a reportable food as a standardized 
one-page summary;

(B) publish such one-page summary on the Internet website of the Food and Drug Administration in a 
format that can be easily printed by a grocery store for purposes of consumer notification.

(2) aCtIon by groCery Store. — A notification described under paragraph (1) (B) shall include the date and 
time such summary was posted on the Internet website of the Food and Drug Administration.

(h) ConSuMer notIFICatIon. —

(1) In general. — If a grocery store sold a reportable food that is the subject of the posting and such establishment 
is part of chain of establishments with 15 or more physical locations, then such establishment shall, not later 
than 24 hours after a one page summary described in subsection (g) is published, prominently display such 
summary or the information from such summary via at least one of the methods identified under paragraph (2) 
and maintain the display for 14 days.

(2) lISt oF ConSpICuouS loCatIonS. — Not more than 1 year after the date of enactment of the FDA Food 
Safety Modernization Act, the Secretary shall develop and publish a list of acceptable conspicuous locations and 
manners, from which grocery stores shall select at least one, for providing the notification required in paragraph 
(1). Such list shall include —

(A) posting the notification at or near the register;

(B) providing the location of the reportable food;

(C) providing targeted recall information given to customers upon purchase of a food; and

(D) other such prominent and conspicuous locations and manners utilized by grocery stores as of the date 
of the enactment of the FDA Food Safety Modernization Act to provide notice of such recalls to consumers 
as considered appropriate by the Secretary.

(i) CoordInatIon oF Federal, State, and loCal eFFortS. —

(1) departMent oF agrICulture. — In implementing this section, the Secretary shall —

(A) share information and coordinate regulatory efforts with the Department of Agriculture; and
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(B) if the Secretary receives a report submitted about a food within the jurisdiction of the Department of 
Agriculture, promptly provide such report to the Department of Agriculture.

(2) StateS and loCalItIeS. — In implementing this section, the Secretary shall work with the State and local 
public health officials to share information and coordinate regulatory efforts, in order to —

(A) help to ensure coverage of the safety of the food supply chain, including those food establishments 
regulated by the States and localities that are not required to register under section 415; and

(B) reduce duplicative regulatory efforts.

(j) MaIntenanCe and InSpeCtIon oF reCordS. — The responsible party shall maintain records related to each 
report received, notification made, and report submitted to the Food and Drug Administration under this section for 
2 years. A responsible party shall, at the request of the Secretary, permit inspection of such records as provided for 
section 414.

(k) requeSt For InForMatIon. — Except as provided by section 415(a) (4), section 552 of title 5, United States 
Code, shall apply to any request for information regarding a record in the Reportable Food Registry.

(l) SaFety report. — A report or notification under subsection (d) shall be considered to be a safety report under 
section 756 and may be accompanied by a statement, which shall be part of any report released for public disclosure, 
that denies that the report or the notification constitutes an admission that the product involved caused or contributed 
to a death, serious injury, or serious illness.

(m) adMISSIon. — A report or notification under this section shall not be considered an admission that the article of 
food involved is adulterated or caused or contributed to a death, serious injury, or serious illness.

(n) HoMeland SeCurIty notIFICatIon. — If, after receiving a report under subsection (d), the Secretary believes 
such food may have been deliberately adulterated, the Secretary shall immediately notify the Secretary of Homeland 
Security. The Secretary shall make relevant information from the Reportable Food Registry available to the Secretary 
of Homeland Security.

SeC. 418. [350g] hazard analySIS and rISk-baSed preVentIVe ControlS.

(a) In general. — The owner, operator, or agent in charge of a facility shall, in accordance with this section, evaluate 
the hazards that could affect food manufactured, processed, packed, or held by such facility, identify and implement 
preventive controls to significantly minimize or prevent the occurrence of such hazards and provide assurances that 
such food is not adulterated under section 402 or misbranded under section 403(w), monitor the performance of those 
controls, and maintain records of this monitoring as a matter of routine practice.

(b) Hazard analySIS — The owner, operator, or agent in charge of a facility shall —

(1) identify and evaluate known or reasonably foreseeable hazards that may be associated with the facility, 
including —

(A) biological, chemical, physical, and radiological hazards, natural toxins, pesticides, drug residues, 
decomposition, parasites, allergens, and unapproved food and color additives; and

(B) hazards that occur naturally, or may be unintentionally introduced; and

(2)  identify and evaluate hazards that may be intentionally introduced, including by acts of terrorism; and

(3)   develop a written analysis of the hazards.

(c) PreVentIVe ControlS. — The owner, operator, or agent in charge of a facility shall identify and implement 
preventive controls, including at critical control points, if any, to provide assurances that —

(1) hazards identified in the hazard analysis conducted under subsection (b) (1) will be significantly minimized 
or prevented;

(2)  any hazards identified in the hazard analysis conducted under subsection (b) (2) will be significantly 
minimized or prevented and addressed, consistent with section 420, as applicable; and

(3)  the food manufactured, processed, packed, or held by such facility will not be adulterated under section 402 
or misbranded under section 403(w).

(d)  MonItorIng oF eFFeCtIVeneSS. — The owner, operator, or agent in charge of a facility shall monitor the 
effectiveness of the preventive controls implemented under subsection (c) to provide assurances that the outcomes 
described in subsection (c) shall be achieved.
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(e) CorreCtIVe aCtIonS. — The owner, operator, or agent in charge of a facility shall establish procedures to ensure 
that, if the preventive controls implemented under subsection (c) are not properly implemented or are found to be 
ineffective —

(1) appropriate action is taken to reduce the likelihood of recurrence of the implementation failure;

(2) all affected food is evaluated for safety; and

(3) all affected food is prevented from entering into commerce if the owner, operator or agent in charge of such 
facility cannot ensure that the affected food is not adulterated under section 402 or misbranded under section 
403(w).

(f  ) VerIFICatIon. — The owner, operator, or agent in charge of a facility shall verify that —

(1) the preventive controls implemented under subsection (c) are adequate to control the hazards identified under 
subsection (b);

(2) the owner, operator, or agent is conducting monitoring in accordance with subsection (d);

(3) the owner, operator, or agent is making appropriate decisions about corrective actions taken under  subsection (e);

(4) the preventive controls implemented under subsection (c) are effectively and significantly minimizing or 
preventing the occurrence of identified hazards, including through the use of environmental and product testing 
programs and other appropriate means; and

(5) there is documented, periodic reanalysis of the plan under subsection (i) to ensure that the plan is still relevant 
to the raw materials, conditions and processes in the facility, and new and emerging threats.

(g) reCordkeepIng. — The owner, operator, or agent in charge of a facility shall maintain, for not less than 2 
years, records documenting the monitoring of the preventive controls implemented under subsection (c), instances 
of nonconformance material to food safety, the results of testing and other appropriate means of verification under 
subsection (f) (4), instances when corrective actions were implemented, and the efficacy of preventive controls and 
corrective actions.

(h) WrItten plan and doCuMentatIon. — The owner, operator, or agent in charge of a facility shall prepare a 
written plan that documents and describes the procedures used by the facility to comply with the requirements of this 
section, including analyzing the hazards under subsection (b) and identifying the preventive controls adopted under 
subsection (c) to address those hazards. Such written plan, together with the documentation described in subsection 
(g), shall be made promptly available to a duly authorized representative of the Secretary upon oral or written request.

(i) requIreMent to reanalyze. — The owner, operator, or agent in charge of a facility shall conduct a reanalysis 
under subsection (b) whenever a significant change is made in the activities conducted at a facility operated by such 
owner, operator, or agent if the change creates a reasonable potential for a new hazard or a significant increase in a 
previously identified hazard or not less frequently than once every 3 years, whichever is earlier. Such reanalysis shall 
be completed and additional preventive controls needed to address the hazard identified, if any, shall be implemented 
before the change in activities at the facility is operative. Such owner, operator, or agent shall revise the written plan 
required under subsection (h) if such a significant change is made or document the basis for the conclusion that no 
additional or revised preventive controls are needed. The Secretary may require a reanalysis under this section to 
respond to new hazards and developments in scientific understanding, including, as appropriate, results from the 
Department of Homeland Security biological, chemical, radiological, or other terrorism risk assessment.

(j) exeMptIon For SeaFood, JuICe, and loW-aCId Canned Food FaCIlItIeS SubjeCt to HACCP. —

(1) In general. — This section shall not apply to a facility if the owner, operator, or agent in charge of such 
facility is required to comply with, and is in compliance with, 1 of the following standards and regulations with 
respect to such facility:

(A) The Seafood Hazard Analysis Critical Control Points Program of the Food and Drug Administration.

(B) The Juice Hazard Analysis Critical Control Points Program of the Food and Drug Administration.

(C) The Thermally Processed Low-Acid Foods Packaged in Hermetically Sealed Containers standards of 
the Food and Drug Administration (or any successor standards).

(2) applICabIlIty. — The exemption under paragraph (1) (C) shall apply only with respect to microbiological 
hazards that are regulated under the standards for Thermally Processed Low-Acid Foods Packaged in Hermetically 
Sealed Containers under part 113 of chapter 21, Code of Federal Regulations (or any successor regulations).
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(k) exCeptIon For aCtIVItIeS oF FaCIlItIeS SubjeCt to SeCtIon 419. — This section shall not apply to activities 
of a facility that are subject to section 419.

(l) ModIFIed requIreMentS For QualIFIed FaCIlItIeS. —

(1) QualIFIed FaCIlItIeS. —

(A) In general. — A facility is a qualified facility for purposes of this subsection if the facility meets the 
conditions under subparagraph (B) or (C).

(B) Very SMall buSIneSS. — A facility is a qualified facility under this subparagraph —

(i) if the facility, including any subsidiary or affiliate of the facility, is, collectively, a very small business 
(as defined in the regulations promulgated under subsection (n)); and

(ii) in the case where the facility is a subsidiary or affiliate of an entity, if such subsidiaries or affiliates, 
are, collectively, a very small business (as so defined).

(C) lIMIted annual Monetary Value oF SaleS. —

(i) In general. — A facility is a qualified facility under this subparagraph if clause (ii) applies —

(I) to the facility, including any subsidiary or affiliate of the facility, collectively; and

(II) to the subsidiaries or affiliates, collectively, of any entity of which the facility is a subsidiary 
or affiliate.

(ii) AVERAGE ANNUAL MONETARY VALUE. — This clause applies if —

(I) during the 3-year period preceding the applicable calendar year, the average annual monetary 
value of the food manufactured, processed, packed, or held at such facility (or the collective average 
annual monetary value of such food at any subsidiary or affiliate, as described in clause (i)) that 
is sold directly to qualified end-users during such period exceeded the average annual monetary 
value of the food manufactured, processed, packed, or held at such facility (or the collective average 
annual monetary value of such food at any subsidiary or affiliate, as so described) sold by such 
facility (or collectively by any such subsidiary or affiliate) to all other purchasers during such 
period; and

(II) the average annual monetary value of all food sold by such facility (or the collective average 
annual monetary value of such food sold by any subsidiary or affiliate, as described in clause (i) 
during such period was less than $500,000, adjusted for inflation.

(2)  exeMptIon. — A qualified facility —

(A) shall not be subject to the requirements under subsections (a) through (i) and subsection (n) in an 
applicable calendar year; and

(B) shall submit to the Secretary —

(i) —

(I) documentation that demonstrates that the owner, operator, or agent in charge of the facility has 
identified potential hazards associated with the food being produced, is implementing preventive 
controls to address the hazards, and is monitoring the preventive controls to ensure that such 
controls are effective; or

(II) documentation (which may include licenses, inspection reports, certificates, permits, credentials, 
certification by an appropriate agency (such as a State department of agriculture), or other evidence 
of oversight), as specified by the Secretary, that the facility is in compliance with State, local, 
county, or other applicable non-Federal food safety law; and

(ii) documentation, as specified by the Secretary in a guidance document issued not later than 1 year after 
the date of enactment of this section, that the facility is a qualified facility under paragraph (1) (B) or (1) (C).

(3) WIthdraWal; rule oF ConStruCtIon —

(A) In general. — In the event of an active investigation of a foodborne illness outbreak that is directly 
linked to a qualified facility subject to an exemption under this subsection, or if the Secretary determines 
that it is necessary to protect the public health and prevent or mitigate a foodborne illness outbreak based 
on conduct or conditions associated with a qualified facility that are material to the safety of the food 
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manufactured, processed, packed, or held at such facility, the Secretary may withdraw the exemption 
provided to such facility under this subsection.

(B) rule oF ConStruCtIon. — Nothing in this subsection shall be construed to expand or limit the 
inspection authority of the Secretary.

(4) deFInItIonS. — In this subsection:

(A) aFFIlIate. — The term “affiliate” means any facility that controls, is controlled by, or is under common 
control with another facility.

(B) QualIFIed end-uSer — The term “qualified end-user,” with respect to a food, means —

(i) the consumer of the food; or

(ii) a restaurant or retail food establishment (as those terms are defined by the Secretary for purposes 
of section 415) that —

(I) is located —

(aa) in the same State as the qualified facility that sold the food to such restaurant or 
establishment; or

(bb) not more than 275 miles from such facility; and

(II) is purchasing the food for sale directly to consumers at such restaurant or retail food 
establishment.

(C) ConSuMer. — For purposes of subparagraph (B), the term “consumer” does not include a business.

(D) SubSIdIary. — The term “subsidiary” means any company which is owned or controlled directly or 
indirectly by another company.

(5) Study. —

(A) In general. — The Secretary, in consultation with the Secretary of Agriculture, shall conduct a study 
of the food processing sector regulated by the Secretary to determine —

(i) the distribution of food production by type and size of operation, including monetary value of food 
sold;

(ii) the proportion of food produced by each type and size of operation;

(iii) the number and types of food facilities co-located on farms, including the number and proportion 
by commodity and by manufacturing or processing activity;

(iv) the incidence of foodborne illness originating from each size and type of operation and the type of 
food facilities for which no reported or known hazard exists; and

(v) the effect on foodborne illness risk associated with commingling, processing, transporting, and 
storing food and raw agricultural commodities, including differences in risk based on the scale and 
duration of such activities.

(B) SIze. — The results of the study conducted under subparagraph (A) shall include the information 
necessary to enable the Secretary to define the terms “small business” and “very small business”, for 
purposes of promulgating the regulation under subsection (n). In defining such terms, the Secretary shall 
include consideration of harvestable acres, income, the number of employees, and the volume of food 
harvested.

(C) SubMISSIon oF report. — Not later than 18 months after the date of enactment the FDA Food Safety 
Modernization Act, the Secretary shall submit to Congress a report that describes the results of the study 
conducted under subparagraph (A).

(6) no PreeMptIon. — Nothing in this subsection preempts State, local, county, or other non-Federal law 
regarding the safe production of food. Compliance with this subsection shall not relieve any person from liability 
at common law or under State statutory law.

(7) notIFICatIon to ConSuMerS. —

(A) In general. — A qualified facility that is exempt from the requirements under subsections (a) through 
(i) and subsection (n) and does not prepare documentation under paragraph (2) (B) (i) (I) shall—
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(i) with respect to a food for which a food packaging label is required by the Secretary under any other 
provision of this Act, include prominently and conspicuously on such label the name and business 
address of the facility where the food was manufactured or processed; or

(ii) with respect to a food for which a food packaging label is not required by the Secretary under 
any other provisions of this Act, prominently and conspicuously display, at the point of purchase, the 
name and business address of the facility where the food was manufactured or processed, on a label, 
poster, sign, placard, or documents delivered contemporaneously with the food in the normal course of 
business, or, in the case of Internet sales, in an electronic notice.

(B) no addItIonal label. — Subparagraph (A) does not provide authority to the Secretary to require a 
label that is in addition to any label required under any other provision of this Act.

(m) authorIty wIth reSpeCt to CertaIn FaCIlItIeS. — The Secretary may, by regulation, exempt or modify the 
requirements for compliance under this section with respect to facilities that are solely engaged in the production of 
food for animals other than man, the storage of raw agricultural commodities (other than fruits and vegetables) intended 
for further distribution or processing, or the storage of packaged foods that are not exposed to the environment.

(n) Regulations. —

(1) In general. — Not later than 18 months after the date of enactment of the FDA Food Safety Modernization 
Act, the Secretary shall promulgate regulations —

(A) to establish science-based minimum standards for conducting a hazard analysis, documenting hazards, 
implementing preventive controls, and documenting the implementation of the preventive controls under 
this section; and

(B) to define, for purposes of this section, the terms “small business” and “very small business”, taking into 
consideration the study described in subsection (l) (5).

(2) CoordInatIon. — In promulgating the regulations under paragraph (1) (A), with regard to hazards that may 
be intentionally introduced, including by acts of terrorism, the Secretary shall coordinate with the Secretary of 
Homeland Security, as appropriate.

(3) Content. — The regulations promulgated under paragraph (1) (A) shall —

(A) provide sufficient flexibility to be practicable for all sizes and types of facilities, including small 
businesses such as a small food processing facility co-located on a farm;

(B) comply with chapter 35 of title 44, United States Code (commonly known as the “Paperwork Reduction 
Act”), with special attention to minimizing the burden (as defined in section 3502(2) of such Act) on the 
facility, and collection of information (as defined in section 3502(3) of such Act), associated with such 
regulations;

(C) acknowledge differences in risk and minimize, as appropriate, the number of separate standards that 
apply to separate foods; and

(D) not require a facility to hire a consultant or other third party to identify, implement, certify, or audit 
preventative controls, except in the case of negotiated enforcement resolutions that may require such a 
consultant or third party.

(4) rule oF ConStruCtIon. — Nothing in this subsection shall be construed to provide the Secretary with the 
authority to prescribe specific technologies, practices, or critical controls for an individual facility.

(5) reVIeW. — In promulgating the regulations under paragraph (1) (A), the Secretary shall review regulatory 
hazard analysis and preventive control programs in existence on the date of enactment of the FDA Food Safety 
Modernization Act, including the Grade ‘A’ Pasteurized Milk Ordinance to ensure that such regulations are 
consistent, to the extent practicable, with applicable domestic and internationally-recognized standards in 
existence on such date.

(o) deFInItIonS. — For purposes of this section:

(1) CrItICal Control PoInt. — The term “critical control point” means a point, step, or procedure in a food 
process at which control can be applied and is essential to prevent or eliminate a food safety hazard or reduce 
such hazard to an acceptable level.

(2) FaCIlIty. — The term “facility” means a domestic facility or a foreign facility that is required to register 
under section 415.
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(3) PreVentIVe ControlS. — The term “preventive controls” means those risk-based, reasonably appropriate 
procedures, practices, and processes that a person knowledgeable about the safe manufacturing, processing, 
packing, or holding of food would employ to significantly minimize or prevent the hazards identified under the 
hazard analysis conducted under subsection (b) and that are consistent with the current scientific understanding 
of safe food manufacturing, processing, packing, or holding at the time of the analysis. Those procedures, 
practices, and processes may include the following:

(A) Sanitation procedures for food contact surfaces and utensils and food-contact surfaces of equipment.

(B) Supervisor, manager, and employee hygiene training.

(C) An environmental monitoring program to verify the effectiveness of pathogen controls in processes 
where a food is exposed to a potential contaminant in the environment.

(D) A food allergen control program.

(E) A recall plan.

(F) Current Good Manufacturing Practices (CGMPS) under part 110 of title 21, Code of Federal Regulations 
(or any successor regulations).

(G) Supplier verification activities that relate to the safety of food.

SeC. 419. [350h] StandardS For produCe SaFety.

(a) PropoSed ruleMakIng. —

(1) In general. —

(A) ruleMakIng. — Not later than 1 year after the date of enactment of the FDA Food Safety Modernization 
Act, the Secretary, in coordination with the Secretary of Agriculture and representatives of State departments 
of agriculture (including with regard to the national organic program established under the Organic Foods 
Production Act of 1990), and in consultation with the Secretary of Homeland Security, shall publish a notice 
of proposed rulemaking to establish science-based minimum standards for the safe production and harvesting 
of those types of fruits and vegetables, including specific mixes or categories of fruits and vegetables, that 
are raw agricultural commodities for which the Secretary has determined that such standards minimize the 
risk of serious adverse health consequences or death.

(B) deterMInatIon by SeCretary. — With respect to small businesses and very small businesses (as 
such terms are defined in the regulation promulgated under subparagraph (A)) that produce and harvest 
those types of fruits and vegetables that are raw agricultural commodities that the Secretary has determined 
are low risk and do not present a risk of serious adverse health consequences or death, the Secretary may 
determine not to include production and harvesting of such fruits and vegetables in such rulemaking, or may 
modify the applicable requirements of regulations promulgated pursuant to this section.

(2) PublIC Input. — During the comment period on the notice of proposed rulemaking under paragraph (1), 
the Secretary shall conduct not less than 3 public meetings in diverse geographical areas of the United States to 
provide persons in different regions an opportunity to comment.

(3) Content. — The proposed rulemaking under paragraph (1) shall —

(A) provide sufficient flexibility to be applicable to various types of entities engaged in the production and 
harvesting of fruits and vegetables that are raw agricultural commodities, including small businesses and 
entities that sell directly to consumers, and be appropriate to the scale and diversity of the production and 
harvesting of such commodities;

(B) include, with respect to growing, harvesting, sorting, packing, and storage operations, science-based 
minimum standards related to soil amendments, hygiene, packaging, temperature controls, animals in the 
growing area, and water;

(C) consider hazards that occur naturally, may be unintentionally introduced, or may be intentionally 
introduced, including by acts of terrorism;

(D) take into consideration, consistent with ensuring enforceable public health protection, conservation and 
environmental practice standards and policies established by Federal natural resource conservation, wildlife 
conservation, and environmental agencies;
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(E) in the case of production that is certified organic, not include any requirements that conflict with or 
duplicate the requirements of the national organic program established under the Organic Foods Production 
Act of 1990, while providing the same level of public health protection as the requirements under guidance 
documents, including guidance documents regarding action levels, and regulations under the FDA Food 
Safety Modernization Act; and

(F) define, for purposes of this section, the terms “small business” and “very small business.”

(4) PrIorItIzatIon. — The Secretary shall prioritize the implementation of the regulations under this section for 
specific fruits and vegetables that are raw agricultural commodities based on known risks which may include a 
history and severity of foodborne illness outbreaks.

(b) FInal regulatIon. —

(1) In general. — Not later than 1 year after the close of the comment period for the proposed rulemaking 
under subsection (a), the Secretary shall adopt a final regulation to provide for minimum science — based 
standards for those types of fruits and vegetables, including specific mixes or categories of fruits or vegetables, 
that are raw agricultural commodities, based on known safety risks, which may include a history of foodborne 
illness outbreaks.

(2) FInal regulatIon. — The final regulation shall —

(A) provide for coordination of education and enforcement activities by State and local officials, as 
designated by the Governors of the respective States or the appropriate elected State official as recognized 
by State statute; and

(B) include a description of the variance process under subsection (c) and the types of permissible variances 
the Secretary may grant.

(3) FlexIbIlIty For SMall buSIneSSeS. — Notwithstanding paragraph (1) —

(A) the regulations promulgated under this section shall apply to a small business (as defined in the 
regulation promulgated under subsection (a) (1)) after the date that is 1 year after the effective date of the 
final regulation under paragraph (1); and

(B) the regulations promulgated under this section shall apply to a very small business (as defined in the 
regulation promulgated under subsection (a) (1)) after the date that is 2 years after the effective date of the 
final regulation under paragraph (1).

(c) CrIterIa. —

(1) In general. — The regulations adopted under subsection (b) shall —

(A) set forth those procedures, processes, and practices that the Secretary determines to minimize the 
risk of serious adverse health consequences or death, including procedures, processes, and practices that 
the Secretary determines to be reasonably necessary to prevent the introduction of known or reasonably 
foreseeable biological, chemical, and physical hazards, including hazards that occur naturally, may be 
unintentionally introduced, or may be intentionally introduced, including by acts of terrorism, into fruits 
and vegetables, including specific mixes or categories of fruits and vegetables, that are raw agricultural 
commodities and to provide reasonable assurances that the produce is not adulterated under section 402;

(B) provide sufficient flexibility to be practicable for all sizes and types of businesses, including small 
businesses such as a small food processing facility co-located on a farm;

(C) comply with chapter 35 of title 44, United States Code (commonly known as the “Paperwork Reduction 
Act”), with special attention to minimizing the burden (as defined in section 3502(2) of such Act) on the 
business, and collection of information (as defined in section 3502(3) of such Act), associated with such 
regulations;

(D) acknowledge differences in risk and minimize, as appropriate, the number of separate standards that 
apply to separate foods; and

(E) not require a business to hire a consultant or other third party to identify, implement, certify, compliance 
with these procedures, processes, and practices, except in the case of negotiated enforcement resolutions 
that may require such a consultant or third party; and

(F) permit States and foreign countries from which food is imported into the United States to request from 
the Secretary variances from the requirements of the regulations, subject to paragraph (2), where the State 
or foreign country determines that the variance is necessary in light of local growing conditions and that the
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procedures, processes, and practices to be followed under the variance are reasonably likely to ensure that 
the produce is not adulterated under section 402 and to provide the same level of public health protection 
as the requirements of the regulations adopted under subsection (b).

(2) VarIanCeS. —

(A) requeStS For VarIanCeS. — A State or foreign country from which food is imported into the United 
States may in writing request a variance from the Secretary. Such request shall describe the variance 
requested and present information demonstrating that the variance does not increase the likelihood that the 
food for which the variance is requested will be adulterated under section 402, and that the variance provides 
the same level of public health protection as the requirements of the regulations adopted under subsection 
(b). The Secretary shall review such requests in a reasonable timeframe.

(B) approVal oF VarIanCeS. — The Secretary may approve a variance in whole or in part, as appropriate, 
and may specify the scope of applicability of a variance to other similarly situated persons.

(C) denIal oF VarIanCeS. — The Secretary may deny a variance request if the Secretary determines that 
such variance is not reasonably likely to ensure that the food is not adulterated under section 402 and is not 
reasonably likely to provide the same level of public health protection as the requirements of the regulation 
adopted under subsection (b). The Secretary shall notify the person requesting such variance of the reasons 
for the denial.

(D) ModIFICatIon or reVoCatIon oF a VarIanCe. — The Secretary, after notice and an opportunity for a 
hearing, may modify or revoke a variance if the Secretary determines that such variance is not reasonably 
likely to ensure that the food is not adulterated under section 402 and is not reasonably likely to provide the 
same level of public health protection as the requirements of the regulations adopted under subsection (b).

(d) enForCeMent. — The Secretary may coordinate with the Secretary of Agriculture and, as appropriate, shall 
contract and coordinate with the agency or department designated by the Governor of each State to perform activities 
to ensure compliance with this section.

(e) guIdanCe. —

(1) In general. — Not later than 1 year after the date of enactment of the FDA Food Safety Modernization 
Act, the Secretary shall publish, after consultation with the Secretary of Agriculture, representatives of State 
departments of agriculture, farmer representatives, and various types of entities engaged in the production 
and harvesting or importing of fruits and vegetables that are raw agricultural commodities, including small 
businesses, updated good agricultural practices and guidance for the safe production and harvesting of specific 
types of fresh produce under this section.

(2) PublIC MeetIngS. — The Secretary shall conduct not fewer than 3 public meetings in diverse geographical 
areas of the United States as part of an effort to conduct education and outreach regarding the guidance described 
in paragraph (1) for persons in different regions who are involved in the production and harvesting of fruits and 
vegetables that are raw agricultural commodities, including persons that sell directly to consumers and farmer 
representatives, and for importers of fruits and vegetables that are raw agricultural commodities.

(3) PaperWork reduCtIon — The Secretary shall ensure that any updated guidance under this section will —

(A) provide sufficient flexibility to be practicable for all sizes and types of facilities, including small 
businesses such as a small food processing facility co-located on a farm; and

(B) acknowledge differences in risk and minimize, as appropriate, the number of separate standards that 
apply to separate foods.

(f) exeMptIon For dIreCt FarM MarketIng. —

(1) In general. — A farm shall be exempt from the requirements under this section in a calendar year if —

(A) during the previous 3-year period, the average annual monetary value of the food sold by such farm 
directly to qualified end-users during such period exceeded the average annual monetary value of the food 
sold by such farm to all other buyers during such period; and

(B) the average annual monetary value of all food sold during such period was less than $500,000, adjusted 
for inflation.

(2) notIFICatIon to ConSuMerS. —

(A) In general. — A farm that is exempt from the requirements under this section shall —
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(i) with respect to a food for which a food packaging label is required by the Secretary under any other 
provision of this Act, include prominently and conspicuously on such label the name and business 
address of the farm where the produce was grown; or

(ii) with respect to a food for which a food packaging label is not required by the Secretary under any 
other provision of this Act, prominently and conspicuously display, at the point of purchase, the name 
and business address of the farm where the produce was grown, on a label, poster, sign, placard, or 
documents delivered contemporaneously with the food in the normal course of business, or, in the case 
of Internet sales, in an electronic notice.

(B) no addItIonal label. — Subparagraph (A) does not provide authority to the Secretary to require a 
label that is in addition to any label required under any other provision of this Act.

(3) WIthdraWal; rule oF ConStruCtIon. —

(A) In general. — In the event of an active investigation of a foodborne illness outbreak that is directly 
linked to a farm subject to an exemption under this subsection, or if the Secretary determines that it is 
necessary to protect the public health and prevent or mitigate a foodborne illness outbreak based on conduct 
or conditions associated with a farm that are material to the safety of the food produced or harvested at such 
farm, the Secretary may withdraw the exemption provided to such farm under this subsection.

(B) rule oF ConStruCtIon. — Nothing in this subsection shall be construed to expand or limit the 
inspection authority of the Secretary.

(4) deFInItIonS. —

(A) QualIFIed end-uSer. — In this subsection, the term “qualified end-user”, with respect to a food  
means —

(i) the consumer of the food; or

(ii) a restaurant or retail food establishment (as those terms are defined by the Secretary for purposes 
of section 415) that is located —

(I) in the same State as the farm that produced the food; or

(II) not more than 275 miles from such farm.

(B) ConSuMer. — For purposes of subparagraph (A), the term “consumer” does not include a business.

(5) no PreeMptIon. — Nothing in this subsection preempts State, local, county, or other non-Federal law regarding 
the safe production, harvesting, holding, transportation, and sale of fresh fruits and vegetables. Compliance with 
this subsection shall not relieve any person from liability at common law or under State statutory law.

(6) lIMItatIon oF eFFeCt. — Nothing in this subsection shall prevent the Secretary from exercising any 
authority granted in the other sections of this Act.

(g) ClarIFICatIon. — This section shall not apply to produce that is produced by an individual for personal 
consumption.

(h) exCeptIon For aCtIVItIeS oF FaCIlItIeS SubjeCt to SeCtIon 418. — This section shall not apply to activities 
of a facility that are subject to section 418.

SeC. 420. [350i] proteCtIon agaInSt IntentIonal adulteratIon.

(a) deterMInatIonS. —

(1) In general. — The Secretary shall —

(A) conduct a vulnerability assessment of the food system, including by consideration of the Department of 
Homeland Security biological, chemical, radiological, or other terrorism risk assessments;

(B) consider the best available understanding of uncertainties, risks, costs, and benefits associated with 
guarding against intentional adulteration of food at vulnerable points; and

(C) determine the types of science-based mitigation strategies or measures that are necessary to protect 
against the intentional adulteration of food.

(2) lIMIted dIStrIbutIon. — In the interest of national security, the Secretary, in consultation with the Secretary 
of Homeland Security, may determine the time, manner, and form in which determinations made under paragraph 
(1) are made publicly available.
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(b) regulatIonS. — Not later than 18 months after the date of enactment of the FDA Food Safety Modernization 
Act, the Secretary, in coordination with the Secretary of Homeland Security and in consultation with the Secretary 
of Agriculture, shall promulgate regulations to protect against the intentional adulteration of food subject to this Act. 
Such regulations shall —

(1) specify how a person shall assess whether the person is required to implement mitigation strategies or 
measures intended to protect against the intentional adulteration of food; and

(2) specify appropriate science-based mitigation strategies or measures to prepare and protect the food supply 
chain at specific vulnerable points, as appropriate.

(c) applICabIlIty. — Regulations promulgated under subsection (b) shall apply only to food for which there is a high 
risk of intentional contamination, as determined by the Secretary, in consultation with the Secretary of Homeland 
Security, under subsection (a), that could cause serious adverse health consequences or death to humans or animals 
and shall include those foods —

(1) for which the Secretary has identified clear vulnerabilities (including short shelf-life or susceptibility to 
intentional contamination at critical control points); and

(2) in bulk or batch form, prior to being packaged for the final consumer.

(d) exCeptIon. — This section shall not apply to farms, except for those that produce milk.

(e) deFInItIon. — For purposes of this section, the term “farm” has the meaning given that term in section 1.227 of 
title 21, Code of Federal Regulations (or any successor regulation).

SeC. 421. [350j] targetIng oF InSpeCtIon reSourCeS For doMeStIC FaCIlItIeS, ForeIgn FaCIlItIeS, and portS oF

ENTRY; ANNUAL REPORT.

(a) IdentIFICatIon and InSpeCtIon oF FaCIlItIeS. —

(1) IdentIFICatIon. — The Secretary shall identify high-risk facilities and shall allocate resources to inspect 
facilities according to the known safety risks of the facilities, which shall be based on the following factors:

(A) The known safety risks of the food manufactured, processed, packed, or held at the facility.

(B) The compliance history of a facility, including with regard to food recalls, outbreaks of foodborne 
illness, and violations of food safety standards.

(C) The rigor and effectiveness of the facility’s hazard analysis and risk-based preventive controls.

(D) Whether the food manufactured, processed, packed, or held at the facility meets the criteria for priority 
under section 801(h) (1).

(E) Whether the food or the facility that manufactured, processed, packed, or held such food has received a 
certification as described in section 801(q) or 806, as appropriate.

(F) Any other criteria deemed necessary and appropriate by the Secretary for purposes of allocating 
inspection resources.

(2) InSpeCtIonS. —

(A) In general. — Beginning on the date of enactment of the FDA Food Safety Modernization Act, the 
Secretary shall increase the frequency of inspection of all facilities.

(B) doMeStIC HIgh-rISk FaCIlItIeS. — The Secretary shall increase the frequency of inspection of domestic 
facilities identified under paragraph (1) as high-risk facilities such that each such facility is inspected —

(i) not less often than once in the 5-year period following the date of enactment of the FDA Food Safety 
Modernization Act; and

(ii) not less often than once every 3 years thereafter.

(C) doMeStIC non-HIgh-rISk FaCIlItIeS. — The Secretary shall ensure that each domestic facility that is 
not identified under paragraph (1) as a high-risk facility is inspected —

(i) not less often than once in the 7-year period following the date of enactment of the FDA Food Safety 
Modernization Act; and

(ii) not less often than once every 5 years thereafter.
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(D) ForeIgn FaCIlItIeS. —

(i) year 1. — In the 1-year period following the date of enactment of the FDA Food Safety Modernization 
Act, the Secretary shall inspect not fewer than 600 foreign facilities.

(ii) SubSequent yearS. — In each of the 5 years following the 1-year period described in clause (i), the 
Secretary shall inspect not fewer than twice the number of foreign facilities inspected by the Secretary 
during the previous year.

(E) relIanCe on Federal, State, or loCal InSpeCtIonS. — In meeting the inspection requirements 
under this subsection for domestic facilities, the Secretary may rely on inspections conducted by other 
Federal, State, or local agencies under interagency agreement, contract, memoranda of understanding, or 
other obligation.

(b) IdentIFICatIon and InSpeCtIon at PortS oF entry. — The Secretary, in consultation with the Secretary of 
Homeland Security, shall allocate resources to inspect any article of food imported into the United States according 
to the known safety risks of the article of food, which shall be based on the following factors:

(1) The known safety risks of the food imported.

(2) The known safety risks of the countries or regions of origin and countries through which such article of food 
is transported.

(3) The compliance history of the importer, including with regard to food recalls, outbreaks of foodborne illness, 
and violations of food safety standards.

(4) The rigor and effectiveness of the activities conducted by the importer of such article of food to satisfy the 
requirements of the foreign supplier verification program under section 805.

(5) Whether the food importer participates in the voluntary qualified importer program under section 806.

(6) Whether the food meets the criteria for priority under section 801(h) (1).

(7) Whether the food or the facility that manufactured, processed, packed, or held such food received a certification 
as described in section 801(q) or 806.

(8) Any other criteria deemed necessary and appropriate by the Secretary for purposes of allocating inspection 
resources.

(c) InteragenCy agreeMentS wIth reSpeCt to SeaFood. —

(1) In general. — The Secretary of Health and Human Services, the Secretary of Commerce, the Secretary of 
Homeland Security, the Chairman of the Federal Trade Commission, and the heads of other appropriate agencies 
may enter into such agreements as may be necessary or appropriate to improve seafood safety.

(2) SCope oF agreeMentS. — The agreements under paragraph (1) may include —

(A) cooperative arrangements for examining and testing seafood imports that leverage the resources, 
capabilities, and authorities of each party to the agreement;

(B) coordination of inspections of foreign facilities to increase the percentage of imported seafood and 
seafood facilities inspected;

(C) standardization of data on seafood names, inspection records, and laboratory testing to improve 
interagency coordination;

(D) coordination to detect and investigate violations under applicable Federal law;

(E) a process, including the use or modification of existing processes, by which officers and employees of 
the National Oceanic and Atmospheric Administration may be duly designated by the Secretary to carry out 
seafood examinations and investigations under section 801 of this Act or section 203 of the Food Allergen 
Labeling and Consumer Protection Act of 2004;

(F) the sharing of information concerning observed non-compliance with United States food requirements 
domestically and in foreign nations and new regulatory decisions and policies that may affect the safety of 
food imported into the United States;

(G) conducting joint training on subjects that affect and strengthen seafood inspection effectiveness by 
Federal authorities; and

(H) outreach on Federal efforts to enhance seafood safety and compliance with Federal food safety 
requirements.
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(d) CoordInatIon. — The Secretary shall improve coordination and cooperation with the Secretary of Agriculture 
and the Secretary of Homeland Security to target food inspection resources.

(e) FaCIlIty. — For purposes of this section, the term “facility” means a domestic facility or a foreign facility that is 
required to register under section 415.

SeC. 422. [350k] laboratory aCCredItatIon For analySeS oF FoodS.

(a) reCognItIon oF laboratory aCCredItatIon. —

(1) In general. — Not later than 2 years after the date of enactment of the FDA Food Safety Modernization 
Act, the Secretary shall —

(A) establish a program for the testing of food by accredited laboratories;

(B) establish a publicly available registry of accreditation bodies recognized by the Secretary and laboratories 
accredited by a recognized accreditation body, including the name of, contact information for, and other 
information deemed appropriate by the Secretary about such bodies and laboratories; and

(C) require, as a condition of recognition or accreditation, as appropriate, that recognized accreditation 
bodies and accredited laboratories report to the Secretary any changes that would affect the recognition of 
such accreditation body or the accreditation of such laboratory.

(2) PrograM requIreMentS. — The program established under paragraph (1) (A) shall provide for the 
recognition of laboratory accreditation bodies that meet criteria established by the Secretary for accreditation of 
laboratories, including independent private laboratories and laboratories run and operated by a Federal agency 
(including the Department of Commerce), State, or locality with a demonstrated capability to conduct 1 or more 
sampling and analytical testing methodologies for food.

(3) InCreaSIng the nuMber oF QualIFIed laboratorIeS. — The Secretary shall work with the laboratory 
accreditation bodies recognized under paragraph (1), as appropriate, to increase the number of qualified 
laboratories that are eligible to perform testing under subparagraph (b) beyond the number so qualified on the 
date of enactment of the FDA Food Safety Modernization Act.

(4) lIMIted dIStrIbutIon. — In the interest of national security, the Secretary, in coordination with the 
Secretary of Homeland Security, may determine the time, manner, and form in which the registry established 
under paragraph (1) (B) is made publicly available.

(5) ForeIgn laboratorIeS. — Accreditation bodies recognized by the Secretary under paragraph (1) may 
accredit laboratories that operate outside the United States, so long as such laboratories meet the accreditation 
standards applicable to domestic laboratories accredited under this section.

(6) Model laboratory StandardS. — The Secretary shall develop model standards that a laboratory shall meet 
to be accredited by a recognized accreditation body for a specified sampling or analytical testing methodology 
and included in the registry provided for under paragraph (1). In developing the model standards, the Secretary 
shall consult existing standards for guidance. The model standards shall include —

(A) methods to ensure that —

(i) appropriate sampling, analytical procedures (including rapid analytical procedures), and commercially 
available techniques are followed and reports of analyses are certified as true and accurate;

(ii) internal quality systems are established and maintained;

(iii) procedures exist to evaluate and respond promptly to complaints regarding analyses and other 
activities for which the laboratory is accredited; and

(iv) individuals who conduct the sampling and analyses are qualified by training and experience to do 
so; and

(B) any other criteria determined appropriate by the Secretary.

(7) reVIeW oF reCognItIon. — To ensure compliance with the requirements of this section, the Secretary —

(A) shall periodically, and in no case less than once every 5 years, reevaluate accreditation bodies recognized 
under paragraph (1) and may accompany auditors from an accreditation body to assess whether the 
accreditation body meets the criteria for recognition; and
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(B) shall promptly revoke the recognition of any accreditation body found not to be in compliance with the 
requirements of this section, specifying, as appropriate, any terms and conditions necessary for laboratories 
accredited by such body to continue to perform testing as described in this section.

(b) teStIng ProCedureS. —

(1) In general. — Not later than 30 months after the date of enactment of the FDA Food Safety Modernization 
Act, food testing shall be conducted by Federal laboratories or non-Federal laboratories that have been accredited 
for the appropriate sampling or analytical testing methodology or methodologies by a recognized accreditation 
body on the registry established by the Secretary under subsection (a) (1) (B) whenever such testing is conducted

—

(A) by or on behalf of an owner or consignee —

(i) in response to a specific testing requirement under this Act or implementing regulations, when 
applied to address an identified or suspected food safety problem; and

(ii) as required by the Secretary, as the Secretary deems appropriate, to address an identified or suspected 
food safety problem; or

(B) on behalf of an owner or consignee —

(i) in support of admission of an article of food under section 801(a); and

(ii) under an Import Alert that requires successful consecutive tests.

(2) reSultS oF teStIng. — The results of any such testing shall be sent directly to the Food and Drug 
Administration, except the Secretary may by regulation exempt test results from such submission requirement 
if the Secretary determines that such results do not contribute to the protection of public health. Test results 
required to be submitted may be submitted to the Food and Drug Administration through electronic means.

(3) exCeptIon. — The Secretary may waive requirements under this subsection if —

(A) a new methodology or methodologies have been developed and validated but a laboratory has not yet 
been accredited to perform such methodology or methodologies; and

(B) the use of such methodology or methodologies are necessary to prevent, control, or mitigate a food 
emergency or foodborne illness outbreak.

(c) reVIeW by SeCretary. — If food sampling and testing performed by a laboratory run and operated by a State 
or locality that is accredited by a recognized accreditation body on the registry established by the Secretary under 
subsection (a) result in a State recalling a food, the Secretary shall review the sampling and testing results for the 
purpose of determining the need for a national recall or other compliance and enforcement activities.

(d) no lIMIt on SeCretarIal authorIty. — Nothing in this section shall be construed to limit the ability of 
the Secretary to review and act upon information from food testing, including determining the sufficiency of such 
information and testing.

SeC. 423. [350l] Mandatory reCall authorIty.

(a) Voluntary proCedureS. — If the Secretary determines, based on information gathered through the reportable 
food registry under section 417 or through any other means, that there is a reasonable probability that an article of 
food (other than infant formula) is adulterated under section 402 or misbranded under section 403(w) and the use 
of or exposure to such article will cause serious adverse health consequences or death to humans or animals, the 
Secretary shall provide the responsible party (as defined in section 417) with an opportunity to cease distribution and 
recall such article.

(b) PrehearIng order to CeaSe dIStrIbutIon and gIVe notICe. —

(1) In general. — If the responsible party refuses to or does not voluntarily cease distribution or recall such 
article within the time and in the manner prescribed by the Secretary (if so prescribed), the Secretary may, by 
order require, as the Secretary deems necessary, such person to —

(A) immediately cease distribution of such article; and

(B) as applicable, immediately notify all persons —

(i) manufacturing, processing, packing, transporting, distributing, receiving, holding, or importing and 
selling such article; and
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(ii) to which such article has been distributed, transported, or sold, to immediately cease distribution of
such article.

(2) requIred addItIonal InForMatIon. —

(A) In general. — If an article of food covered by a recall order issued under paragraph (1) (B) has been 
distributed to a warehouse-based third party logistics provider without providing such provider sufficient 
information to know or reasonably determine the precise identity of the article of food covered by a recall 
order that is in its possession, the notice provided by the responsible party subject to the order issued under 
paragraph (1) (B) shall include such information as is necessary for the warehouse-based third party logistics 
provider to identify the food.

(B) ruleS oF ConStruCtIon. — Nothing in this paragraph shall be construed —

(i) to exempt a warehouse-based third party logistics provider from the requirements of this Act, 
including the requirements in this section and section 414; or

(ii) to exempt a warehouse-based third party logistics provider from being the subject of a mandatory 
recall order.

(3) deterMInatIon to lIMIt areaS aFFeCted. — If the Secretary requires a responsible party to cease 
distribution under paragraph (1) (A) of an article of food identified in subsection (a), the Secretary may limit the 
size of the geographic area and the markets affected by such cessation if such limitation would not compromise 
the public health.

(c) HearIng on order. — The Secretary shall provide the responsible party subject to an order under subsection (b) 
with an opportunity for an informal hearing, to be held as soon as possible, but not later than 2 days after the issuance 
of the order, on the actions required by the order and on why the article that is the subject of the order should not be 
recalled.

(d) PoSt-HearIng reCall order and ModIFICatIon oF order. —

(1) aMendMent oF order. — If, after providing opportunity for an informal hearing under subsection (c), the 
Secretary determines that removal of the article from commerce is necessary, the Secretary shall, as appropriate 
—

(A) amend the order to require recall of such article or other appropriate action;

(B) specify a timetable in which the recall shall occur;

(C) require periodic reports to the Secretary describing the progress of the recall; and

(D) provide notice to consumers to whom such article was, or may have been, distributed.

(2) VaCatIng oF order. — If, after such hearing, the Secretary determines that adequate grounds do not exist 
to continue the actions required by the order, or that such actions should be modified, the Secretary shall vacate 
the order or modify the order.

(e) rule regardIng alCoholIC beVerageS. — The Secretary shall not initiate a mandatory recall or take any 
other action under this section with respect to any alcohol beverage until the Secretary has provided the Alcohol and 
Tobacco Tax and Trade Bureau with a reasonable opportunity to cease distribution and recall such article under the 
Alcohol and Tobacco Tax and Trade Bureau authority.

(f) CooperatIon and ConSultatIon. — The Secretary shall work with State and local public health officials in 
carrying out this section, as appropriate.

(g) PublIC notIFICatIon. — In conducting a recall under this section, the Secretary shall —

(1) ensure that a press release is published regarding the recall, as well as alerts and public notices, as appropriate, 
in order to provide notification —

(A) of the recall to consumers and retailers to whom such article was, or may have been, distributed; and

(B) that includes, at a minimum —

(i) the name of the article of food subject to the recall;

(ii) a description of the risk associated with such article; and

(iii) to the extent practicable, information for consumers about similar articles of food that are not 
affected by the recall;
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(2) consult the policies of the Department of Agriculture regarding providing to the public a list of retail 
consignees receiving products involved in a Class I recall and shall consider providing such a list to the public, 
as determined appropriate by the Secretary; and

(3) if available, publish on the Internet Web site of the Food and Drug Administration an image of the article that 
is the subject of the press release described in (1).

(h) no delegatIon. — The authority conferred by this section to order a recall or vacate a recall order shall not be 
delegated to any officer or employee other than the Commissioner.

(i) eFFeCt. — Nothing in this section shall affect the authority of the Secretary to request or participate in a voluntary 
recall, or to issue an order to cease distribution or to recall under any other provision of this Act or under the Public 
Health Service Act.

(j) CoordInated CoMMunICatIon. —

(1) In general. — To assist in carrying out the requirements of this subsection, the Secretary shall establish an 
incident command operation or a similar operation within the Department of Health and Human Services that 
will operate not later than 24 hours after the initiation of a mandatory recall or the recall of an article of food for 
which the use of, or exposure to, such article will cause serious adverse health consequences or death to humans 
or animals.

(2) requIreMentS. — To reduce the potential for miscommunication during recalls or regarding investigations of 
a food borne illness outbreak associated with a food that is subject to a recall, each incident command operation 
or similar operation under paragraph (1) shall use regular staff and resources of the Department of Health and 
Human Services to —

(A) ensure timely and coordinated communication within the Department, including enhanced communication 
and coordination between different agencies and organizations within the Department;

(B) ensure timely and coordinated communication from the Department, including public statements, 
throughout the duration of the investigation and related foodborne illness outbreak;

(C) identify a single point of contact within the Department for public inquiries regarding any actions by the 
Secretary related to a recall;

(D) coordinate with Federal, State, local, and tribal authorities, as appropriate, that have responsibilities 
related to the recall of a food or a foodborne illness outbreak associated with a food that is subject to the 
recall, including notification of the Secretary of Agriculture and the Secretary of Education in the event such 
recalled food is a commodity intended for use in a child nutrition program (as identified in section 25(b) of 
the Richard B. Russell National School Lunch Act (42 U.S.C. 1769f(b)); and

(E) conclude operations at such time as the Secretary determines appropriate.

(3) MultIple reCallS. — The Secretary may establish multiple or concurrent incident command operations or 
similar operations in the event of multiple recalls or foodborne illness outbreaks necessitating such action by the 
Department of Health and Human Services.
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Chapter V — Drugs anD DeViCes

subChapter a — Drugs anD DeViCes 

seC. 501. [351] aDulterateD Drugs anD DeViCes.

A drug or device shall be deemed to be adulterated —

(a) —

(1) If it consists in whole or in part of any filthy, putrid, or decomposed substance; or

(2) —

(A) if it has been prepared, packed, or held under insanitary conditions whereby it may have been contaminated 
with filth, or whereby it may have been rendered injurious to health; or

(B) if it is a drug and the methods used in, or the facilities or controls used for, its manufacture, processing, 
packing or holding do not conform to or are not operated or administered in conformity with current good 
manufacturing practice to assure that such drug meets the requirements of this Act as to safety and has the 
identity and strength, and meets the quality and purity characteristics, which it purports or is represented to 
possess; or

(C) if it is a compounded positron emission tomography drug and the methods used in, or the facilities and 
controls used for, its compounding, processing, packing, or holding do not conform to or are not operated or 
administered in conformity with the positron emission tomography compounding standards and the official 
monographs of the United States Pharmacopeia to assure that such drug meets the requirements of this Act 
as to safety and has the identity and strength, and meets the quality and purity characteristics, that it purports 
or is represented to possess; or

(3) if its container is composed, in whole or in part, of any poisonous or deleterious substance which may render 
the contents injurious to health; or

(4) if —

(A) it bears or contains, for purposes of coloring only, a color additive which is unsafe within the meaning 
of section 721(a), or

(B) it is a color additive the intended use of which in or on drugs or devices is for purposes of coloring only 
and is unsafe within the meaning of section 721(a); or

(5) if it is a new animal drug which is unsafe within the meaning of section 512; or

(6) if it is an animal feed bearing or containing a new animal drug, and such animal feed is unsafe within the 
meaning of section 512.

(b) If it purports to be or is represented as a drug the name of which is recognized in an official compendium, 
and its strength differs from, or its quality or purity falls below, the standards set forth in such compendium. Such 
determination as to strength, quality, or purity shall be made in accordance with the tests or methods of assay set forth 
in such compendium, except that whenever tests or methods of assay have not been prescribed in such compendium, 
or such tests or methods of assay as are prescribed are, in the judgment of the Secretary, insufficient for the making 
of such determination, the Secretary shall bring such fact to the attention of the appropriate body charged with 
the revision of such compendium, and if such body fails within a reasonable time to prescribe tests or methods of 
assay which, in the judgment of the Secretary, are sufficient for purposes of this paragraph, then the Secretary shall 
promulgate regulations prescribing appropriate tests or methods of assay in accordance with which such determination 
as to strength, quality, or purity shall be made. No drug defined in an official compendium shall be deemed to be 
adulterated under this paragraph because it differs from the standard of strength, quality, or purity therefor set forth 
in such compendium, if its difference in strength, quality, or purity from such standards is plainly stated on its label. 
Whenever a drug is recognized in both the United States Pharmacopeia and the Homeopathic Pharmacopeia of the 
United States it shall be subject to the requirements of the United States Pharmacopeia unless it is labeled and offered 
for sale as a homeopathic drug, in which case it shall be subject to the provisions of the Homeopathic Pharmacopeia 
of the United States and not to those of the United States Pharmacopeia.

(c) If it is not subject to the provisions of paragraph (b) of this section and its strength differs from, or its purity or 
quality falls below, that which it purports or is represented to possess.
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(d) If it is a drug and any substance has been

(1) mixed or packed therewith so as to reduce its quality or strength or

(2) substituted wholly or in part therefor.

(e) —

(1) If it is, or purports to be or is represented as, a device which is subject to a performance standard established 
under section 514, unless such device is in all respects in conformity with such standard.

(2) If it is declared to be, purports to be, or is represented as, a device that is in conformity with any standard 
recognized under section 514(c) unless such device is in all respects in conformity with such standard.

(f) —

(1) If it is a class III device —

(A) —

(i) which is required by an order issued under subsection (b) of section 515 to have an approval under 
such section of an application for premarket approval and which is not exempt from section 515 under 
section 520(g), and

(ii) —

(I) for which an application for premarket approval or a notice of completion of a product 
development protocol was not filed with the Secretary within the ninety-day period beginning on 
the date of the issuance of such order, or

(II) for which such an application was filed and approval of the application has been denied, 
suspended, or withdrawn, or such a notice was filed and has been declared not completed or the 
approval of the device under the protocol has been withdrawn;

(B) —

(i) which was classified under section 513(f) into class III, which under section 515(a) is required to 
have in effect an approved application for premarket approval, and which is not exempt from section 
515 under section 520(g), and

(ii) which has an application which has been suspended or is otherwise not in effect; or

(C) which was classified under section 520(1) into class III, which under such section is required to have in 
effect an approved application under section 515, and which has an application which has been suspended 
or is otherwise not in effect.

(2) —

(A) In the case of a device classified under section 513(f) into class III and intended solely for investigational 
use, paragraph (1)(B) shall not apply with respect to such device during the period ending on the ninetieth 
day after the date of the promulgation of the regulations prescribing the procedures and conditions required 
by section 520(g)(2).

(B) In the case of a device subject to an order issued under subsection (b) of section 515, paragraph (1) shall 
not apply with respect to such device during the period ending —

(i) on the last day of the thirtieth calendar month beginning after the month in which the classification 
of the device in class III became effective under section 513, or

(ii) on the ninetieth day after the date of the issuance of such order,

whichever occurs later.

(3) In the case of a device with respect to which a regulation was promulgated under section 515(b) prior to the 
date of enactment of the Food and Drug Administration Safety and Innovation Act, a reference in this subsection 
to an order issued under section 515(b) shall be deemed to include such regulation.

(g) If it is a banned device.

(h) If it is a device and the methods used in, or the facilities or controls used for, its manufacture, packing, storage, 
or installation are not in conformity with applicable requirements under section 520(f)(1) or an applicable condition 
prescribed by an order under section 520(f)(2).
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(i) If it is a device for which an exemption has been granted under section 520(g) for investigational use and the 
person who was granted such exemption or any investigator who uses such device under such exemption fails to 
comply with a requirement prescribed by or under such section.

(j) If it is a drug or device and it has been manufactured, processed, packed, or held in any factory, warehouse, or 
establishment and the owner, operator, or agent of such factory, warehouse, or establishment delays, denies, or limits 
an inspection, or refuses to permit entry or inspection.

For purposes of paragraph (a)(2)(B), the term “current good manufacturing practice” includes the implementation of 
oversight and controls over the manufacture of drugs to ensure quality, including managing the risk of an establishing 
the safety of raw materials, materials used in the manufacturing of drugs, and finished drug products.

seC. 502. [352] MisbranDeD Drugs anD DeViCes.

A drug or device shall be deemed to be misbranded —

(a)   (1) If its labeling is false or misleading in any particular. Health care economic information provided to a payor, 
formulary committee, or other similar entity with knowledge and expertise in the area of health care economic analysis 
carrying out its responsibilities for the selection of drugs for coverage or reimbursement, shall not be considered to 
be false or misleading under this paragraph if the health care economic information relates to an indication approved 
under section 505 or under section 351(a) of the Public Health Service Act for such drug, is based on competent and 
reliable scientific evidence, and includes, where applicable, a conspicuous and prominent statement describing any 
material differences between the health care economic information and the labeling approved for the drug under 
section 505 or under section 351 of the Public Health Service Act. The requirements set forth in section 505(a) or 
in subsections (a) and (k) of section 351 of the Public Health Service Act shall not apply to health care economic 
information provided to such a payor, committee, or entity in accordance with this paragraph. Information that is 
relevant to the substantiation of the health care economic information presented pursuant to this paragraph shall be 
made available to the Secretary upon request. 

(2)   (A) For purposes of this paragraph, the term “health care economic information” means any analysis 
(including the clinical data, inputs, clinical or other assumptions, methods, results, and other components 
underlying or comprising the analysis) that identifies, measures, or describes the economic consequences, which 
may be based on the separate or aggregated clinical consequences of the represented health outcomes, of the use 
of a drug. Such analysis may be comparative to the use of another drug, to another health care intervention, or 
to no intervention.

(B) Such term does not include any analysis that relates only to an indication that is not approved under 
section 505 or under section 351 of the Public Health Service Act for such drug.

(b) If in a package form unless it bears a label containing

(1) the name and place of business of the manufacturer, packer, or distributor; and

(2) an accurate statement of the quantity of the contents in terms of weight, measure, or numerical count:

Provided, [t]hat under clause (2) of this paragraph reasonable variations shall be permitted, and exemptions as to 
small packages shall be established, by regulations prescribed by the Secretary.

(c) If any word, statement, or other information required by or under authority of this Act to appear on the label or 
labeling is not prominently placed thereon with such conspicuousness (as compared with other words, statements, 
designs, or devices, in the labeling) and in such terms as to render it likely to be read and understood by the ordinary 
individual under customary conditions of purchase and use.

(d) [Repealed.]

(e) —

(1) —

(A) If it is a drug, unless its label bears, to the exclusion of any other nonproprietary name (except the 
applicable systematic chemical name or the chemical formula) —

(i) the established name (as defined in subparagraph (3)) of the drug, if there is such a name;

(ii) the established name and quantity or, if determined to be appropriate by the Secretary, the proportion 
of each active ingredient, including the quantity, kind, and proportion of any alcohol, and also including 
whether active or not the established name and quantity or if determined to be appropriate by the 
Secretary, the proportion of any bromides, ether, chloroform, acetanilide, acetophenetidin, amidopyrine, 
antipyrine, atropine, hyoscine, hyoscyamine, arsenic, digitalis, digitalis glucosides, mercury, ouabain, 
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strophanthin, strychnine, thyroid, or any derivative or preparation of any such substances, contained 
therein, except that the requirement for stating the quantity of the active ingredients, other than the 
quantity of those specifically named in this subclause, shall not apply to nonprescription drugs not 
intended for human use; and

(iii) the established name of each inactive ingredient listed in alphabetical order on the outside container 
of the retail package and, if determined to be appropriate by the Secretary, on the immediate container, 
as prescribed in regulation promulgated by the Secretary, except that nothing in this subclause shall be 
deemed to require that any trade secret be divulged, and except that the requirements of this subclause 
with respect to alphabetical order shall apply only to nonprescription drugs that are not also cosmetics 
and that this subclause shall not apply to nonprescription drugs not intended for human use.

(B) For any prescription drug the established name of such drug or ingredient, as the case may be, on such 
label (and on any labeling on which a name for such drug or ingredient is used) shall be printed prominently 
and in type at least half as large as that used thereon for any proprietary name or designation for such drug 
or ingredient, except that to the extent that compliance with the requirements of subclause (ii) or (iii) of 
clause (A) or this clause is impracticable, exemptions shall be established by regulations promulgated by 
the Secretary.

(2) If it is a device and it has an established name, unless its label bears, to the exclusion of any other nonproprietary 
name, its established name (as defined in subparagraph (4)) prominently printed in type at least half as large as 
that used thereon for any proprietary name or designation for such device, except that to the extent compliance 
with the requirements of this subparagraph is impracticable, exemptions shall be established by regulations 
promulgated by the Secretary.

(3) As used in subparagraph (1), the term “established name”, with respect to a drug or ingredient thereof, means

(A) the applicable official name designated pursuant to section 508, or

(B) if there is no such name and such drug, or such ingredient, is an article recognized in an official 
compendium, then the official title thereof in such compendium, or

(C) if neither clause (A) nor clause (B) of this subparagraph applies, then the common or usual name, if any, 
of such drug or of such ingredient,

except that where clause (B) of this subparagraph applies to an article recognized in the United States 
Pharmacopeia and in the Homeopathic Pharmacopeia under different official titles, the official title used in the 
United States Pharmacopeia shall apply unless it is labeled and offered for sale as a homeopathic drug, in which 
case the official title used in the Homeopathic Pharmacopeia shall apply.

(4) As used in subparagraph (2), the term “established name” with respect to a device means

(A) the applicable official name of the device designated pursuant to section 508,

(B) if there is no such name and such device is an article recognized in an official compendium, then the 
official title thereof in such compendium, or

(C) if neither clause (A) nor clause (B) of this subparagraph applies, then any common or usual name of 
such device.

(f) Unless its labeling bears

(1) adequate directions for use; and

(2) such adequate warnings against use in those pathological conditions or by children where its use may be 
dangerous to health, or against unsafe dosage or methods or duration of administration or application, in such 
manner and form, as are necessary for the protection of users,

except that where any requirement of clause (1) of this paragraph, as applied to any drug or device, is not necessary 
for the protection of the public health, the Secretary shall promulgate regulations exempting such drug or device from 
such requirement. Required labeling for prescription devices intended for use in health care facilities or by a health 
care professional and required labeling for in vitro diagnostic devices intended for use by health care professionals 
or in blood establishments may be made available solely by electronic means, provided that the labeling complies 
with all applicable requirements of law, and that the manufacturer affords such users the opportunity to request the 
labeling in paper form, and after such request, promptly provides the requested information without additional cost.

(g) If it purports to be a drug the name of which is recognized in an official compendium, unless it is packaged and 
labeled as prescribed therein. The method of packing may be modified with the consent of the Secretary. Whenever a 
drug is recognized in both the United States Pharmacopeia and the Homeopathic Pharmacopeia of the United States, 
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it shall be subject to the requirements of the United States Pharmacopeia with respect to packaging, and labeling 
unless it is labeled and offered for sale as a homeopathic drug, in which case it shall be subject to the provisions of 
the Homeopathic Pharmacopeia of the United States, and not to those of the United States Pharmacopeia, except that 
in the event of inconsistency between the requirements of this paragraph and those of paragraph (e) as to the name by 
which the drug or its ingredients shall be designated, the requirements of paragraph (e) shall prevail.

(h) If it has been found by the Secretary to be a drug liable to deterioration, unless it is packaged in such form 
and manner, and its label bears a statement of such precautions, as the Secretary shall by regulations require as 
necessary for the protection of the public health. No such regulation shall be established for any drug recognized in 
an official compendium until the Secretary shall have informed the appropriate body charged with the revision of 
such compendium of the need for such packaging or labeling requirements and such body shall have failed within a 
reasonable time to prescribe such requirements.

(i) —

(1) If it is a drug and its container is so made, formed, or filled as to be misleading; or

(2) if it is an imitation of another drug; or

(3) if it is offered for sale under the name of another drug.

(j) If it is dangerous to health when used in the dosage or manner; or with the frequency or duration prescribed, 
recommended, or suggested in the labeling thereof.

(k) [Repealed.]

(l) [Repealed.]

(m) If it is a color additive the intended use of which is for the purpose of coloring only, unless its packaging and 
labeling are in conformity with such packaging and labeling requirements applicable to such color additive, as may 
be contained in regulations issued under section 721.

(n) In the case of any prescription drug distributed or offered for sale in any State, unless the manufacturer, packer, 
or distributor thereof includes in all advertisements and other descriptive printed matter issued or caused to be issued 
by the manufacturer, packer, or distributor with respect to that drug a true statement of —

(1) the established name as defined in section 502(e), printed prominently and in type at least half as large as that 
used for any trade or brand name thereof,

(2) the formula showing quantitatively each ingredient of such drug to the extent required for labels under section 
502(e), and

(3) such other information in brief summary relating to side effects, contraindications, and effectiveness as shall 
be required in regulations which shall be issued by the Secretary in accordance with section 701(a), and in the 
case of published direct-to-consumer advertisements the following statement printed in conspicuous text: ‘You 
are encouraged to report negative side effects of prescription drugs to the FDA. Visit www.fda.gov/medwatch, 
or call 1-800-FDA-1088.’, except that

(A) except in extraordinary circumstances, no regulation issued under this paragraph shall require prior 
approval by the Secretary of the content of any advertisement, and

(B) no advertisement of a prescription drug, published after the effective date of regulations issued under 
this paragraph applicable to advertisements of prescription drugs, shall, with respect to the matters specified 
in this paragraph or covered by such regulations, be subject to the provisions of sections 12 through 17 of the 
Federal Trade Commission Act, as amended (15 U.S.C. 52-57).

This paragraph shall not be applicable to any printed matter which the Secretary determines to be labeling as defined 
in section 201(m) of this Act. Nothing in the Convention on Psychotropic Substances, signed at Vienna, Austria, on 
February 21, 1971, shall be construed to prevent drug price communications to consumers.

In the case of an advertisement for a drug subject to section 503(b)(1) presented directly to consumers in television 
or radio format and stating the name of the drug and its conditions of use, the major statement relating to side effects 
and contraindications shall be presented in a clear, conspicuous, and neutral manner.

(o) If it was manufactured, prepared, propagated, compounded, or processed in an establishment not duly registered 
under section 510, if it is a drug and was imported or offered for import by a commercial importer of drugs not 
duly registered under section 801(s), if it was not included in a list required by section 510(j), if a notice or other 
information respecting it was not provided as required by such section or section 510(k), or if it does not bear such 
symbols from the uniform system for identification of devices prescribed under section 510(e) as the Secretary by 
regulation requires.
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(p) If it is a drug and its packaging or labeling is in violation of an applicable regulation issued pursuant to section 3 
or 4 of the Poison Prevention Packaging Act of 1970.

(q) In the case of any restricted device distributed or offered for sale in any State, if

(1) its advertising is false or misleading in any particular, or

(2) it is sold, distributed, or used in violation of regulations prescribed under section 520(e).

(r) In the case of any restricted device distributed or offered for sale in any State, unless the manufacturer, packer, or 
distributor thereof includes in all advertisements and other descriptive printed matter issued or caused to be issued by 
the manufacturer, packer, or distributor with respect to that device —

(1) a true statement of the device’s established name as defined in section 502(e), printed prominently and in type 
at least half as large as that used for any trade or brand name thereof, and

(2) a brief statement of the intended uses of the device and relevant warnings, precautions, side effects, and 
contraindications and, in the case of specific devices made subject to a finding by the Secretary after notice 
and opportunity for comment that such action is necessary to protect the public health, a full description of the 
components of such device or the formula showing quantitatively each ingredient of such device to the extent 
required in regulations which shall be issued by the Secretary after an opportunity for a hearing.

Except in extraordinary circumstances, no regulation issued under this paragraph shall require prior approval by the 
Secretary of the content of any advertisement and no advertisement of a restricted device, published after the effective 
date of this paragraph shall, with respect to the matters specified in this paragraph or covered by regulations issued 
hereunder, be subject to the provisions of sections 12 through 15 of the Federal Trade Commission Act (15 U.S.C. 
52-55). This paragraph shall not be applicable to any printed matter which the Secretary determines to be labeling as 
defined in section 201(m).

(s) If it is a device subject to a performance standard established under section 514, unless it bears such labeling as 
may be prescribed in such performance standard.

(t) If it is a device and there was a failure or refusal

(1) to comply with any requirement prescribed under section 518 respecting the device,

(2) to furnish any material or information required by or under section 519 respecting the device, or

(3) to comply with a requirement under section 522.

(u) If it is a device, unless it, or an attachment thereto, prominently and conspicuously bears the name of the 
manufacturer of the device, a generally recognized abbreviation of such name, or a unique and generally recognized 
symbol identifying such manufacturer, except that the Secretary may waive any requirement under this paragraph for 
the device if the Secretary determines that compliance with the requirement is not feasible for the device or would 
compromise the provision of reasonable assurance of the safety or effectiveness of the device.

(v) If it is a reprocessed single-use device, unless all labeling of the device prominently and conspicuously bears the 
statement “Reprocessed device for single use. Reprocessed by–.” The name of the manufacturer of the reprocessed 
device shall be placed in the space identifying the person responsible for reprocessing.

(w) If it is a new animal drug —

(1) that is conditionally approved under section 571 and its labeling does not conform with the approved 
application or section 571(f), or that is not conditionally approved under section 571 and its label bears the 
statement set forth in section 571(f)(1)(A); or

(2) that is indexed under section 572 and its labeling does not conform with the index listing under section 572(e) 
or 572(h), or that has not been indexed under section 572 and its label bears the statement set forth in section 
572(h).

(x) If it is a nonprescription drug (as defined in section 760) that is marketed in the United States, unless the label of 
such drug includes a domestic address or domestic phone number through which the responsible person (as described 
in section 760) may receive a report of a serious adverse event (such as defined in section 760) with such drug.

(y) If it is a drug subject to an approved risk evaluation and mitigation strategy pursuant to section 505(p) and the 
responsible person (as such term is used in section 505–1) fails to comply with a requirement of such strategy 
provided for under subsection (d), (e), or (f) of section 505–1.

(z) If it is a drug, and the responsible person (as such term is used in section 505(o)) is in violation of a requirement 
established under paragraph (3) (relating to postmarket studies and clinical trials) or paragraph (4) (relating to 
labeling) of section 505(o) with respect to such drug.
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(aa) If it is a drug, or an active pharmaceutical ingredient, and it was manufactured, prepared, propagated, compounded, 
or processed in a facility for which fees have not been paid as required by section 744A(a)(4) or for which identifying 
information required by section 744B(f) has not been submitted, or it contains an active pharmaceutical ingredient 
that was manufactured, prepared, propagated, compounded, or processed in such a facility.

(bb) If the advertising or promotion of a compounded drug is false or misleading in any particular.

(cc) If it is a drug and it fails to bear the product identifier as required by section 582.

(dd) If it is an antimicrobial drug, as defined in section 511A(f), and its labeling fails to conform with the requirements 
under section 511A(d).

seC. 503. [353] exeMptions anD ConsiDeration for Certain Drugs, DeViCes, anD biologiCal proDuCts.

(a) The Secretary is hereby directed to promulgate regulations exempting from any labeling or packaging requirement 
of this Act drugs and devices which are, in accordance with the practice of the trade, to be processed, labeled, 
or repacked in substantial quantities at establishments other than those where originally processed or packed, on 
condition that such drugs and devices are not adulterated or misbranded, under the provisions of this Act upon 
removal from such processing, labeling, or repacking establishment.

(b) —

(1) A drug intended for use by man which —

(A) because of its toxicity or other potentiality for harmful effect, or the method of its use, or the collateral 
measures necessary to its use, is not safe for use except under the supervision of a practitioner licensed by 
law to administer such drug; or

(B) is limited by an approved application under section 505 to use under the professional supervision of a 
practitioner licensed by law to administer such drug;

shall be dispensed only

(i) upon a written prescription of a practitioner licensed by law to administer such drug, or

(ii) upon an oral prescription of such practitioner which is reduced promptly to writing and filed by the 
pharmacist, or

(iii) by refilling any such written or oral prescription if such refilling is authorized by the prescriber 
either in the original prescription or by oral order which is reduced promptly to writing and filed by the 
pharmacist.

The act of dispensing a drug contrary to the provisions of this paragraph shall be deemed to be an act which 
results in the drug being misbranded while held for sale.

(2) Any drug dispensed by filling or refilling a written or oral prescription of a practitioner licensed by law to 
administer such drug shall be exempt from the requirements of section 502, except paragraphs (a), (i) (2) and (3), 
(k), and (1), and the packaging requirements of paragraphs (g), (h), and (p), if the drug bears a label containing 
the name and address of the dispenser, the serial number and date of the prescription or of its filling, the name of 
the prescriber, and, if stated in the prescription, the name of the patient, and the directions for use and cautionary 
statements, if any, contained in such prescription. This exemption shall not apply to any drug dispensed in the 
course of the conduct of a business of dispensing drugs pursuant to diagnosis by mail, or to a drug dispensed in 
violation of paragraph (1) of this subsection.

(3) The Secretary may by regulation remove drugs subject to section 505 from the requirements of paragraph (1) 
of this subsection when such requirements are not necessary for the protection of the public health.

(4) —

(A) A drug that is subject to paragraph (1) shall be deemed to be misbranded if at any time prior to dispensing 
the label of the drug fails to bear, at a minimum, the symbol “Rx only”.

(B) A drug to which paragraph (1) does not apply shall be deemed to be misbranded if at any time prior to 
dispensing the label of the drug bears the symbol described in subparagraph (A).

(5) Nothing in this subsection shall be construed to relieve any person from any requirement prescribed by 
or under authority of law with respect to drugs now included or which may hereafter be included within the 
classifications stated in section 3220 of the Internal Revenue Code (26 U.S.C. 3220), or to marihuana as defined 
in section 3238(b) of the Internal Revenue Code (26 U.S.C. 3238(b)).
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(c) —

(1) No person may sell, purchase, or trade or offer to sell, purchase, or trade any drug sample. For purposes of 
this paragraph and subsection (d), the term “drug sample” means a unit of a drug, subject to subsection (b), 
which is not intended to be sold and is intended to promote the sale of the drug. Nothing in this paragraph shall 
subject an officer or executive of a drug manufacturer or distributor to criminal liability solely because of a 
sale, purchase, trade, or offer to sell, purchase, or trade in violation of this paragraph by other employees of the 
manufacturer or distributor.

(2) No person may sell, purchase, or trade, offer to sell, purchase, or trade, or counterfeit any coupon. For 
purposes of this paragraph, the term “coupon” means a form which may be redeemed, at no cost or at a reduced 
cost, for a drug which is prescribed in accordance with subsection (b).

(3) —

(A) No person may sell, purchase, or trade, or offer to sell, purchase, or trade, any drug —

(i) which is subject to subsection (b), and

(ii) —

(I) which was purchased by a public or private hospital or other health care entity, or

(II) which was donated or supplied at a reduced price to a charitable organization described in 
section 501(c)(3) of the Internal Revenue Code of 1954.

(B) Subparagraph (A) does not apply to —

(i) the purchase or other acquisition by a hospital or other health care entity which is a member of a 
group purchasing organization of a drug for its own use from the group purchasing organization or from 
other hospitals or health care entities which are members of such organization,

(ii) the sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug by an organization 
described in subparagraph (A)(ii)(II) to a nonprofit affiliate of the organization to the extent otherwise 
permitted by law,

(iii) a sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug among hospitals or 
other health care entities which are under common control,

(iv) a sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug for emergency 
medical reasons, or

(v) a sale, purchase, or trade of a drug, an offer to sell, purchase, or trade a drug, or the dispensing of a 
drug pursuant to a prescription executed in accordance with subsection (b).

For purposes of this paragraph, the term “entity” does not include a wholesale distributor of drugs or a retail pharmacy 
licensed under State law and the term “emergency medical reasons” includes transfers of a drug between health care 
entities or from a health care entity to a retail pharmacy undertaken to alleviate temporary shortages of the drug 
arising from delays in or interruptions of regular distribution schedules.

(d) —

(1) Except as provided in paragraphs (2) and (3), no person may distribute any drug sample. For purposes of this 
subsection, the term “distribute” does not include the providing of a drug sample to a patient by a —

(A) practitioner licensed to prescribe such drug,

(B) health care professional acting at the direction and under the supervision of such a practitioner, or

(C) pharmacy of a hospital or of another health care entity that is acting at the direction of such a practitioner 
and that received such sample pursuant to paragraph (2) or (3).

(2) —

(A) The manufacturer or authorized distributor of record of a drug subject to subsection (b) may, in 
accordance with this paragraph, distribute drug samples by mail or common carrier to practitioners licensed 
to prescribe such drugs or, at the request of a licensed practitioner, to pharmacies of hospitals or other health 
care entities. Such a distribution of drug samples may only be made —

(i) in response to a written request for drug samples made on a form which meets the requirements of 
subparagraph (B), and
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(ii) under a system which requires the recipient of the drug sample to execute a written receipt for the 
drug sample upon its delivery and the return of the receipt to the manufacturer or authorized distributor 
of record.

(B) A written request for a drug sample required by subparagraph (A)(i) shall contain —

(i) the name, address, professional designation, and signature of the practitioner making the request,

(ii) the identity of the drug sample requested and the quantity requested,

(iii) the name of the manufacturer of the drug sample requested, and

(iv) the date of the request.

(C) Each drug manufacturer or authorized distributor of record which makes distributions by mail or 
common carrier under this paragraph shall maintain, for a period of 3 years, the request forms submitted 
for such distributions and the receipts submitted for such distributions and shall maintain a record of 
distributions of drug samples which identifies the drugs distributed and the recipients of the distributions. 
Forms, receipts, and records required to be maintained under this subparagraph shall be made available 
by the drug manufacturer or authorized distributor of record to Federal and State officials engaged in the 
regulation of drugs and in the enforcement of laws applicable to drugs.

(3) The manufacturer or authorized distributor of record of a drug subject to subsection (b) may, by means 
other than mail or common carrier, distribute drug samples only if the manufacturer or authorized distributor of 
record makes the distributions in accordance with subparagraph (A) and carries out the activities described in 
subparagraphs (B) through (F) as follows:

(A) Drug samples may only be distributed —

(i) to practitioners licensed to prescribe such drugs if they make a written request for the drug samples, 
or

(ii) at the written request of such a licensed practitioner, to pharmacies of hospitals or other health care 
entities.

A written request for drug samples shall be made on a form which contains the practitioner’s name, address, 
and professional designation, the identity of the drug sample requested, the quantity of drug samples 
requested, the name of the manufacturer or authorized distributor of record of the drug sample, the date of 
the request and signature of the practitioner making the request.

(B) Drug manufacturers or authorized distributors of record shall store drug samples under conditions that 
will maintain their stability, integrity, and effectiveness and will assure that the drug samples will be free of 
contamination, deterioration, and adulteration.

(C) Drug manufacturers or authorized distributors of record shall conduct, at least annually, a complete and 
accurate inventory of all drug samples in the possession of representatives of the manufacturer or authorized 
distributor of record. Drug manufacturers or authorized distributors of record shall maintain lists of the 
names and address of each of their representatives who distribute drug samples and of the sites where drug 
samples are stored. Drug manufacturers or authorized distributors of record shall maintain records for at least 
3 years of all drug samples distributed, destroyed, or returned to the manufacturer or authorized distributor 
of record, of all inventories maintained under this subparagraph, of all thefts or significant losses of drug 
samples, and of all requests made under subparagraph (A) for drug samples. Records and lists maintained 
under this subparagraph shall be made available by the drug manufacturer or authorized distributor of record 
to the Secretary upon request.

(D) Drug manufacturers or authorized distributors of record shall notify the Secretary of any significant loss 
of drug samples and any known theft of drug samples.

(E) Drug manufacturers or authorized distributors of record shall report to the Secretary any conviction of 
their representatives for violations of subsection (c)(1) or a State law because of the sale, purchase, or trade 
of a drug sample or the offer to sell, purchase, or trade a drug sample.

(F) Drug manufacturers or authorized distributors of record shall provide to the Secretary the name and 
telephone number of the individual responsible for responding to a request for information respecting drug 
samples.

(4) In this subsection, the term “authorized distributors of record” means those distributors with whom a 
manufacturer has established an ongoing relationship to distribute such manufacturer’s products.
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(e) —

(1) requireMent. — Subject to section 583:

(A) in general. — No person may engage in wholesale distribution of a drug subject to subsection (b)(1) 
in any State unless such person —

(i)

(I) is licensed by the State from which the drug is distributed; or

(II) if the State from which the drug is distributed has not established a licensure requirement, is 
licensed by the Secretary; and

(ii) if the drug is distributed interstate, is licensed by the State into which the drug is distributed if the 
State into which the drug is distributed requires the licensure of a person that distributes drugs into the 
State.

(B) stanDarDs. — Each Federal and State license described in subparagraph (A) shall meet the standards, 
terms, and conditions established by the Secretary under section 583.

(2) reporting anD Database. —

(A) reporting. — Beginning January 1, 2015, any person who owns or operates an establishment that 
engages in wholesale distribution shall —

(i) report to the Secretary, on an annual basis pursuant to a schedule determined by the Secretary —

(I) each State by which the person is licensed and the appropriate identification number of each 
such license; and

(II) the name, address, and contact information of each facility at which, and all trade names under 
which, the person conducts business; and

(ii) report to the Secretary within a reasonable period of time and in a reasonable manner, as determined 
by the Secretary, any significant disciplinary actions, such as the revocation or suspension of a wholesale 
distributor license, taken by a State or the Federal Government during the reporting period against the 
wholesale distributor.

(B) Database. — Not later than January 1, 2015, the Secretary shall establish a database of authorized 
wholesale distributors. Such database shall —

(i) identify each authorized wholesale distributor by name, contact information, and each State where 
such wholesale distributor is appropriately licensed to engage in wholesale distribution;

(ii) be available to the public on the Internet Web site of the Food and Drug Administration; and

(iii) be regularly updated on a schedule determined by the Secretary.

(C) CoorDination. — The Secretary shall establish a format and procedure for appropriate State officials to 
access the information provided pursuant to subparagraph (A) in a prompt and secure manner.

(D) ConfiDentiality. — Nothing in this paragraph shall be construed as authorizing the Secretary to 
disclose any information that is a trade secret or confidential information subject to section 552(b)(4) of 
title 5, United States Code, or section 1905 of title 18, United States Code.

(3) Costs. —

(A) authorizeD fees of seCretary. — If a State does not establish a licensing program for persons engaged 
in the wholesale distribution of a drug subject to subsection (b), the Secretary shall license a person engaged 
in wholesale distribution located in such State and may collect a reasonable fee in such amount necessary 
to reimburse the Secretary for costs associated with establishing and administering the licensure program 
and conducting periodic inspections under this section. The Secretary shall adjust fee rates as needed on an 
annual basis to generate only the amount of revenue needed to perform this service. Fees authorized under 
this paragraph shall be collected and available for obligation only to the extent and in the amount provided 
in advance in appropriations Acts. Such fees are authorized to remain available until expended. Such sums 
as may be necessary may be transferred from the Food and Drug Administration salaries and expenses 
appropriation account without fiscal year limitation to such appropriation account for salaries and expenses 
with such fiscal year limitation.

(B) state liCensing fees. — Nothing in this Act shall prohibit States from collecting fees from wholesale 
distributors in connection with State licensing of such distributors.
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(4) For the purposes of this subsection and subsection (d), the term “wholesale distribution” means the distribution 
of a drug subject to subsection (b) to a person other than a consumer or patient, or receipt of a drug subject to 
subsection (b) by a person other than the consumer or patient, but does not include —

(A) intracompany distribution of any drug between members of an affiliate or within a manufacturer;

(B) the distribution of a drug, or an offer to distribute a drug among hospitals or other health care entities 
which are under common control;

(C) the distribution of a drug or an offer to distribute a drug for emergency medical reasons, including a 
public health emergency declaration pursuant to section 319 of the Public Health Service Act, except that, 
for purposes of this paragraph, a drug shortage not caused by a public health emergency shall not constitute 
an emergency medical reason;

(D) the dispensing of a drug pursuant to a prescription executed in accordance with subsection (b)(1);

(E) the distribution of minimal quantities of drug by a licensed retail pharmacy to a licensed practitioner 
for office use;

(F) the distribution of a drug or an offer to distribute a drug by a charitable organization to a nonprofit 
affiliate of the organization to the extent otherwise permitted by law;

(G) the purchase or other acquisition by a dispenser, hospital, or other health care entity of a drug for use by 
such dispenser, hospital, or other health care entity;

(H) the distribution of a drug by the manufacturer of such drug;

(I) the receipt or transfer of a drug by an authorized third-party logistics provider provided that such third- 
party logistics provider does not take ownership of the drug;

(J) a common carrier that transports a drug, provided that the common carrier does not take ownership of 
the drug;

(K) the distribution of a drug, or an offer to distribute a drug by an authorized repackager that has taken 
ownership or possession of the drug and repacks it in accordance with section 582(e);

(L) salable drug returns when conducted by a dispenser;

(M) the distribution of a collection of finished medical devices, which may include a product or biological 
product, assembled in kit form strictly for the convenience of the purchaser or user (referred to in this 
subparagraph as a “medical convenience kit”) if —

(i) the medical convenience kit is assembled in an establishment that is registered with the Food and 
Drug Administration as a device manufacturer in accordance with section 510(b)(2);

(ii) the medical convenience kit does not contain a controlled substance that appears in a schedule 
contained in the Comprehensive Drug Abuse Prevention and Control Act of 1970;

(iii) in the case of a medical convenience kit that includes a product, the person that manufacturers the 
kit, —

(I) purchased such product directly from the pharmaceutical manufacturer or from a wholesale 
distributor that purchased the product directly from the pharmaceutical manufacturer; and

(II) does not alter the primary container or label of the product as purchased from the manufacturer 
or wholesale distributor; and

(iv) in the case of a medical convenience kit that includes a product, the product is —

(I) an intravenous solution intended for the replenishment of fluids and electrolytes;

(II) a product intended to maintain the equilibrium of water and minerals in the body;

(III) a product intended for irrigation or reconstitution;

(IV) an anesthetic;

(V) an anticoagulant;

(VI) a vasopressor; or

(VII) a sympathomimetic;

(N) the distribution of an intravenous drug that, by its formulation, is intended for the replenishment of fluids 
and electrolytes (such as sodium, chloride, and potassium) or calories (such as dextrose and amino acids);
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(O) the distribution of an intravenous drug used to maintain the equilibrium of water and minerals in the 
body, such as dialysis solutions;

(P) the distribution of a drug that is intended for irrigation, or sterile water, whether intended for such 
purposes or for injection;

(Q) the distribution of medical gas, as defined in section 575;

(R) facilitating the distribution of a product by providing solely administrative services, including processing 
of orders and payments; or

(S) the transfer of a product by a hospital or other health care entity, or by a wholesale distributor or 
manufacturer operating at the direction of the hospital or other health care entity, to a repackager described 
in section 581(16)(B) and registered under section 510 for the purpose of repackaging the drug for use by 
that hospital, or other health care entity and other health care entities that are under common control, if 
ownership of the drug remains with the hospital or other health care entity at all times.

(5) thirD-party logistiCs proViDers. — Notwithstanding paragraphs (1) through (4), each entity that meets the 
definition of a third-party logistics provider under section 581(22) shall obtain a license as a third-party logistics 
provider as described in section 584(a) and is not required to obtain a license as a wholesale distributor if the 
entity never assumes an ownership interest in the product it handles.

(6) affiliate. — For purposes of this subsection, the term “affiliate” means a business entity that has a 
relationship with a second business entity if, directly or indirectly —

(A) one business entity controls, or has the power to control, the other business entity; or

(B) a third party controls, or has the power to control, both of the business entities.

(f) —

(1) —

(A) A drug intended for use by animals other than man other than a veterinary feed directive drug intended 
for use in animal feed or an animal feed bearing or containing a veterinary feed directive drug, which —

(i) because of its toxicity or other potentiality for harmful effect, or the method of its use, or the collateral 
measures necessary for its use, is not safe for animal use except under the professional supervision of a 
licensed veterinarian, or 

(ii) is limited by an approved application under subsection (b) of section 512, a conditionally-approved 
application under section 571, or an index listing under section 572 to use under the professional 
supervision of a licensed veterinarian,

shall be dispensed only by or upon the lawful written or oral order of a licensed veterinarian in the course of 
the veterinarian’s professional practice.

(B) For purposes of subparagraph (A), an order is lawful if the order —

(i) is a prescription or other order authorized by law,

(ii) is, if an oral order, promptly reduced to writing by the person lawfully filling the order, and filed by 
that person, and

(iii) is refilled only if authorized in the original order or in a subsequent oral order promptly reduced to 
writing by the person lawfully filling the order, and filed by that person.

(C) The act of dispensing a drug contrary to the provisions of this paragraph shall be deemed to be an act 
which results in the drug being misbranded while held for sale.

(2) Any drug when dispensed in accordance with paragraph (1) of this subsection —

(A) Shall be exempt from the requirements of section 502, except subsections (a), (g), (h), (i)(2), (i)(3), and 
(p) of such section, and

(B) shall be exempt from the packaging requirements of subsections (g), (h), and (p) of such section, if —

(i) when dispensed by a licensed veterinarian, the drug bears a label containing the name and address 
of the practitioner and any directions for use and cautionary statements specified by the practitioner, or

(ii) when dispensed by filling the lawful order of a licensed veterinarian, the drug bears a label containing 
the name and address of the dispenser, the serial number and date of the order or of its filing, the name 
of the licensed veterinarian, and the directions for use and cautionary statements, if any, contained in 
such order.
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The preceding sentence shall not apply to any drug dispensed in the course of the conduct of a business of 
dispensing drugs pursuant to diagnosis by mail.

(3) The Secretary may by regulation exempt drugs for animals other than man subject to section 512, 571, or 
572 from the requirements of paragraph (1) when such requirements are not necessary for the protection of the 
public health.

(4) A drug which is subject to paragraph (1) shall be deemed to be misbranded if at any time prior to dispensing 
its label fails to bear the statement “Caution: Federal law restricts this drug to use by or on the order of a licensed 
veterinarian.”. A drug to which paragraph (1) does not apply shall be deemed to be misbranded if at any time 
prior to dispensing its label bears the statement specified in the preceding sentence.

(g)

(1) —

(A) The Secretary shall, in accordance with this subsection, assign a primary agency center to regulate 
products that constitute a combination of a drug, device, or biological product.

(B) The Secretary shall conduct the premarket review of any combination product under a single application, 
whenever appropriate.

(C) For purposes of this subsection, the term “primary mode of action” means the single mode of action of 
a combination product expected to make the greatest contribution to the overall intended therapeutic effects 
of the combination product.

(D) The Secretary shall determine the primary mode of action of the combination product. If the Secretary 
determines that the primary mode of action is that of—

(i) a drug (other than a biological product), the agency center charged with premarket review of drugs 
shall have primary jurisdiction;

(ii) a device, the agency center charged with premarket review of devices shall have primary jurisdiction; or

(iii) a biological product, the agency center charged with premarket review of biological products shall 
have primary jurisdiction.

(E) In determining the primary mode of action of a combination product, the Secretary shall not determine 
that the primary mode of action is that of a drug or biological product solely because the combination 
product has any chemical action within or on the human body.

(F) If a sponsor of a combination product disagrees with the determination under subparagraph (D)—

(i) such sponsor may request, and the Secretary shall provide, a substantive rationale to such sponsor 
that references scientific evidence provided by the sponsor and any other scientific evidence relied upon 
by the Secretary to support such determination; and

(ii) –

(I) the sponsor of the combination product may propose one or more studies (which may be 
nonclinical, clinical, or both) to establish the relevance, if any, of the chemical action in achieving 
the primary mode of action of such product;

(II) if the sponsor proposes any such studies, the Secretary and the sponsor of such product shall 
collaborate and seek to reach agreement, within a reasonable time of such proposal, not to exceed 
90 calendar days, on the design of such studies; and

(III) if an agreement is reached under subclause (II) and the sponsor conducts one or more of such 
studies, the Secretary shall consider the data resulting from any such study when reevaluating the 
determination of the primary mode of action of such product, and unless and until such reevaluation 
has occurred and the Secretary issues a new determination, the determination of the Secretary 
under subparagraph (D) shall remain in effect.

(2) –

(A) –

(i) To establish clarity and certainty for the sponsor, the sponsor of a combination product may request 
a meeting on such combination product. If the Secretary concludes that a determination of the primary 
mode of action pursuant to paragraph (1)(D) is necessary, the sponsor may request such meeting only 
after the Secretary makes such determination. If the sponsor submits a written meeting request, the 
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Secretary shall, not later than 75 calendar days after receiving such request, meet with the sponsor of 
such combination product.

(ii) A meeting under clause (i) may—

(I) address the standards and requirements for market approval or clearance of the combination 
product;

(II) address other issues relevant to such combination product, such as requirements related to 
postmarket modification of such combination product and good manufacturing practices applicable 
to such combination product; and

(III) identify elements under subclauses (I) and (II) that may be more appropriate for discussion 
and agreement with the Secretary at a later date given that scientific or other information is not 
available, or agreement is otherwise not feasible regarding such elements, at the time a request for 
such meeting is made.

(iii) Any agreement under this subparagraph shall be in writing and made part of the administrative 
record by the Secretary.

(iv) Any such agreement shall remain in effect, except—

(I) upon the written agreement of the Secretary and the sponsor or applicant; or

(II) pursuant to a decision by the director of the reviewing division of the primary agency center, 
or a person more senior than such director, in consultation with consulting centers and the Office, 
as appropriate, that an issue essential to determining whether the standard for market clearance 
or other applicable standard under this Act or the Public Health Service Act applicable to the 
combination product has been identified since the agreement was reached, or that deviating from 
the agreement is otherwise justifiable based on scientific evidence, for public health reasons.

(3) For purposes of conducting the premarket review of a combination product that contains an approved 
constituent part described in paragraph (4), the Secretary may require that the sponsor of such combination 
product submit to the Secretary only data or information that the Secretary determines is necessary to meet the 
standard for clearance or approval, as applicable, under this Act or the Public Health Service Act, including any 
incremental risks and benefits posed by such combination product, using a risk-based approach and taking into 
account any prior finding of safety and effectiveness or substantial equivalence for the approved constituent part 
relied upon by the applicant in accordance with paragraph (5).

(4) For purposes of paragraph (3), an approved constituent part is—

(A) a drug constituent part of a combination product being reviewed in a single application or request under 
section 515, 510(k), or 513(f)(2) (submitted in accordance with paragraph (5)), that is an approved drug, 
provided such application or request complies with paragraph (5);

(B) a device constituent part approved under section 515 that is referenced by the sponsor and that is available 
for use by the Secretary under section 520(h)(4); or

(C) any constituent part that was previously approved, cleared, or classified under section 505, 510(k), 
513(f)(2), or 515 of this Act for which the sponsor has a right of reference or any constituent part that is a 
nonprescription drug, as defined in section 760(a)(2).

(5) –

(A) If an application is submitted under section 515 or 510(k) or a request is submitted under section 513(f)(2), 
consistent with any determination made under paragraph (1)(D), for a combination product containing as a 
constituent part an approved drug—

(i) the application or request shall include the certification or statement described in section 505(b)(2); 
and

(ii) the applicant or requester shall provide notice as described in section 505(b)(3).

(B) For purposes of this paragraph and paragraph (4), the term ‘approved drug’ means an active ingredient—

(i) that was in an application previously approved under section 505(c);

(ii) where such application is relied upon by the applicant submitting the application or request described 
in subparagraph (A); 
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(iii) for which full reports of investigations that have been made to show whether such drug is safe for 
use and whether such drug is effective in use were not conducted by or for the applicant submitting the 
application or request described in subparagraph (A); and

(iv) for which the applicant submitting the application or request described in subparagraph (A) has 
not obtained a right of reference or use from the person by or for whom the investigations described in 
clause (iii) were conducted.

(C) The following provisions shall apply with respect to an application or request described in subparagraph 
(A) to the same extent and in the same manner as if such application or request were an application described 
in section 505(b)(2) that referenced the approved drug:

(i) Subparagraphs (A), (B), (C), and (D) of section 505(c)(3).

(ii) Clauses (ii), (iii), and (iv) of section 505(c)(3)(E).

(iii) Subsections (b) and (c) of section 505A.

(iv) Section 505E(a).

(v) Section 527(a).

(D) Notwithstanding any other provision of this subsection, an application or request for classification for 
a combination product described in subparagraph (A) shall be considered an application submitted under 
section 505(b)(2) for purposes of section 271(e)(2)(A) of title 35, United States Code.

(6) Nothing in this subsection shall be construed as prohibiting a sponsor from submitting separate applications 
for the constituent parts of a combination product, unless the Secretary determines that a single application is 
necessary.

(7) Nothing in this subsection shall prevent the Secretary from using any agency resources of the Food and Drug 
Administration necessary to ensure adequate review of the safety, effectiveness, or substantial equivalence of an 
article.

(8) —

(A) Not later than 60 days after the date of the enactment of this paragraph, the Secretary shall establish 
within the Office of the Commissioner of Food and Drugs an office to ensure the prompt assignment of 
combination products to agency centers, the timely and effective premarket review of such products, and 
consistent and appropriate postmarket regulation of like products subject to the same statutory requirements 
to the extent permitted by law. Additionally, the office shall, in determining whether a product is to be 
designated a combination product, consult with the component within the Office of the Commissioner of 
Food and Drugs that is responsible for such determinations. Such office (referred to in this paragraph as the 
“Office”) shall have appropriate scientific and medical expertise, and shall be headed by a director.

(B) In carrying out this subsection, the Office shall, for each combination product, promptly assign an 
agency center with primary jurisdiction in accordance with paragraph (1) for the premarket review of such 
product.

(C) —

(i) In carrying out this subsection, the Office shall ensure timely and effective premarket review that 
involves more than one agency center by coordinating such reviews, overseeing the timeliness of such 
reviews, and overseeing the alignment of feedback regarding such reviews.

(ii) In order to ensure the timeliness and alignment of the premarket review of a combination product, 
the agency center with primary jurisdiction for the product, and the consulting agency center, shall be 
responsible to the Office with respect to the timeliness and alignment of the premarket review.

(iii) The Office shall ensure that, with respect to a combination product, a designated person or persons 
in the primary agency center is the primary point or points of contact for the sponsor of such combination 
product. The Office shall also coordinate communications to and from any consulting center involved 
in such premarket review, if requested by such primary agency center or any such consulting center. 
Agency communications and commitments, to the extent consistent with other provisions of law and 
the requirements of all affected agency centers, from the primary agency center shall be considered as 
communication from the Secretary on behalf of all agency centers involved in the review.

(iv) The Office shall, with respect to the premarket review of a combination product—
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(I) ensure that any meeting between the Secretary and the sponsor of such product is attended by 
each agency center involved in the review, as appropriate;

(II) ensure that each consulting agency center has completed its premarket review and provided the 
results of such review to the primary agency center in a timely manner; and

(III) ensure that each consulting center follows the guidance described in clause (vi) and advises, 
as appropriate, on other relevant regulations, guidances, and policies.

(v) In seeking agency action with respect to a combination product, the sponsor of such product—

(I) shall identify the product as a combination product; and 

(II) may request in writing the participation of representatives of the Office in meetings related 
to such combination product, or to have the Office otherwise engage on such regulatory matters 
concerning the combination product.

(vi) Not later than 4 years after the date of enactment of the 21st Century Cures Act [December 13, 
2016 —Ed.], and after a public comment period of not less than 60 calendar days, the Secretary shall 
issue a final guidance that describes—

(I) the structured process for managing presubmission interactions with sponsors developing 
combination products;

(II) the best practices for ensuring that the feedback in such pre-submission interactions represents 
the Agency’s best advice based on the information provided during such pre-submission interactions;

(III) the information that is required to be submitted with a meeting request under paragraph (2), 
how such meetings relate to other types of meetings in the Food and Drug Administration, and the 
form and content of any agreement reached through a meeting under such paragraph (2);

(D) In carrying out this subsection, the Office shall ensure the consistency and appropriateness of postmarket 
regulation of like products subject to the same statutory requirements to the extent permitted by law.

(E) —

(i) Any dispute regarding the timeliness of the premarket review of a combination product may be 
presented to the Office for resolution, unless the dispute is clearly premature.

(ii) During the review process, any dispute regarding the substance of the premarket review may be 
presented to the Commissioner of Food and Drugs after first being considered by the agency center with 
primary jurisdiction of the premarket review, under the scientific dispute resolution procedures for such 
center. The Commissioner of Food and Drugs shall consult with the Director of the Office in resolving 
the substantive dispute.

(F) The Secretary, acting through the Office, shall review each agreement, guidance, or practice of the 
Secretary that is specific to the assignment of combination products to agency centers and shall determine 
whether the agreement, guidance, or practice is consistent with the requirements of this subsection. In 
carrying out such review, the Secretary shall consult with stakeholders and the directors of the agency 
centers. After such consultation, the Secretary shall determine whether to continue in effect, modify, revise, 
or eliminate such agreement, guidance, or practice, and shall publish in the Federal Register a notice of the 
availability of such modified or revised agreement, guidance or practice. Nothing in this paragraph shall be 
construed as preventing the Secretary from following each agreement, guidance, or practice until continued, 
modified, revised, or eliminated.

(G) Not later than one year after the date of the enactment of this paragraph (except with respect to clause 
(iv), beginning not later than one year after the date of the enactment of the 21st Century Cures Act) and 
annually thereafter, the Secretary shall report to the appropriate committees of Congress on the activities 
and impact of the Office. The report shall include provisions —

(i) describing the numbers and types of combination products under review and the timeliness in days 
of such assignments, reviews, and dispute resolutions;

(ii) identifying the number of premarket reviews of such products that involved a consulting agency 
center; 

(iii) describing improvements in the consistency of postmarket regulation of combination products; and

(iv) identifying the percentage of combination products for which a dispute resolution, with respect to 
premarket review, was requested by the combination product’s sponsor.
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(H) Nothing in this paragraph shall be construed to limit the regulatory authority of any agency center.

(9) As used in this subsection:

(A) The term “agency center” means a center or alternative organizational component of the Food and Drug 
Administration.

(B) The term “biological product” has the meaning given the term in section 351(i) of the Public Health 
Service Act (42 U.S.C. 262(i)).

(C) The term “market clearance” includes —

(i) approval of an application under section 505, 507, 515, or 520(g);

(ii) a finding of substantial equivalence under this subchapter;

(iii) approval of a biologics license application under subsection (a) of section 351 of the Public Health 
Service Act (42 U.S.C. 262); and

(iv) de novo classification under section 513(a)(1).

(D) The terms “premarket review” and “reviews” include all activities of the Food and Drug Administration 
conducted prior to approval or clearance of an application, notification, or request for classification 
submitted under section 505, 510(k), 513(f)(2), 515, or 520 of this Act or under section 351 of the Public 
Health Service Act, including with respect to investigational use of the product.

seC. 503a. [353a] pharMaCy CoMpounDing.

(a) in general. — Sections 501(a)(2)(B), 502(f)(1), and 505 shall not apply to a drug product if the drug product 
is compounded for an identified individual patient based on the receipt of a valid prescription order or a notation, 
approved by the prescribing practitioner, on the prescription order that a compounded product is necessary for the 
identified patient, if the drug product meets the requirements of this section, and if the compounding —

(1) is by —

(A) a licensed pharmacist in a State licensed pharmacy or a Federal facility, or

(B) a licensed physician,

on the prescription order for such individual patient made by a licensed physician or other licensed practitioner 
authorized by State law to prescribe drugs; or

(2) —

(A) is by a licensed pharmacist or licensed physician in limited quantities before the receipt of a valid 
prescription order for such individual patient; and

(B) is based on a history of the licensed pharmacist or licensed physician receiving valid prescription orders 
for the compounding of the drug product, which orders have been generated solely within an established 
relationship between —

(i) the licensed pharmacist or licensed physician; and

(ii) —

(I) such individual patient for whom the prescription order will be provided; or

(II) the physician or other licensed practitioner who will write such prescription order.

(b) CoMpounDeD Drug. —

(1) liCenseD PharMaCist anD liCenseD PhysiCian. — A drug product may be compounded under subsection 
(a) if the licensed pharmacist or licensed physician —

(A) compounds the drug product using bulk drug substances, as defined in regulations of the Secretary 
published at section 207.3(a)(4) of title 21 of the Code of Federal Regulations —

(i) that —

(I) comply with the standards of an applicable United States Pharmacopeia or National Formulary 
monograph, if a monograph exists, and the United States Pharmacopeia chapter on pharmacy 
compounding;

(II) if such a monograph does not exist, are drug substances that are components of drugs approved 
by the Secretary; or
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(III) if such a monograph does not exist and the drug substance is not a component of a drug 
approved by the Secretary, that appear on a list developed by the Secretary through regulations 
issued by the Secretary under subsection (c);

(ii) that are manufactured by an establishment that is registered under section 510 (including a foreign 
establishment that is registered under section 510(i)); and

(iii) that are accompanied by valid certificates of analysis for each bulk drug substance;

(B) compounds the drug product using ingredients (other than bulk drug substances) that comply with the 
standards of an applicable United States Pharmacopeia or National Formulary monograph, if a monograph 
exists, and the United States Pharmacopeia chapter on pharmacy compounding;

(C) does not compound a drug product that appears on a list published by the Secretary in the Federal 
Register of drug products that have been withdrawn or removed from the market because such drug products 
or components of such drug products have been found to be unsafe or not effective; and

(D) does not compound regularly or in inordinate amounts (as defined by the Secretary) any drug products 
that are essentially copies of a commercially available drug product.

(2) Definition. — For purposes of paragraph (1)(D), the term “essentially a copy of a commercially available 
drug product” does not include a drug product in which there is a change, made for an identified individual 
patient, which produces for that patient a significant difference, as determined by the prescribing practitioner, 
between the compounded drug and the comparable commercially available drug product.

(3) Drug ProDuCt. — A drug product may be compounded under subsection (a) only if —

(A) such drug product is not a drug product identified by the Secretary by regulation as a drug product that 
presents demonstrable difficulties for compounding that reasonably demonstrate an adverse effect on the 
safety or effectiveness of that drug product; and

(B) such drug product is compounded in a State —

(i) that has entered into a memorandum of understanding with the Secretary which addresses the 
distribution of inordinate amounts of compounded drug products interstate and provides for appropriate 
investigation by a State agency of complaints relating to compounded drug products distributed outside 
such State; or

(ii) that has not entered into the memorandum of understanding described in clause (i) and the 
licensed pharmacist, licensed pharmacy, or licensed physician distributes (or causes to be distributed) 
compounded drug products out of the State in which they are compounded in quantities that do not 
exceed 5 percent of the total prescription orders dispensed or distributed by such pharmacy or physician.

The Secretary shall, in consultation with the National Association of Boards of Pharmacy, develop a standard 
memorandum of understanding for use by the States in complying with subparagraph (B)(i).

(c) regulations. —

(1) in general. — The Secretary shall issue regulations to implement this section. Before issuing regulations 
to implement subsections (b)(1)(A)(i)(III), (b)(1)(C), or (b)(3)(A), the Secretary shall convene and consult an 
advisory committee on compounding unless the Secretary determines that the issuance of such regulations before 
consultation is necessary to protect the public health. The advisory committee shall include representatives from 
the National Association of Boards of Pharmacy, the United States Pharmacopeia, pharmacy, physician, and 
consumer organizations, and other experts selected by the Secretary.

(2) liMiting CoMpounDing. — The Secretary, in consultation with the United States Pharmacopeia Convention, 
Incorporated, shall promulgate regulations identifying drug substances that may be used in compounding under 
subsection (b)(1)(A)(i)(III) for which a monograph does not exist or which are not components of drug products 
approved by the Secretary. The Secretary shall include in the regulation the criteria for such substances, which 
shall include historical use, reports in peer reviewed medical literature, or other criteria the Secretary may identify.

(d) appliCation. — This section shall not apply to —

(1) compounded positron emission tomography drugs as defined in section 201(ii); or

(2) radiopharmaceuticals.

(e) Definition. — As used in this section, the term “compounding” does not include mixing, reconstituting, or other 
such acts that are performed in accordance with directions contained in approved labeling provided by the product’s 
manufacturer and other manufacturer directions consistent with that labeling.
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seC. 503b. [353b] outsourCing faCilities.

(a) in general. — Sections 502(f)(1), 505, and 582 shall not apply to a drug compounded by or under the direct 
supervision of a licensed pharmacist in a facility that elects to register as an outsourcing facility if each of the 
following conditions is met: 

(1) registration anD reporting. — The drug is compounded in an outsourcing facility that is in compliance 
with the requirements of subsection (b).

(2) bulk Drug substanCes. — The drug is compounded in an outsourcing facility that does not compound using 
bulk drug substances (as defined in section 207.3(a)(4) of title 21, Code of Federal Regulations (or any successor 
regulation)), unless —

(A) —

(i) the bulk drug substance appears on a list established by the Secretary identifying bulk drug substances 
for which there is a clinical need, by —

(I) publishing a notice in the Federal Register proposing bulk drug substances to be included on the 
list, including the rationale for such proposal;

(II) providing a period of not less than 60 calendar days for comment on the notice; and

(III) publishing a notice in the Federal Register designating bulk drug substances for inclusion on 
the list; or

(ii) the drug compounded from such bulk drug substance appears on the drug shortage list in effect 
under section 506E at the time of compounding, distribution, and dispensing;

(B) if an applicable monograph exists under the United States Pharmacopeia, the National Formulary, or 
another compendium or pharmacopeia recognized by the Secretary for purposes of this paragraph, the bulk 
drug substances each comply with the monograph;

(C) the bulk drug substances are each manufactured by an establishment that is registered under section 510 
(including a foreign establishment that is registered under section 510(i)); and

(D) the bulk drug substances are each accompanied by a valid certificate of analysis.

(3) ingreDients (other than bulk Drug substanCes). — If any ingredients (other than bulk drug substances) 
are used in compounding the drug, such ingredients comply with the standards of the applicable United States 
Pharmacopeia or National Formulary monograph, if such monograph exists, or of another compendium or 
pharmacopeia recognized by the Secretary for purposes of this paragraph if any.

(4) Drugs withDrawn or reMoVeD beCause unsafe or not effeCtiVe. — The drug does not appear on a list 
published by the Secretary of drugs that have been withdrawn or removed from the market because such drugs 
or components of such drugs have been found to be unsafe or not effective.

(5) essentially a Copy of an approVeD Drug. — The drug is not essentially a copy of one or more approved 
drugs.

(6) Drugs Presenting DeMonstrable DiffiCulties for CoMpounDing. — The drug —

(A) is not identified (directly or as part of a category of drugs) on a list published by the Secretary, through 
the process described in subsection (c), of drugs or categories of drugs that present demonstrable difficulties 
for compounding that are reasonably likely to lead to an adverse effect on the safety or effectiveness of the 
drug or category of drugs, taking into account the risks and benefits to patients; or

(B) is compounded in accordance with all applicable conditions identified on the list described in 
subparagraph (A) as conditions that are necessary to prevent the drug or category of drugs from presenting 
the demonstrable difficulties described in subparagraph (A).

(7) eleMents to assure safe use. — In the case of a drug that is compounded from a drug that is the subject 
of a risk evaluation and mitigation strategy approved with elements to assure safe use pursuant to section 505–1, 
or from a bulk drug substance that is a component of such drug, the outsourcing facility demonstrates to the 
Secretary prior to beginning compounding that such facility will utilize controls comparable to the controls 
applicable under the relevant risk evaluation and mitigation strategy.

(8) Prohibition on Wholesaling. — The drug will not be sold or transferred by an entity other than the 
outsourcing facility that compounded such drug. This paragraph does not prohibit administration of a drug in a 
health care setting or dispensing a drug pursuant to a prescription executed in accordance with section 503(b)(1).
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(9) fees. — The drug is compounded in an outsourcing facility that has paid all fees owed by such facility 
pursuant to section 744K.

(10) labeling of Drugs. —

(A) label. — The label of the drug includes —

(i) the statement ‘This is a compounded drug.’ or a reasonable comparable alternative statement (as 
specified by the Secretary) that prominently identifies the drug as a compounded drug;

(ii) the name, address, and phone number of the applicable outsourcing facility; and (iii) with respect 
to the drug —

(I) the lot or batch number;

(II) the established name of the drug; 

(III) the dosage form and strength;

(IV) the statement of quantity or volume, as appropriate; 

(V) the date that the drug was compounded;

(VI) the expiration date;

(VII) storage and handling instructions;

(VIII) the National Drug Code number, if available;

(IX) the statement ‘Not for resale’, and, if the drug is dispensed or distributed other than pursuant 
to a prescription for an individual identified patient, the statement ‘Office Use Only’; and

(X) subject to subparagraph (B)(i), a list of active and inactive ingredients, identified by established 
name and the quantity or proportion of each ingredient.

(B) Container. — The container from which the individual units of the drug are removed for dispensing or 
for administration (such as a plastic bag containing individual product syringes) shall include —

(i) the information described under subparagraph (A)(iii)(X), if there is not space on the label for such 
information;

(ii) the following information to facilitate adverse event reporting: www.fda.gov/medwatch and 1–800–

FDA–1088 (or any successor Internet Web site or phone number); and

(iii) directions for use, including, as appropriate, dosage and administration.

(C) aDDitional inforMation. — The label and labeling of the drug shall include any other information as 
determined necessary and specified in regulations promulgated by the Secretary.

(11) outsourCing faCility requireMent. — The drug is compounded in an outsourcing facility in which the 
compounding of drugs occurs only in accordance with this section.

(b) registration of outsourCing faCilities anD reporting of Drugs. —

(1) registration of outsourCing faCilities. —

(A) annual registration. — Upon electing and in order to become an outsourcing facility, and during the 
period beginning on October 1 and ending on December 31 of each year thereafter, a facility —

(i) shall register with the Secretary its name, place of business, and unique facility identifier (which 
shall conform to the requirements for the unique facility identifier established under section 510), and 
a point of contact email address; and

(ii) shall indicate whether the outsourcing facility intends to compound a drug that appears on the list 
in effect under section 506E during the subsequent calendar year.

(B) aVailability of registration for inspeCtion; list. —

(i) registrations. — The Secretary shall make available for inspection, to any person so requesting, 
any registration filed pursuant to this paragraph.

(ii) list. — The Secretary shall make available on the public Internet Web site of the Food and Drug 
Administration a list of the name of each facility registered under this subsection as an outsourcing 
facility, the State in which each such facility is located, whether the facility compounds from bulk drug 
substances, and whether any such compounding from bulk drug substances is for sterile or nonsterile 
drugs.
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(2) Drug reporting by outsourCing faCilities. —

(A) in general. — Upon initially registering as an outsourcing facility, once during the month of June of 
each year, and once during the month of December of each year, each outsourcing facility that registers with 
the Secretary under paragraph (1) shall submit to the Secretary a report —

(i) identifying the drugs compounded by such outsourcing facility during the previous 6-month period; 
and

(ii) with respect to each drug identified under clause (i), providing the active ingredient, the source of 
such active ingredient, the National Drug Code number of the source drug or bulk active ingredient if 
available, the strength of the active ingredient per unit, the dosage form and route of administration, the 
package description, the number of individual units produced, and the National Drug Code number of 
the final product, if assigned.

(B) forM. — Each report under subparagraph (A) shall be prepared in such form and manner as the Secretary 
may prescribe by regulation or guidance.

(C) ConfiDentiality. — Reports submitted under this paragraph shall be exempt from inspection under 
paragraph (1)(B)(i), unless the Secretary finds that such an exemption would be inconsistent with the 
protection of the public health.

(3) eleCtroniC registration anD reporting. — Registrations and drug reporting under this subsection 
(including the submission of updated information) shall be submitted to the Secretary by electronic means unless 
the Secretary grants a request for waiver of such requirement because use of electronic means is not reasonable 
for the person requesting waiver.

(4) risk-baseD inspeCtion frequenCy. —

(A) in general. — Outsourcing facilities —

(i) shall be subject to inspection pursuant to section 704; and

(ii) shall not be eligible for the exemption under section 704(a)(2)(A).

(B) risk-baseD sCheDule. — The Secretary, acting through one or more officers or employees duly 
designated by the Secretary, shall inspect outsourcing facilities in accordance with a risk-based schedule 
established by the Secretary.

(C) risk faCtors. — In establishing the risk-based schedule, the Secretary shall inspect outsourcing 
facilities according to the known safety risks of such outsourcing facilities, which shall be based on the 
following factors:

(i) The compliance history of the outsourcing facility.

(ii) The record, history, and nature of recalls linked to the outsourcing facility.

(iii) The inherent risk of the drugs compounded at the outsourcing facility.

(iv) The inspection frequency and history of the outsourcing facility, including whether the outsourcing 
facility has been inspected pursuant to section 704 within the last 4 years.

(v) Whether the outsourcing facility has registered under this paragraph as an entity that intends to 
compound a drug that appears on the list in effect under section 506E.

(vi) Any other criteria deemed necessary and appropriate by the Secretary for purposes of allocating 
inspection resources.

(5) aDVerse eVent reporting. — Outsourcing facilities shall submit adverse event reports to the Secretary in 
accordance with the content and format requirements established through guidance or regulation under section 
310.305 of title 21, Code of Federal Regulations (or any successor regulations).

(c) regulations. —

(1) in general. — The Secretary shall implement the list described in subsection (a)(6) through regulations.

(2) aDVisory CoMMittee on CoMpounDing. — Before issuing regulations to implement subsection (a)(6), the 
Secretary shall convene and consult an advisory committee on compounding. The advisory committee shall 
include representatives from the National Association of Boards of Pharmacy, the United States Pharmacopeia, 
pharmacists with current experience and expertise in compounding, physicians with background and knowledge 
in compounding, and patient and public health advocacy organizations.
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(3) interiM list. —

(A) in general. — Before the effective date of the regulations finalized to implement subsection (a)(6), 
the Secretary may designate drugs, categories of drugs, or conditions as described such subsection by —

(i) publishing a notice of such substances, drugs, categories of drugs, or conditions proposed for 
designation, including the rationale for such designation, in the Federal Register;

(ii) providing a period of not less than 60 calendar days for comment on the notice; and

(iii) publishing a notice in the Federal Register designating such drugs, categories of drugs, or conditions.

(B) sunset of notiCe. — Any notice provided under subparagraph (A) shall not be effective after the earlier 
of —

(i) the date that is 5 years after the date of enactment of the Compounding Quality Act; or (ii) the 
effective date of the final regulations issued to implement subsection (a)(6).

(4) upDates. — The Secretary shall review, and update as necessary, the regulations containing the lists of drugs, 
categories of drugs, or conditions described in subsection (a)(6) regularly, but not less than once every 4 years. 
Nothing in the previous sentence prohibits submissions to the Secretary, before or during any 4-year period 
described in such sentence, requesting updates to such lists.

(d) Definitions. — In this section:

(1) The term “compounding” includes the combining, admixing, mixing, diluting, pooling, reconstituting, or 
otherwise altering of a drug or bulk drug substance to create a drug.

(2) The term “essentially a copy of an approved drug” means —

(A) a drug that is identical or nearly identical to an approved drug, or a marketed drug not subject to section 
503(b) and not subject to approval in an application submitted under section 505, unless, in the case of 
an approved drug, the drug appears on the drug shortage list in effect under section 506E at the time of 
compounding, distribution, and dispensing; or

(B) a drug, a component of which is a bulk drug substance that is a component of an approved drug or a 
marketed drug that is not subject to section 503(b) and not subject to approval in an application submitted 
under section 505, unless there is a change that produces for an individual patient a clinical difference, as 
determined by the prescribing practitioner, between the compounded drug and the comparable approved drug.

(3) The term “approved drug” means a drug that is approved under section 505 and does not appear on the list 
described in subsection (a)(4) of drugs that have been withdrawn or removed from the market because such drugs 
or components of such drugs have been found to be unsafe or not effective.

(4) —

(A) The term “outsourcing facility” means a facility at one geographic location or address that—

(i) is engaged in the compounding of sterile drugs;

(ii) has elected to register as an outsourcing facility; and 

(iii) complies with all of the requirements of this section.

(B) An outsourcing facility is not required to be a licensed pharmacy.

(C) An outsourcing facility may or may not obtain prescriptions for identified individual patients.

(5) The term “sterile drug” means a drug that is intended for parenteral administration, an ophthalmic or oral 
inhalation drug in aqueous format, or a drug that is required to be sterile under Federal or State law.

(d) obligation to pay fees. — Payment of the fee under section 744K, as described in subsection (a)(9), shall not 
relieve an outsourcing facility that is licensed as a pharmacy in any State that requires pharmacy licensing fees of its 
obligation to pay such State fees. 

seC. 503C. [353c] prereView of teleVision aDVertiseMents.

(a) in general. — The Secretary may require the submission of any television advertisement for a drug (including 
any script, story board, rough, or a completed video production of the television advertisement) to the Secretary for 
review under this section not later than 45 days before dissemination of the television advertisement.

(b) reView. — In conducting a review of a television advertisement under this section, the Secretary may make 
recommendations with respect to information included in the label of the drug —
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(1) on changes that are —

(A) necessary to protect the consumer good and wellbeing; or

(B) consistent with prescribing information for the product under review; and

(2) if appropriate and if information exists, on statements for inclusion in the advertisement to address the 
specific efficacy of the drug as it relates to specific population groups, including elderly populations, children, 
and racial and ethnic minorities.

(c) no authority to require Changes. — Except as provided by subsection (e), this section does not authorize the 
Secretary to make or direct changes in any material submitted pursuant to subsection (a).

(d) elDerly Populations, ChilDren, raCially anD ethniCally DiVerse CoMMunities. — In formulating 
recommendations under subsection (b), the Secretary shall take into consideration the impact of the advertised drug 
on elderly populations, children, and racially and ethnically diverse communities.

(e) speCifiC DisClosures. —

(1) serious risk; safety ProtoCol. — In conducting a review of a television advertisement under this section, 
if the Secretary determines that the advertisement would be false or misleading without a specific disclosure 
about a serious risk listed in the labeling of the drug involved, the Secretary may require inclusion of such 
disclosure in the advertisement.

(2) Date of approVal. — In conducting a review of a television advertisement under this section, the Secretary 
may require the advertisement to include, for a period not to exceed 2 years from the date of the approval of the 
drug under section 505 or section 351 of the Public Health Service Act, a specific disclosure of such date of 
approval if the Secretary determines that the advertisement would otherwise be false or misleading.

(f) rule of ConstruCtion. — Nothing in this section may be construed as having any effect on requirements under 
section 502(n) or on the authority of the Secretary under section 314.550, 314.640, 601.45, or 601.94 of title 21, Code 
of Federal Regulations (or successor regulations).

seC. 504. [354] Veterinary feeD DireCtiVe Drugs.

(a) —

(1) A drug intended for use in or on animal feed which is limited by an approved application filed pursuant to 
section 512(b), a conditionally-approved application filed pursuant to section 571, or an index listing pursuant 
to section 572 to use under the professional supervision of a licensed veterinarian is a veterinary feed directive 
drug. Any animal feed bearing or containing a veterinary feed directive drug shall be fed to animals only by 
or upon a lawful veterinary feed directive issued by a licensed veterinarian in the course of the veterinarian’s 
professional practice. When labeled, distributed, held, and used in accordance with this section, a veterinary feed 
directive drug and any animal feed bearing or containing a veterinary feed directive drug shall be exempt from 
section 502(f).

(2) A veterinary feed directive is lawful if it —

(A) contains such information as the Secretary may by general regulation or by order require; and

(B) is in compliance with the conditions and indications for use of the drug set forth in the notice published 
pursuant to section 512(i), or the index listing pursuant to section 572(e).

(3) —

(A) Any persons involved in the distribution or use of animal feed bearing or containing a veterinary feed 
directive drug and the licensed veterinarian issuing the veterinary feed directive shall maintain a copy of 
the veterinary feed directive applicable to each such feed, except in the case of a person distributing such 
feed to another person for further distribution. Such person distributing the feed shall maintain a written 
acknowledgment from the person to whom the feed is shipped stating that that person shall not ship or move 
such feed to an animal production facility without a veterinary feed directive or ship such feed to another 
person for further distribution unless that person has provided the same written acknowledgment to its 
immediate supplier.

(B) Every person required under subparagraph (A) to maintain records, and every person in charge or 
custody thereof, shall, upon request of an officer or employee designated by the Secretary, permit such 
officer or employee at all reasonable times to have access to and copy and verify such records.
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(C) Any person who distributes animal feed bearing or containing a veterinary feed directive drug shall upon 
first engaging in such distribution notify the Secretary of that person’s name and place of business. The 
failure to provide such notification shall be deemed to be an act which results in the drug being misbranded.

(b) A veterinary feed directive drug and any feed bearing or containing a veterinary feed directive drug shall be 
deemed to be misbranded if their labeling fails to bear such cautionary statement and such other information as the 
Secretary may by general regulation or by order prescribe, or their advertising fails to conform to the conditions and 
indications for use published pursuant to section 512(i), or the index listing pursuant to section 572(e) or fails to 
contain the general cautionary statement prescribed by the Secretary.

(c) Neither a drug subject to this section, nor animal feed bearing or containing such a drug, shall be deemed to be a 
prescription article under any Federal or State law.

seC. 505. [355] new Drugs.

(a) No person shall introduce or deliver for introduction into interstate commerce any new drug, unless an approval 
of an application filed pursuant to subsection (b) or (j) is effective with respect to such drug.

(b) —

(1) Any person may file with the Secretary an application with respect to any drug subject to the provisions of 
subsection (a). Such persons shall submit to the Secretary as a part of the application

(A) full reports of investigations which have been made to show whether or not such drug is safe for use and 
whether such drug is effective in use;

(B) a full list of the articles used as components of such drug;

(C) a full statement of the composition of such drug;

(D) a full description of the methods used in, and the facilities and controls used for, the manufacture, 
processing, and packing of such drug;

(E) such samples of such drug and of the articles used as components thereof as the Secretary may require;

(F) specimens of the labeling proposed to be used for such drug, and

(G) any assessments required under section 505B.

The applicant shall file with the application the patent number and the expiration date of any patent which claims 
the drug for which the applicant submitted the application or which claims a method of using such drug and 
with respect to which a claim of patent infringement could reasonably be asserted if a person not licensed by the 
owner engaged in the manufacture, use, or sale of the drug. If an application is filed under this subsection for a 
drug and a patent which claims such drug or a method of using such drug is issued after the filing date but before 
approval of the application, the applicant shall amend the application to include the information required by the 
preceding sentence. Upon approval of the application, the Secretary shall publish information submitted under 
the two preceding sentences. The Secretary shall, in consultation with the Director of the National Institutes of 
Health and with representatives of the drug manufacturing industry, review and develop guidance, as appropriate, 
on the inclusion of women and minorities in clinical trials required by clause (A).

(2) An application submitted under paragraph (1) for a drug for which the investigations described in clause (A) 
of such paragraph and relied upon by the applicant for approval of the application were not conducted by or for 
the applicant and for which the applicant has not obtained a right of reference or use from the person by or for 
whom the investigations were conducted shall also include —

(A) a certification, in the opinion of the applicant and to the best of his knowledge, with respect to each 
patent which claims the drug for which such investigations were conducted or which claims a use for such 
drug for which the applicant is seeking approval under this subsection and for which information is required 
to be filed under paragraph (1) or subsection (c) —

(i) that such patent information has not been filed,

(ii) that such patent has expired,

(iii) of the date on which such patent will expire, or

(iv) that such patent is invalid or will not be infringed by the manufacture, use, or sale of the new drug 
for which the application is submitted; and
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(B) if with respect to the drug for which investigations described in paragraph (1)(A) were conducted 
information was filed under paragraph (1) or subsection (c) for a method of use patent which does not claim 
a use for which the applicant is seeking approval under this subsection, a statement that the method of use 
patent does not claim such a use.

(3) notiCe of opinion that Patent is inValiD or Will not be infringeD. —

(A) agreeMent to giVe notiCe. — An applicant that makes a certification described in paragraph (2)
(A)(iv) shall include in the application a statement that the applicant will give notice as required by this 
paragraph.

(B) tiMing of notiCe. — An applicant that makes a certification described in paragraph (2)(A)(iv) shall 
give notice as required under this paragraph —

(i) if the certification is in the application, not later than 20 days after the date of the postmark on the 
notice with which the Secretary informs the applicant that the application has been filed; or

(ii) if the certification is in an amendment or supplement to the application, at the time at which the applicant 
submits the amendment or supplement, regardless of whether the applicant has already given notice with respect 
to another such certification contained in the application or in an amendment or supplement to the application.

(C) reCipients of notiCe. — An applicant required under this paragraph to give notice shall give notice 
to —

(i) each owner of the patent that is the subject of the certification (or a representative of the owner 
designated to receive such a notice); and

(ii) the holder of the approved application under this subsection for the drug that is claimed by the patent 
or a use of which is claimed by the patent (or a representative of the holder designated to receive such a 
notice).

(D) Contents of notiCe. — A notice required under this paragraph shall —

(i) state that an application that contains data from bioavailability or bioequivalence studies has been 
submitted under this subsection for the drug with respect to which the certification is made to obtain 
approval to engage in the commercial manufacture, use, or sale of the drug before the expiration of the 
patent referred to in the certification; and

(ii) include a detailed statement of the factual and legal basis of the opinion of the applicant that the 
patent is invalid or will not be infringed.

(4) —

(A) An applicant may not amend or supplement an application referred to in paragraph (2) to seek approval 
of a drug that is a different drug than the drug identified in the application as submitted to the Secretary.

(B) With respect to the drug for which such an application is submitted, nothing in this subsection or 
subsection (c)(3) prohibits an applicant from amending or supplementing the application to seek approval 
of a different strength.

(5) —

(A) The Secretary shall issue guidance for the individuals who review applications submitted under paragraph 
(1) or under section 351 of the Public Health Service Act, which shall relate to promptness in conducting the 
review, technical excellence, lack of bias and conflict of interest, and knowledge of regulatory and scientific 
standards, and which shall apply equally to all individuals who review such applications.

(B) The Secretary shall meet with a sponsor of an investigation or an applicant for approval for a drug under 
this subsection or section 351 of the Public Health Service Act if the sponsor or applicant makes a reasonable 
written request for a meeting for the purpose of reaching agreement on the design and size— (i) of clinical 
trials intended to form the primary basis of an effectiveness claim; or (ii) in the case where human efficacy 
studies are not ethical or feasible, of animal and any associated clinical trials which, in combination, are 
intended to form the primary basis of an effectiveness claim; or (iii) with respect to an application for approval 
of a biological product under section 351(k) of the Public Health Service Act, of any necessary clinical study 
or studies. The sponsor or applicant shall provide information necessary for discussion and agreement on the 
design and size of the clinical trials. Minutes of any such meeting shall be prepared by the Secretary and made 
available to the sponsor or applicant upon request. 
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(C) Any agreement regarding the parameters of the design and size of clinical trials of a new drug under 
this paragraph that is reached between the Secretary and a sponsor or applicant shall be reduced to writing 
and made part of the administrative record by the Secretary. Such agreement shall not be changed after the 
testing begins, except —

(i) with the written agreement of the sponsor or applicant; or

(ii) pursuant to a decision, made in accordance with subparagraph (D) by the director of the reviewing 
division, that a substantial scientific issue essential to determining the safety or effectiveness of the 
drug has been identified after the testing has begun.

(D) A decision under subparagraph (C)(ii) by the director shall be in writing and the Secretary shall provide 
to the sponsor or applicant an opportunity for a meeting at which the director and the sponsor or applicant 
will be present and at which the director will document the scientific issue involved.

(E) The written decisions of the reviewing division shall be binding upon, and may not directly or indirectly 
be changed by, the field or compliance division personnel unless such field or compliance division personnel 
demonstrate to the reviewing division why such decision should be modified.

(F) No action by the reviewing division may be delayed because of the unavailability of information from 
or action by field personnel unless the reviewing division determines that a delay is necessary to assure the 
marketing of a safe and effective drug.

(G) For purposes of this paragraph, the reviewing division is the division responsible for the review of an 
application for approval of a drug under this subsection or section 351 of the Public Health Service Act 
(including all scientific and medical matters, chemistry, manufacturing, and controls).

(6) An application submitted under this subsection shall be accompanied by the certification required under 
section 402(j)(5)(B) of the Public Health Service Act. Such certification shall not be considered an element of 
such application.

(c) —

(1) Within one hundred and eighty days after the filing of an application under subsection (b), or such additional 
period as may be agreed upon by the Secretary and the applicant, the Secretary shall either —

(A) Approve the application if he then finds that none of the grounds for denying approval specified in 
subsection (d) applies, or

(B) Give the applicant notice of an opportunity for a hearing before the Secretary under subsection (d) on the 
question whether such application is approvable. If the applicant elects to accept the opportunity for hearing 
by written request within thirty days after such notice, such hearing shall commence not more than ninety 
days after the expiration of such thirty days unless the Secretary and the applicant otherwise agree. Any such 
hearing shall thereafter be conducted on an expedited basis and the Secretary’s order thereon shall be issued 
within ninety days after the date fixed by the Secretary for filing final briefs.

(2) If the patent information described in subsection (b) could not be filed with the submission of an application 
under subsection (b) because the application was filed before the patent information was required under subsection 
(b) or a patent was issued after the application was approved under such subsection, the holder of an approved 
application shall file with the Secretary, the patent number and the expiration date of any patent which claims the 
drug for which the application was submitted or which claims a method of using such drug and with respect to 
which a claim of patent infringement could reasonably be asserted if a person not licensed by the owner engaged in 
the manufacture, use, or sale of the drug. If the holder of an approved application could not file patent information 
under subsection (b) because it was not required at the time the application was approved, the holder shall file 
such information under this subsection not later than thirty days after the date of the enactment of this sentence 
[September 24, 1984 — Ed.], and if the holder of an approved application could not file patent information under 
subsection (b) because no patent had been issued when an application was filed or approved, the holder shall file 
such information under this subsection not later than thirty days after the date the patent involved is issued. Upon 
the submission of patent information under this subsection, the Secretary shall publish it.

(3) The approval of an application filed under subsection (b) which contains a certification required by paragraph 
(2) of such subsection shall be made effective on the last applicable date determined by applying the following 
to each certification made under subsection (b)(2)(A):

(A) If the applicant only made a certification described in clause (i) or (ii) of subsection (b)(2)(A) or in both 
such clauses, the approval may be made effective immediately.
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(B) If the applicant made a certification described in clause (iii) of subsection (b)(2)(A), the approval may 
be made effective on the date certified under clause (iii).

(C) If the applicant made a certification described in clause (iv) of subsection (b)(2)(A), the approval shall 
be made effective immediately unless, before the expiration of 45 days after the date on which the notice 
described in subsection (b)(3) is received, an action is brought for infringement of the patent that is the 
subject of the certification and for which information was submitted to the Secretary under paragraph (2) 
or subsection (b)(1) before the date on which the application (excluding an amendment or supplement to 
the application) was submitted. If such an action is brought before the expiration of such days, the approval 
may be made effective upon the expiration of the thirty-month period beginning on the date of the receipt of 
the notice provided under subsection (b)(3) or such shorter or longer period as the court may order because 
either party to the action failed to reasonably cooperate in expediting the action, except that —

(i) if before the expiration of such period the district court decides that the patent is invalid or not 
infringed (including any substantive determination that there is no cause of action for patent infringement 
or invalidity), the approval shall be made effective on —

(I) the date on which the court enters judgment reflecting the decision; or

(II) the date of a settlement order or consent decree signed and entered by the court stating that the 
patent that is the subject of the certification is invalid or not infringed;

(ii) if before the expiration of such period the district court decides that the patent has been infringed —

(I) if the judgment of the district court is appealed, the approval shall be made effective on —

(aa) the date on which the court of appeals decides that the patent is invalid or not infringed 
(including any substantive determination that there is no cause of action for patent infringement 
or invalidity); or

(bb) the date of a settlement order or consent decree signed and entered by the court of appeals 
stating that the patent that is the subject of the certification is invalid or not infringed; or

(II) if the judgment of the district court is not appealed or is affirmed, the approval shall be made 
effective on the date specified by the district court in a court order under section 271(e)(4)(A) of 
title 35, United States Code;

(iii) if before the expiration of such period the court grants a preliminary injunction prohibiting the 
applicant from engaging in the commercial manufacture or sale of the drug until the court decides 
the issues of patent validity and infringement and if the court decides that such patent is invalid or not 
infringed, the approval shall be made effective as provided in clause (i); or

(iv) if before the expiration of such period the court grants a preliminary injunction prohibiting the 
applicant from engaging in the commercial manufacture or sale of the drug until the court decides the 
issues of patent validity and infringement and if the court decides that such patent has been infringed, 
the approval shall be made effective as provided in clause (ii).

 In such an action, each of the parties shall reasonably cooperate in expediting the action.

(D) CiVil aCtion to obtain patent Certainty. —

(i) DeClaratory JuDgMent absent infringeMent aCtion. —

(I) in general. — No action may be brought under section 2201 of title 28, United States Code, by an 
applicant referred to in subsection (b)(2) for a declaratory judgment with respect to a patent which is the 
subject of the certification referred to in subparagraph (C) unless —

(aa) the 45-day period referred to in such subparagraph has expired;

(bb) neither the owner of such patent nor the holder of the approved application under subsection (b) for 
the drug that is claimed by the patent or a use of which is claimed by the patent brought a civil action 
against the applicant for infringement of the patent before the expiration of such period; and

(cc) in any case in which the notice provided under paragraph (2)(B) [probably should be “subsection 
(b)(3)” — Ed.] relates to noninfringement, the notice was accompanied by a document described in 
subclause (III).

(II) filing of CiVil aCtion. — If the conditions described in items (aa), (bb), and as applicable, (cc) of 
subclause (I) have been met, the applicant referred to in such subclause may, in accordance with section 
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2201 of title 28, United States Code, bring a civil action under such section against the owner or holder 
referred to in such subclause (but not against any owner or holder that has brought such a civil action against 
the applicant, unless that civil action was dismissed without prejudice) for a declaratory judgment that the 
patent is invalid or will not be infringed by the drug for which the applicant seeks approval, except that such 
civil action may be brought for a declaratory judgment that the patent will not be infringed only in a case in 
which the condition described in subclause (I)(cc) is applicable. A civil action referred to in this subclause 
shall be brought in the judicial district where the defendant has its principal place of business or a regular 
and established place of business.

(III) offer of ConfiDential aCCess to appliCation. — For purposes of subclause (I)(cc), the document 
described in this subclause is a document providing an offer of confidential access to the application that 
is in the custody of the applicant referred to in subsection (b)(2) for the purpose of determining whether an 
action referred to in subparagraph (C) should be brought. The document providing the offer of confidential 
access shall contain such restrictions as to persons entitled to access, and on the use and disposition of any 
information accessed, as would apply had a protective order been entered for the purpose of protecting trade 
secrets and other confidential business information. A request for access to an application under an offer of 
confidential access shall be considered acceptance of the offer of confidential access with the restrictions 
as to persons entitled to access, and on the use and disposition of any information accessed, contained in the 
offer of confidential access, and those restrictions and other terms of the offer of confidential access shall 
be considered terms of an enforceable contract. Any person provided an offer of confidential access shall 
review the application for the sole and limited purpose of evaluating possible infringement of the patent 
that is the subject of the certification under subsection (b)(2)(A)(iv) and for no other purpose, and may not 
disclose information of no relevance to any issue of patent infringement to any person other than a person 
provided an offer of confidential access. Further, the application may be redacted by the applicant to remove 
any information of no relevance to any issue of patent infringement.

(ii) CounterClaiM to infringeMent aCtion. —

(I) in general. — If an owner of the patent or the holder of the approved application under subsection 
(b) for the drug that is claimed by the patent or a use of which is claimed by the patent brings a patent 
infringement action against the applicant, the applicant may assert a counterclaim seeking an order requiring 
the holder to correct or delete the patent information submitted by the holder under subsection (b) or this 
subsection on the ground that the patent does not claim either—

(aa) the drug for which the application was approved; or

(bb) an approved method of using the drug.

(II) no inDepenDent Cause of aCtion. — Subclause (I) does not authorize the assertion of a claim described 
in subclause (I) in any civil action or proceeding other than a counterclaim described in subclause (I).

(iii) no DaMages. — An applicant shall not be entitled to damages in a civil action under clause (i) or a 
counterclaim under clause (ii).

(E) —

(i) If an application (other than an abbreviated new drug application) submitted under subsection (b) for a drug, 
no active ingredient (including any ester or salt of the active ingredient) of which has been approved in any other 
application under subsection (b), was approved during the period beginning January 1, 1982, and ending on the 
date of the enactment of this subsection, the Secretary may not make the approval of another application for a 
drug for which the investigations described in clause (A) of subsection (b)(1) and relied upon by the applicant 
for approval of the application were not conducted by or for the applicant and for which the applicant has not 
obtained a right of reference or use from the person by or for whom the investigations were conducted effective 
before the expiration of ten years from the date of the approval of the application previously approved under 
subsection (b).

(ii) If an application submitted under subsection (b) for a drug, no active ingredient (including any ester or salt 
of the active ingredient) of which has been approved in any other application under subsection (b), is approved 
after the date of the enactment of this clause, no application which refers to the drug for which the subsection 
(b) application was submitted and for which the investigations described in clause (A) of subsection (b)(1) and 
relied upon by the applicant for approval of the application were not conducted by or for the applicant and for 
which the applicant has not obtained a right of reference or use from the person by or for whom the investigations 
were conducted may be submitted under subsection (b) before the expiration of five years from the date of 
the approval of the application under subsection (b), except that such an application may be submitted under 
subsection (b) after the expiration of four years from the date of the approval of the subsection (b) application if 
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it contains a certification of patent invalidity or noninfringement described in clause (iv) of subsection (b)(2)(A). 
The approval of such an application shall be made effective in accordance with this paragraph except that, if an 
action for patent infringement is commenced during the one-year period beginning forty-eight months after the 
date of the approval of the subsection (b) application, the thirty-month period referred to in subparagraph (C) 
shall be extended by such amount of time (if any) which is required for seven and one-half years to have elapsed 
from the date of approval of the subsection (b) application.

(iii) If an application submitted under subsection (b) for a drug, which includes an active ingredient (including any 
ester or salt of the active ingredient) that has been approved in another application approved under subsection (b), 
is approved after the date of the enactment of this clause, and if such application contains reports of new clinical 
investigations (other than bioavailability studies) essential to the approval of the application and conducted 
or sponsored by the applicant, the Secretary may not make the approval of an application submitted under 
subsection (b) for the conditions of approval of such drug in the approved subsection (b) application effective 
before the expiration of three years from the date of the approval of the application under subsection (b) if the 
investigations described in clause (A) of subsection (b)(1) and relied upon by the applicant for approval of the 
application were not conducted by or for the applicant and if the applicant has not obtained a right of reference 
or use from the person by or for whom the investigations were conducted.

(iv) If a supplement to an application approved under subsection (b) is approved after the date of the enactment of 
this clause, and the supplement contains reports of new clinical investigations (other than bioavailability studies) 
essential to the approval of the supplement and conducted or sponsored by the person submitting the supplement, 
the Secretary may not make the approval of an application submitted under subsection (b) for a change approved 
in the supplement effective before the expiration of three years from the date of the approval of the supplement 
under subsection (b) if the investigations described in clause (A) of subsection (b)(1) and relied upon by the 
applicant for approval of the application were not conducted by or for the applicant and if the applicant has not 
obtained a right of reference or use from the person by or for whom the investigations were conducted.

(v) If an application (or supplement to an application) submitted under subsection (b) for a drug, which includes 
an active ingredient (including any ester or salt of the active ingredient) that has been approved in another 
application under subsection (b), was approved during the period beginning January 1, 1982, and ending on 
the date of the enactment of this clause, the Secretary may not make the approval of an application submitted 
under this subsection and for which the investigations described in clause (A) of subsection (b)(1) and relied 
upon by the applicant for approval of the application were not conducted by or for the applicant and for which 
the applicant has not obtained a right of reference or use from the person by or for whom the investigations were 
conducted and which refers to the drug for which the subsection (b) application was submitted effective before 
the expiration of two years from the date of enactment of this clause.

(4) A drug manufactured in a pilot or other small facility may be used to demonstrate the safety and effectiveness 
of the drug and to obtain approval for the drug prior to manufacture of the drug in a larger facility, unless 
the Secretary makes a determination that a full scale production facility is necessary to ensure the safety or 
effectiveness of the drug.

(5) (A) The Secretary may rely upon qualified data summaries to support the approval of a supplemental 
application, with respect to a qualified indication for a drug, submitted under subsection (b), if such supplemental 
application complies with subparagraph (B).

(B) A supplemental application is eligible for review as described in subparagraph (A) only if—

(i) there is existing data available and acceptable to the Secretary demonstrating the safety of the drug; and

(ii) all data used to develop the qualified data summaries are submitted to the Secretary as part of the 
supplemental application.

(C) The Secretary shall post on the Internet website of the Food and Drug Administration and update annually—

(i) the number of applications reviewed solely under subparagraph (A) or section 351(a)(2)(E) of the Public 
Health Service Act;

(ii) the average time for completion of review under subparagraph (A) or section 351(a)(2)(E) of the Public 
Health Service Act;

(iii) the average time for review of supplemental applications where the Secretary did not use review 
flexibility under subparagraph (A) or section 351(a)(2)(E) of the Public Health Service Act; and

(iv) the number of applications reviewed under subparagraph (A) or section 351(a)(2)(E) of the Public 
Health Service Act for which the Secretary made use of full data sets in addition to the qualified data 
summary.
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(D) In this paragraph—

(i) the term “qualified indication” means an in dication for a drug that the Secretary determines to be 
appropriate for summary level review under this paragraph; and

(ii) the term “qualified data summary” means a summary of clinical data that demonstrates the safety and 
effectiveness of a drug with respect to a qualified indication.

(d) If the Secretary finds, after due notice to the applicant in accordance with subsection (c) and giving him an 
opportunity for a hearing, in accordance with said subsection, that

(1) the investigations, reports of which are required to be submitted to the Secretary pursuant to subsection (b), 
do not include adequate tests by all methods reasonably applicable to show whether or not such drug is safe for 
use under the conditions prescribed, recommended, or suggested in the proposed labeling thereof;

(2) the results of such tests show that such drug is unsafe for use under such conditions or do not show that such 
drug is safe for use under such conditions;

(3) the methods used in, and the facilities and controls used for, the manufacture, processing, and packing of such 
drug are inadequate to preserve its identity, strength, quality, and purity;

(4) upon the basis of the information submitted to him as part of the application, or upon the basis of any other 
information before him with respect to such drug, he has insufficient information to determine whether such 
drug is safe for use under such conditions; or

(5) evaluated on the basis of the information submitted to him as part of the application and any other information 
before him with respect to such drug, there is a lack of substantial evidence that the drug will have the effect 
it purports or is represented to have under the conditions of use prescribed, recommended, or suggested in the 
proposed labeling thereof; or

(6) the application failed to contain the patent information prescribed by subsection (b); or

(7) based on a fair evaluation of all material facts, such labeling is false or misleading in any particular; he 
shall issue an order refusing to approve the application. If, after such notice and opportunity for hearing, the 
Secretary finds that clauses (1) through (6) do not apply, he shall issue an order approving the application. 
As used in this subsection and subsection (e), the term “substantial evidence” means evidence consisting of 
adequate and well-controlled investigations, including clinical investigations, by experts qualified by scientific 
training and experience to evaluate the effectiveness of the drug involved, on the basis of which it could fairly and 
responsibly be concluded by such experts that the drug will have the effect it purports or is represented to have 
under the conditions of use prescribed, recommended, or suggested in the labeling or proposed labeling thereof. 
If the Secretary determines, based on relevant science, that data from one adequate and well-controlled clinical 
investigation and confirmatory evidence (obtained prior to or after such investigation) are sufficient to establish 
effectiveness, the Secretary may consider such data and evidence to constitute substantial evidence for purposes 
of the preceding sentence. The Secretary shall implement a structured risk-benefit assessment framework in 
the new drug approval process to facilitate the balanced consideration of benefits and risks, a consistent and 
systematic approach to the discussion and regulatory decisionmaking, and the communication of the benefits 
and risks of new drugs. Nothing in the preceding sentence shall alter the criteria for evaluating an application for 
marketing approval of a drug.

(e) The Secretary shall, after due notice and opportunity for hearing to the applicant, withdraw approval of an 
application with respect to any drug under this section if the Secretary finds

(1) that clinical or other experience, tests, or other scientific data show that such drug is unsafe for use under the 
conditions of use upon the basis of which the application was approved;

(2) that new evidence of clinical experience, not contained in such application or not available to the Secretary 
until after such application was approved, or tests by new methods, or tests by methods not deemed reasonably 
applicable when such application was approved, evaluated together with the evidence available to the Secretary 
when the application was approved, shows that such drug is not shown to be safe for use under the conditions of 
use upon the basis of which the application was approved; or

(3) on the basis of new information before him with respect to such drug, evaluated together with the evidence 
available to him when the application was approved, that there is a lack of substantial evidence that the drug will 
have the effect it purports or is represented to have under the conditions of use prescribed, recommended, or 
suggested in the labeling thereof; or

(4) the patent information prescribed by subsection (c) was not filed within thirty days after the receipt of written 
notice from the Secretary specifying the failure to file such information; or
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(5) that the application contains any untrue statement of a material fact:

Provided, [t]hat if the Secretary (or in his absence the officer acting as Secretary) finds that there is an imminent 
hazard to the public health, he may suspend the approval of such application immediately, and give the applicant 
prompt notice of his action and afford the applicant the opportunity for an expedited hearing under this subsection; 
but the authority conferred by this proviso to suspend the approval of an application shall not be delegated. The

Secretary may also, after due notice and opportunity for hearing to the applicant, withdraw the approval of an 
application submitted under subsection (b) or (j) with respect to any drug under this section if the Secretary finds

(A) that the applicant has failed to establish a system for maintaining required records, or has repeatedly or 
deliberately failed to maintain such records or to make required reports, in accordance with a regulation or 
order under subsection (k) or to comply with the notice requirements of section 510(k)(2), or the applicant 
has refused to permit access to, or copying or verification of, such records as required by paragraph (2) of 
such subsection; or

(B) that on the basis of new information before him, evaluated together with the evidence before him when 
the application was approved, the methods used in, or the facilities and controls used for, the manufacture, 
processing, and packing of such drug are inadequate to assure and preserve its identity, strength, quality, 
and purity and were not made adequate within a reasonable time after receipt of written notice from the 
Secretary specifying the matter complained of; or

(C) that on the basis of new information before him, evaluated together with the evidence before him when 
the application was approved, the labeling of such drug, based on a fair evaluation of all material facts, is 
false or misleading in any particular and was not corrected within a reasonable time after receipt of written 
notice from the Secretary specifying the matter complained of.

Any order under this subsection shall state the findings upon which it is based.

The Secretary may withdraw the approval of an application submitted under this section, or suspend the approval 
of such an application, as provided under this subsection, without first ordering the applicant to submit an 
assessment of the approved risk evaluation and mitigation strategy for the drug under section 505–1(g)(2)(D).

(f) Whenever the Secretary finds that the facts so require, he shall revoke any previous order under subsection (d) or 
(e) refusing, withdrawing, or suspending approval of an application and shall approve such application or reinstate 
such approval, as may be appropriate.

(g) Orders of the Secretary issued under this section shall be served

(1) in person by any officer or employee of the Department designated by the Secretary or

(2) by mailing the order by registered mail or by certified mail addressed to the applicant or respondent at his 
last-known address in the records of the Secretary.

(h) An appeal may be taken by the applicant from an order of the Secretary refusing or withdrawing approval of an 
application under this section. Such appeal shall be taken by filing in the United States court of appeals for the circuit 
wherein such applicant resides or has his principal place of business, or in the United States Court of Appeals for 
the District of Columbia Circuit, within sixty days after the entry of such order, a written petition praying that the 
order of the Secretary be set aside. A copy of such petition shall be forthwith transmitted by the clerk of the court 
to the Secretary, or any officer designated by him for that purpose, and thereupon the Secretary shall certify and 
file in the court the record upon which the order complained of was entered, as provided in section 2112 of title 28, 
United States Code. Upon the filing of such petition such court shall have exclusive jurisdiction to affirm or set aside 
such order, except that until the filing of the record the Secretary may modify or set aside his order. No objection 
to the order of the Secretary shall be considered by the court unless such objection shall have been urged before the 
Secretary or unless there were reasonable grounds for failure so to do. The finding of the Secretary as to the facts, 
if supported by substantial evidence, shall be conclusive. If any person shall apply to the court for leave to adduce 
additional evidence, and shall show to the satisfaction of the court that such additional evidence is material and that 
there were reasonable grounds for failure to adduce such evidence in the proceeding before the Secretary, the court 
may order such additional evidence to be taken before the Secretary and to be adduced upon the hearing in such 
manner and upon such terms and conditions as to the court may seem proper. The Secretary may modify his findings 
as to the facts by reason of the additional evidence so taken, and he shall file with the court such modified findings 
which, if supported by substantial evidence, shall be conclusive, and his recommendation, if any, for the setting aside 
of the original order. The judgment of the court affirming or setting aside any such order of the Secretary shall be 
final, subject to review by the Supreme Court of the United States upon certiorari or certification as provided in 
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section 1254 of title 28 of the United States Code. The commencement of proceedings under this subsection shall not, 
unless specifically ordered by the court to the contrary, operate as a stay of the Secretary’s order.

(i) —

(1) The Secretary shall promulgate regulations for exempting from the operation of the foregoing subsections of 
this section drugs intended solely for investigational use by experts qualified by scientific training and experience 
to investigate the safety and effectiveness of drugs. Such regulations may, within the discretion of the Secretary, 
among other conditions relating to the protection of the public health, provide for conditioning such exemption 
upon —

(A) the submission to the Secretary, before any clinical testing of a new drug is undertaken, of reports, by 
the manufacturer or the sponsor of the investigation of such drug, of preclinical tests (including tests on 
animals) of such drug adequate to justify the proposed clinical testing;

(B) the manufacturer or the sponsor of the investigation of a new drug proposed to be distributed to 
investigators for clinical testing obtaining a signed agreement from each of such investigators that patients 
to whom the drug is administered will be under his personal supervision, or under the supervision of 
investigators responsible to him, and that he will not supply such drug to any other investigator, or to clinics, 
for administration to human beings;

(C) the establishment and maintenance of such records, and the making of such reports to the Secretary, 
by the manufacturer or the sponsor of the investigation of such drug, of data (including but not limited to 
analytical reports by investigators) obtained as the result of such investigational use of such drug, as the 
Secretary finds will enable him to evaluate the safety and effectiveness of such drug in the event of the filing 
of an application pursuant to subsection (b); and

(D) the submission to the Secretary by the manufacturer or the sponsor of the investigation of a new drug of 
a statement of intent regarding whether the manufacturer or sponsor has plans for assessing pediatric safety 
and efficacy.

(2) Subject to paragraph (3), a clinical investigation of a new drug may begin 30 days after the Secretary has 
received from the manufacturer or sponsor of the investigation a submission containing such information about 
the drug and the clinical investigation, including —

(A) information on design of the investigation and adequate reports of basic information, certified by the 
applicant to be accurate reports, necessary to assess the safety of the drug for use in clinical investigation; 
and

(B) adequate information on the chemistry and manufacturing of the drug, controls available for the drug, 
and primary data tabulations from animal or human studies.

(3) —

(A) At any time, the Secretary may prohibit the sponsor of an investigation from conducting the investigation 
(referred to in this paragraph as a “clinical hold”) if the Secretary makes a determination described in 
subparagraph (B). The Secretary shall specify the basis for the clinical hold, including the specific 
information available to the Secretary which served as the basis for such clinical hold, and confirm such 
determination in writing.

(B) For purposes of subparagraph (A), a determination described in this subparagraph with respect to a 
clinical hold is that —

(i) the drug involved represents an unreasonable risk to the safety of the persons who are the subjects of 
the clinical investigation, taking into account the qualifications of the clinical investigators, information 
about the drug, the design of the clinical investigation, the condition for which the drug is to be 
investigated, and the health status of the subjects involved; or

(ii) the clinical hold should be issued for such other reasons as the Secretary may by regulation establish 
(including reasons established by regulation before the date of the enactment of the Food and Drug 
Administration Modernization Act of 1997 [November 21, 1997 — Ed.]).

(C) Any written request to the Secretary from the sponsor of an investigation that a clinical hold be removed 
shall receive a decision, in writing and specifying the reasons therefor, within 30 days after receipt of such 
request. Any such request shall include sufficient information to support the removal of such clinical hold.

(4) Regulations under paragraph (1) shall provide that such exemption shall be conditioned upon the manufacturer, 
or the sponsor of the investigation, requiring that experts using such drugs for investigational purposes certify 
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to such manufacturer or sponsor that they will inform any human beings to whom such drugs, or any controls 
used in connection therewith, are being administered, or their representatives, that such drugs are being used for 
investigational purposes and will obtain the consent of such human beings or their representatives, except where 
it is not feasible, it is contrary to the best interests of such human beings, or the proposed clinical testing poses 
no more than minimal risk to such human beings and includes appropriate safeguards as prescribed to protect 
the rights, safety, and welfare of such human beings. Nothing in this subsection shall be construed to require any 
clinical investigator to submit directly to the Secretary reports on the investigational use of drugs. The Secretary 
shall update such regulations to require inclusion in the informed consent documents and process a statement 
that clinical trial information for such clinical investigation has been or will be submitted for inclusion in the 
registry data bank pursuant to subsection (j) of section 402 of the Public Health Service Act.

(j) —

(1) Any person may file with the Secretary an abbreviated application for the approval of a new drug.

(2) —

(A) An abbreviated application for a new drug shall contain —

(i) information to show that the conditions of use prescribed, recommended, or suggested in the labeling 
proposed for the new drug have been previously approved for a drug listed under paragraph (7) 
(hereinafter in this subsection referred to as a “listed drug”);

(ii) —

(I) if the listed drug referred to in clause (i) has only one active ingredient, information to show that 
the active ingredient of the new drug is the same as that of the listed drug;

(II) if the listed drug referred to in clause (i) has more than one active ingredient, information to 
show that the active ingredients of the new drug are the same as those of the listed drug, or

(III) if the listed drug referred to in clause (i) has more than one active ingredient and if one of the 
active ingredients of the new drug is different and the application is filed pursuant to the approval 
of a petition filed under subparagraph (C), information to show that the other active ingredients 
of the new drug are the same as the active ingredients of the listed drug, information to show that 
the different active ingredient is an active ingredient of a listed drug or of a drug which does not 
meet the requirements of section 201(p), and such other information respecting the different active 
ingredient with respect to which the petition was filed as the Secretary may require;

(iii) information to show that the route of administration, the dosage form, and the strength of the new 
drug are the same as those of the listed drug referred to in clause (i) or, if the route of administration, 
the dosage form, or the strength of the new drug is different and the application is filed pursuant 
to the approval of a petition filed under subparagraph (C), such information respecting the route of 
administration, dosage form, or strength with respect to which the petition was filed as the Secretary 
may require;

(iv) information to show that the new drug is bioequivalent to the listed drug referred to in clause (i), 
except that if the application is filed pursuant to the approval of a petition filed under subparagraph (C), 
information to show that the active ingredients of the new drug are of the same pharmacological or 
therapeutic class as those of the listed drug referred to in clause (i) and the new drug can be expected 
to have the same therapeutic effect as the listed drug when administered to patients for a condition of 
use referred to in clause (i);

(v) information to show that the labeling proposed for the new drug is the same as the labeling approved 
for the listed drug referred to in clause (i) except for changes required because of differences approved 
under a petition filed under subparagraph (C) or because the new drug and the listed drug are produced 
or distributed by different manufacturers;

(vi) the items specified in clauses (B) through (F) of subsection (b)(1);

(vii) a certification, in the opinion of the applicant and to the best of his knowledge, with respect to each 
patent which claims the listed drug referred to in clause (i) or which claims a use for such listed drug 
for which the applicant is seeking approval under this subsection and for which information is required 
to be filed under subsection (b) or (c) —

(I) that such patent information has not been filed,

(II) that such patent has expired,
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(III) of the date on which such patent will expire, or

(IV) that such patent is invalid or will not be infringed by the manufacture, use, or sale of the new 
drug for which the application is submitted; and

(viii) if with respect to the listed drug referred to in clause (i) information was filed under subsection (b) 
or (c) for a method of use patent which does not claim a use for which the applicant is seeking approval 
under this subsection, a statement that the method of use patent does not claim such a use.

The Secretary may not require that an abbreviated application contain information in addition to that 
required by clauses (i) through (viii).

(B) notiCe of opinion that patent is inValiD or Will not be infringeD. —

(i) agreeMent to giVe notiCe. — An applicant that makes a certification described in subparagraph 
(A)(vii)(IV) shall include in the application a statement that the applicant will give notice as required 
by this subparagraph.

(ii) tiMing of notiCe. — An applicant that makes a certification described in subparagraph (A)(vii)(IV) 
shall give notice as required under this subparagraph —

(I) if the certification is in the application, not later than 20 days after the date of the postmark on 
the notice with which the Secretary informs the applicant that the application has been filed; or

(II) if the certification is in an amendment or supplement to the application, at the time at which 
the applicant submits the amendment or supplement, regardless of whether the applicant has 
already given notice with respect to another such certification contained in the application or in an 
amendment or supplement to the application.

(iii) reCipients of notiCe. — An applicant required under this subparagraph to give notice shall give 
notice to —

(I) each owner of the patent that is the subject of the certification (or a representative of the owner 
designated to receive such a notice); and

(II) the holder of the approved application under subsection (b) for the drug that is claimed by the 
patent or a use of which is claimed by the patent (or a representative of the holder designated to 
receive such a notice).

(iv) CONTENTS OF NOTICE. — A notice required under this subparagraph shall —

(I) state that an application that contains data from bioavailability or bioequivalence studies has 
been submitted under this subsection for the drug with respect to which the certification is made 
to obtain approval to engage in the commercial manufacture, use, or sale of the drug before the 
expiration of the patent referred to in the certification; and

(II) include a detailed statement of the factual and legal basis of the opinion of the applicant that 
the patent is invalid or will not be infringed.

(C) If a person wants to submit an abbreviated application for a new drug which has a different active 
ingredient or whose route of administration, dosage form, or strength differ from that of a listed drug, such 
person shall submit a petition to the Secretary seeking permission to file such an application. The Secretary 
shall approve or disapprove a petition submitted under this subparagraph within ninety days of the date the 
petition is submitted. The Secretary shall approve such a petition unless the Secretary finds —

(i) that investigations must be conducted to show the safety and effectiveness of the drug or of any of 
its active ingredients, the route of administration, the dosage form, or strength which differ from the 
listed drug; or

(ii) that any drug with a different active ingredient may not be adequately evaluated for approval as safe 
and effective on the basis of the information required to be submitted in an abbreviated application.

(D) —

(i) An applicant may not amend or supplement an application to seek approval of a drug referring to 
a different listed drug from the listed drug identified in the application as submitted to the Secretary.
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(ii) With respect to the drug for which an application is submitted, nothing in this subsection prohibits 
an applicant from amending or supplementing the application to seek approval of a different strength.

(iii) Within 60 days after the date of the enactment of the Medicare Prescription Drug, Improvement, 
and Modernization Act of 2003 [December 8, 2003 — Ed.], the Secretary shall issue guidance defining 
the term “listed drug” for purposes of this subparagraph.

(3) —

(A) The Secretary shall issue guidance for the individuals who review applications submitted under 
paragraph (1), which shall relate to promptness in conducting the review, technical excellence, lack of bias 
and conflict of interest, and knowledge of regulatory and scientific standards, and which shall apply equally 
to all individuals who review such applications.

(B) The Secretary shall meet with a sponsor of an investigation or an applicant for approval for a drug under 
this subsection if the sponsor or applicant makes a reasonable written request for a meeting for the purpose 
of reaching agreement on the design and size of bioavailability and bioequivalence studies needed for 
approval of such application. The sponsor or applicant shall provide information necessary for discussion 
and agreement on the design and size of such studies. Minutes of any such meeting shall be prepared by the 
Secretary and made available to the sponsor or applicant.

(C) Any agreement regarding the parameters of design and size of bioavailability and bioequivalence studies 
of a drug under this paragraph that is reached between the Secretary and a sponsor or applicant shall be 
reduced to writing and made part of the administrative record by the Secretary. Such agreement shall not be 
changed after the testing begins, except —

(i) with the written agreement of the sponsor or applicant; or

(ii) pursuant to a decision, made in accordance with subparagraph (D) by the director of the reviewing 
division, that a substantial scientific issue essential to determining the safety or effectiveness of the drug 
has been identified after the testing has begun.

(D) A decision under subparagraph (C)(ii) by the director shall be in writing and the Secretary shall provide 
to the sponsor or applicant an opportunity for a meeting at which the director and the sponsor or applicant 
will be present and at which the director will document the scientific issue involved.

(E) The written decisions of the reviewing division shall be binding upon, and may not directly or indirectly 
be changed by, the field or compliance office personnel unless such field or compliance office personnel 
demonstrate to the reviewing division why such decision should be modified.

(F) No action by the reviewing division may be delayed because of the unavailability of information from 
or action by field personnel unless the reviewing division determines that a delay is necessary to assure the 
marketing of a safe and effective drug.

(G) For purposes of this paragraph, the reviewing division is the division responsible for the review of 
an application for approval of a drug under this subsection (including scientific matters, chemistry, 
manufacturing, and controls).

(4) Subject to paragraph (5), the Secretary shall approve an application for a drug unless the Secretary finds —

(A) the methods used in, or the facilities and controls used for, the manufacture, processing, and packing of 
the drug are inadequate to assure and preserve its identity, strength, quality, and purity;

(B) information submitted with the application is insufficient to show that each of the proposed conditions 
of use have been previously approved for the listed drug referred to in the application;

(C) —

(i) if the listed drug has only one active ingredient, information submitted with the application is 
insufficient to show that the active ingredient is the same as that of the listed drug;

(ii) if the listed drug has more than one active ingredient, information submitted with the application is 
insufficient to show that the active ingredients are the same as the active ingredients of the listed drug, 
or

(iii) if the listed drug has more than one active ingredient and if the application is for a drug which 
has an active ingredient different from the listed drug, information submitted with the application is 
insufficient to show —
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(I) that the other active ingredients are the same as the active ingredients of the listed drug, or

(II) that the different active ingredient is an active ingredient of a listed drug or a drug which does 
not meet the requirements of section 201(p),

or no petition to file an application for the drug with the different ingredient was approved under 
paragraph (2)(C);

(D) —

(i) if the application is for a drug whose route of administration, dosage form, or strength of the drug 
is the same as the route of administration, dosage form, or strength of the listed drug referred to in 
the application, information submitted in the application is insufficient to show that the route of 
administration, dosage form, or strength is the same as that of the listed drug, or

(ii) if the application is for a drug whose route of administration, dosage form, or strength of the drug 
is different from that of the listed drug referred to in the application, no petition to file an application 
for the drug with the different route of administration, dosage form, or strength was approved under 
paragraph (2)(C);

(E) if the application was filed pursuant to the approval of a petition under paragraph (2)(C), the application 
did not contain the information required by the Secretary respecting the active ingredient, route of 
administration, dosage form, or strength which is not the same;

(F) information submitted in the application is insufficient to show that the drug is bioequivalent to the 
listed drug referred to in the application or, if the application was filed pursuant to a petition approved under 
paragraph (2)(C), information submitted in the application is insufficient to show that the active ingredients 
of the new drug are of the same pharmacological or therapeutic class as those of the listed drug referred to 
in paragraph (2)(A)(i) and that the new drug can be expected to have the same therapeutic effect as the listed 
drug when administered to patients for a condition of use referred to in such paragraph;

(G) information submitted in the application is insufficient to show that the labeling proposed for the drug 
is the same as the labeling approved for the listed drug referred to in the application except for changes 
required because of differences approved under a petition filed under paragraph (2)(C) or because the drug 
and the listed drug are produced or distributed by different manufacturers;

(H) information submitted in the application or any other information available to the Secretary shows that

(i) the inactive ingredients of the drug are unsafe for use under the conditions prescribed, recommended, 
or suggested in the labeling proposed for the drug, or

(ii) the composition of the drug is unsafe under such conditions because of the type or quantity of 
inactive ingredients included or the manner in which the inactive ingredients are included;

(I) the approval under subsection (c) of the listed drug referred to in the application under this subsection 
has been withdrawn or suspended for grounds described in the first sentence of subsection (e), the Secretary 
has published a notice of opportunity for hearing to withdraw approval of the listed drug under subsection 
(c) for grounds described in the first sentence of subsection (e), the approval under this subsection of the 
listed drug referred to in the application under this subsection has been withdrawn or suspended under 
paragraph (6), or the Secretary has determined that the listed drug has been withdrawn from sale for safety 
or effectiveness reasons;

(J) the application does not meet any other requirement of paragraph (2)(A); or

(K) the application contains an untrue statement of material fact.

(5) —

(A) Within one hundred and eighty days of the initial receipt of an application under paragraph (2) or within 
such additional period as may be agreed upon by the Secretary and the applicant, the Secretary shall approve 
or disapprove the application.

(B) The approval of an application submitted under paragraph (2) shall be made effective on the last applicable 
date determined by applying the following to each certification made under paragraph (2)(A)(vii):

(i) If the applicant only made a certification described in subclause (I) or (II) of paragraph (2)(A)(vii) 
or in both such subclauses, the approval may be made effective immediately.
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(ii) If the applicant made a certification described in subclause (III) of paragraph (2)(A)(vii), the 
approval may be made effective on the date certified under subclause (III).

(iii) If the applicant made a certification described in subclause (IV) of paragraph (2)(A)(vii), the 
approval shall be made effective immediately unless, before the expiration of 45 days after the date on 
which the notice described in paragraph (2)(B) is received, an action is brought for infringement of the 
patent that is the subject of the certification and for which information was submitted to the Secretary 
under subsection (b)(1) or (c)(2) before the date on which the application (excluding an amendment 
or supplement to the application), which the Secretary later determines to be substantially complete, 
was submitted. If such an action is brought before the expiration of such days, the approval shall be 
made effective upon the expiration of the thirty-month period beginning on the date of the receipt of 
the notice provided under paragraph (2)(B)(i) or such shorter or longer period as the court may order 
because either party to the action failed to reasonably cooperate in expediting the action, except that —

(I) if before the expiration of such period the district court decides that the patent is invalid or 
not infringed (including any substantive determination that there is no cause of action for patent 
infringement or invalidity), the approval shall be made effective on —

(aa) the date on which the court enters judgment reflecting the decision; or

(bb) the date of a settlement order or consent decree signed and entered by the court stating 
that the patent that is the subject of the certification is invalid or not infringed;

(II) if before the expiration of such period the district court decides that the patent has been 
infringed —

(aa) if the judgment of the district court is appealed, the approval shall be made effective on —

(AA) the date on which the court of appeals decides that the patent is invalid or not 
infringed (including any substantive determination that there is no cause of action for 
patent infringement or invalidity); or

(BB) the date of a settlement order or consent decree signed and entered by the court 
of appeals stating that the patent that is the subject of the certification is invalid or not 
infringed; or

(bb) if the judgment of the district court is not appealed or is affirmed, the approval shall 
be made effective on the date specified by the district court in a court order under section 
271(e)(4)(A) of title 35, United States Code;

(III) if before the expiration of such period the court grants a preliminary injunction prohibiting the 
applicant from engaging in the commercial manufacture or sale of the drug until the court decides 
the issues of patent validity and infringement and if the court decides that such patent is invalid or 
not infringed, the approval shall be made effective as provided in subclause (I); or

(IV) if before the expiration of such period the court grants a preliminary injunction prohibiting the 
applicant from engaging in the commercial manufacture or sale of the drug until the court decides 
the issues of patent validity and infringement and if the court decides that such patent has been 
infringed, the approval shall be made effective as provided in subclause (II).

In such an action, each of the parties shall reasonably cooperate in expediting the action.

(iv) 180-day exclusivity period. —

(I) effeCtiVeness of appliCation. — Subject to subparagraph (D), if the application contains a 
certification described in paragraph (2)(A)(vii)(IV) and is for a drug for which a first applicant has 
submitted an application containing such a certification, the application shall be made effective on 
the date that is 180 days after the date of the first commercial marketing of the drug (including the 
commercial marketing of the listed drug) by any first applicant.

(II) DEFINITIONS. — In this paragraph:

(aa) 180-Day exClusiVity perioD. — The term “180-day exclusivity period” means the 180- 
day period ending on the day before the date on which an application submitted by an applicant 
other than a first applicant could become effective under this clause.
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(bb) first appliCant. — As used in this subsection, the term “first applicant” means an 
applicant that, on the first day on which a substantially complete application containing a 
certification described in paragraph (2)(A)(vii)(IV) is submitted for approval of a drug, submits 
a substantially complete application that contains and lawfully maintains a certification 
described in paragraph (2)(A)(vii)(IV) for the drug.

(cc) substantially CoMplete appliCation. — As used in this subsection, the term 
“substantially complete application” means an application under this subsection that on its 
face is sufficiently complete to permit a substantive review and contains all the information 
required by paragraph (2)(A).

(dd) tentatiVe approVal. —

(AA) IN GENERAL. — The term “tentative approval” means notification to an applicant 
by the Secretary that an application under this subsection meets the requirements of 
paragraph (2)(A), but cannot receive effective approval because the application does not 
meet the requirements of this subparagraph, there is a period of exclusivity for the listed 
drug under subparagraph (F) or section 505A, or there is a 7-year period of exclusivity for 
the listed drug under section 527.

(BB) LIMITATION. — A drug that is granted tentative approval by the Secretary is not 
an approved drug and shall not have an effective approval until the Secretary issues an 
approval after any necessary additional review of the application.

(v) 180-Day exClusiVity perioD for CoMpetitiVe generiC therapies.—

(i) effeCtiVeness of appliCation. — Subject to subparagraph (D)(iv), if the application is for a 
drug that is the same as a competitive generic therapy for which any first approved applicant has 
commenced commercial marketing, the application shall be made effective on the date that is 180 
days after the date of the first commercial marketing of the competitive generic therapy (including 
the commercial marketing of the listed drug) by any first approved applicant.

(II) LiMitation. — The exclusivity period under subclause (I) shall not apply with respect to a 
competitive generic therapy that has previously received an exclusivity period under subclause (I).

(III) Definitions. — In this clause and subparagraph (D)(iv):

(aa) The term ‘competitive generic therapy’ means a drug —

(AA) that is designated as a competitive generic therapy under section 506H; and

(BB) for which there are no unexpired patents or exclusivities on the list of products 
described in section 505(j)(7)(A) at the time of submission.

(bb) The term ‘first approved applicant’ means any applicant that has submitted an application 
that —

(AA) is for a competitive generic therapy that is approved on the first day on which any 
application for such competitive generic therapy is approved;

(BB) is not eligible for a 180-day exclusivity period under clause (iv) for the drug that is 
the subject of the application for the competitive generic therapy; and

(CC) is not for a drug for which all drug versions have forfeited eligibility for a 180-day 
exclusivity period under clause (iv) pursuant to subparagraph (D).

(C) CiVil aCtion to obtain patent Certainty. —

(i) DeClaratory JuDgMent absent infringeMent aCtion. —

(I) in general. — No action may be brought under section 2201 of title 28, United States Code, 
by an applicant under paragraph (2) for a declaratory judgment with respect to a patent which is the 
subject of the certification referred to in subparagraph (B)(iii) unless —

(aa) the 45-day period referred to in such subparagraph has expired;

(bb) neither the owner of such patent nor the holder of the approved application under 
subsection (b) for the drug that is claimed by the patent or a use of which is claimed by the 

05_FDCA_05_Part01.indd   135 29/01/18   11:46 AM



§ 505 [355] Federal Food, Drug, and Cosmetic Act

136 FOOD AND DRUG LAW INSTITUTE

patent brought a civil action against the applicant for infringement of the patent before the 
expiration of such period; and

(cc) in any case in which the notice provided under paragraph (2)(B) relates to noninfringement, 
the notice was accompanied by a document described in subclause (III).

(II) filing of CiVil aCtion. — If the conditions described in items (aa), (bb), and as applicable, 
(cc) of subclause (I) have been met, the applicant referred to in such subclause may, in accordance 
with section 2201 of title 28, United States Code, bring a civil action under such section against 
the owner or holder referred to in such subclause (but not against any owner or holder that has 
brought such a civil action against the applicant, unless that civil action was dismissed without 
prejudice) for a declaratory judgment that the patent is invalid or will not be infringed by the 
drug for which the applicant seeks approval, except that such civil action may be brought for a 
declaratory judgment that the patent will not be infringed only in a case in which the condition 
described in subclause (I)(cc) is applicable. A civil action referred to in this subclause shall be 
brought in the judicial district where the defendant has its principal place of business or a regular 
and established place of business.

(III) OFFER OF CONFIDENTIAL ACCESS TO appliCation. — For purposes of subclause (I)(cc), the 
document described in this subclause is a document providing an offer of confidential access to the 
application that is in the custody of the applicant under paragraph (2) for the purpose of determining 
whether an action referred to in subparagraph (B)(iii) should be brought. The document providing 
the offer of confidential access shall contain such restrictions as to persons entitled to access, and 
on the use and disposition of any information accessed, as would apply had a protective order been 
entered for the purpose of protecting trade secrets and other confidential business information. 
A request for access to an application under an offer of confidential access shall be considered 
acceptance of the offer of confidential access with the restrictions as to persons entitled to access, 
and on the use and disposition of any information accessed, contained in the offer of confidential 
access, and those restrictions and other terms of the offer of confidential access shall be considered 
terms of an enforceable contract. Any person provided an offer of confidential access shall review 
the application for the sole and limited purpose of evaluating possible infringement of the patent 
that is the subject of the certification under paragraph (2)(A)(vii)(IV) and for no other purpose, and 
may not disclose information of no relevance to any issue of patent infringement to any person other 
than a person provided an offer of confidential access. Further, the application may be redacted by 
the applicant to remove any information of no relevance to any issue of patent infringement.

(ii) CounterClaiM to infringeMent aCtion. —

(I) in general. — If an owner of the patent or the holder of the approved application under 
subsection (b) for the drug that is claimed by the patent or a use of which is claimed by the patent 
brings a patent infringement action against the applicant, the applicant may assert a counterclaim 
seeking an order requiring the holder to correct or delete the patent information submitted by the 
holder under subsection (b) or (c) on the ground that the patent does not claim either —

(aa) the drug for which the application was approved; or

(bb) an approved method of using the drug.

(II) NO INDEpENDENT CAUSE OF ACTION. — Subclause (I) does not authorize the assertion of a claim 
described in subclause (I) in any civil action or proceeding other than a counterclaim described in 
subclause (I).

(iii) No DaMages. — An applicant shall not be entitled to damages in a civil action under clause (i) or 
a counterclaim under clause (ii).

(D) forfeiture of 180-Day exClusiVity perioD. —

(i) Definition of forfeiture eVent. — In this subparagraph, the term “forfeiture event”, with respect 
to an application under this subsection, means the occurrence of any of the following:

(I) failure to Market. — The first applicant fails to market the drug by the later of —

(aa) the earlier of the date that is —
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(AA) 75 days after the date on which the approval of the application of the first applicant 
is made effective under subparagraph (B)(iii); or

(BB) 30 months after the date of submission of the application of the first applicant; or

(bb) with respect to the first applicant or any other applicant (which other applicant has received 
tentative approval), the date that is 75 days after the date as of which, as to each of the patents 
with respect to which the first applicant submitted and lawfully maintained a certification 
qualifying the first applicant for the 180-day exclusivity period under subparagraph (B)(iv), at 
least 1 of the following has occurred:

(AA) In an infringement action brought against that applicant with respect to the patent 
or in a declaratory judgment action brought by that applicant with respect to the patent, a 
court enters a final decision from which no appeal (other than a petition to the Supreme 
Court for a writ of certiorari) has been or can be taken that the patent is invalid or not 
infringed.

(BB) In an infringement action or a declaratory judgment action described in subitem 
(AA), a court signs a settlement order or consent decree that enters a final judgment that 
includes a finding that the patent is invalid or not infringed.

(CC) The patent information submitted under subsection (b) or (c) is withdrawn by the 
holder of the application approved under subsection (b).

(II) withDrawal of appliCation. — The first applicant withdraws the application or the Secretary 
considers the application to have been withdrawn as a result of a determination by the Secretary 
that the application does not meet the requirements for approval under paragraph (4).

(III) AMENDMENT OF CERTIFICATION. — The first applicant amends or withdraws the certification 
for all of the patents with respect to which that applicant submitted a certification qualifying the 
applicant for the 180-day exclusivity period.

(IV) failure to obtain tentatiVe approVaL. — The first applicant fails to obtain tentative 
approval of the application within 30 months after the date on which the application is filed, unless 
the failure is caused by a change in or a review of the requirements for approval of the application 
imposed after the date on which the application is filed.

(V) agreeMent with another appliCant, the listeD Drug appliCation holDer, or a patent 
owner. — The first applicant enters into an agreement with another applicant under this subsection 
for the drug, the holder of the application for the listed drug, or an owner of the patent that is the 
subject of the certification under paragraph (2)(A)(vii)(IV), the Federal Trade Commission or the 
Attorney General files a complaint, and there is a final decision of the Federal Trade Commission 
or the court with regard to the complaint from which no appeal (other than a petition to the Supreme 
Court for a writ of certiorari) has been or can be taken that the agreement has violated the antitrust 
laws (as defined in section 1 of the Clayton Act (15 U.S.C. 12), except that the term includes 
 section 5 of the Federal Trade Commission Act (15 U.S.C. 45) to the extent that that section applies 
to unfair methods of competition).

(VI) expiration of all patents. — All of the patents as to which the applicant submitted a 
certification qualifying it for the 180-day exclusivity period have expired.

(ii) forfeiture. — The 180-day exclusivity period described in subparagraph (B)(iv) shall be forfeited 
by a first applicant if a forfeiture event occurs with respect to that first applicant.

(iii) subsequent appliCant. — If all first applicants forfeit the 180-day exclusivity period under clause 
(ii) —

(I) approval of any application containing a certification described in paragraph (2)(A)(vii)(IV) 
shall be made effective in accordance with subparagraph (B)(iii); and

(II) no applicant shall be eligible for a 180-day exclusivity period.

(iv) speCial forfeiture rule for CoMpetitiVe generiC therapy. — The 180-day exclusivity period 
described in subparagraph (B)(v) shall be forfeited by a first approved applicant if the applicant fails to 
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market the competitive generic therapy within 75 days after the date on which the approval of the first 
approved applicant’s application for the competitive generic therapy is made effective.

(E) If the Secretary decides to disapprove an application, the Secretary shall give the applicant notice of an 
opportunity for a hearing before the Secretary on the question of whether such application is approvable. 
If the applicant elects to accept the opportunity for hearing by written request within thirty days after such 
notice, such hearing shall commence not more than ninety days after the expiration of such thirty days 
unless the Secretary and the applicant otherwise agree. Any such hearing shall thereafter be conducted on 
an expedited basis and the Secretary’s order thereon shall be issued within ninety days after the date fixed 
by the Secretary for filing final briefs.

(F) —

(i) If an application (other than an abbreviated new drug application) submitted under subsection (b) 
for a drug, no active ingredient (including any ester or salt of the active ingredient) of which has been 
approved in any other application under subsection (b), was approved during the period beginning 
January 1, 1982, and ending on the date of the enactment of this subsection, the Secretary may not make 
the approval of an application submitted under this subsection which refers to the drug for which the 
subsection (b) application was submitted effective before the expiration of ten years from the date of the 
approval of the application under subsection (b).

(ii) If an application submitted under subsection (b) for a drug, no active ingredient (including any ester 
or salt of the active ingredient) of which has been approved in any other application under subsection 
(b), is approved after the date of the enactment of this subsection, no application may be submitted 
under this subsection which refers to the drug for which the subsection (b) application was submitted 
before the expiration of five years from the date of the approval of the application under subsection 
(b), except that such an application may be submitted under this subsection after the expiration of four 
years from the date of the approval of the subsection (b) application if it contains a certification of 
patent invalidity or noninfringement described in subclause (IV) of paragraph (2)(A)(vii). The approval 
of such an application shall be made effective in accordance with subparagraph (B) except that, if an 
action for patent infringement is commenced during the one-year period beginning forty-eight months 
after the date of the approval of the subsection (b) application, the thirty-month period referred to in 
subparagraph (B)(iii) shall be extended by such amount of time (if any) which is required for seven and 
one-half years to have elapsed from the date of approval of the subsection (b) application.

(iii) If an application submitted under subsection (b) for a drug, which includes an active ingredient 
(including any ester or salt of the active ingredient) that has been approved in another application 
approved under subsection (b), is approved after the date of the enactment of this subsection, and if such 
application contains reports of new clinical investigations (other than bioavailability studies) essential 
to the approval of the application and conducted or sponsored by the applicant, the Secretary may not 
make the approval of an application submitted under this subsection for the conditions of approval of 
such drug in the subsection (b) application effective before the expiration of three years from the date 
of the approval of the application under subsection (b) for such drug.

(iv) If a supplement to an application approved under subsection (b) is approved after the date of the 
enactment of this subsection, and the supplement contains reports of new clinical investigations (other 
than bioavailability studies) essential to the approval of the supplement and conducted or sponsored 
by the person submitting the supplement, the Secretary may not make the approval of an application 
submitted under this subsection for a change approved in the supplement effective before the expiration 
of three years from the date of the approval of the supplement under subsection (b).

(v) If an application (or supplement to an application) submitted under subsection (b) for a drug, which 
includes an active ingredient (including any ester or salt of the active ingredient) that has been approved 
in another application under subsection (b), was approved during the period beginning January 1, 1982, 
and ending on the date of the enactment of this subsection, the Secretary may not make the approval 
of an application submitted under this subsection which refers to the drug for which the subsection (b) 
application was submitted or which refers to a change approved in a supplement to the subsection (b) 
application effective before the expiration of two years from the date of enactment of this subsection.

(6) If a drug approved under this subsection refers in its approved application to a drug the approval of which 
was withdrawn or suspended for grounds described in the first sentence of subsection (e) or was withdrawn or 
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suspended under this paragraph or which, as determined by the Secretary, has been withdrawn from sale for 
safety or effectiveness reasons, the approval of the drug under this subsection shall be withdrawn or suspended —

(A) for the same period as the withdrawal or suspension under subsection (e) or this paragraph, or

(B) if the listed drug has been withdrawn from sale, for the period of withdrawal from sale or, if earlier, 
the period ending on the date the Secretary determines that the withdrawal from sale is not for safety or 
effectiveness reasons.

(7) —

(A) —

(i) Within sixty days of the date of the enactment of this subsection, the Secretary shall publish and 
make available to the public —

(I) a list in alphabetical order of the official and proprietary name of each drug which has been 
approved for safety and effectiveness under subsection (c) before the date of the enactment of this 
subsection;

(II) the date of approval if the drug is approved after 1981 and the number of the application which 
was approved; and

(III) whether in vitro or in vivo bioequivalence studies, or both such studies, are required for 
applications filed under this subsection which will refer to the drug published.

(ii) Every thirty days after the publication of the first list under clause (i) the Secretary shall revise the 
list to include each drug which has been approved for safety and effectiveness under subsection (c) or 
approved under this subsection during the thirty-day period.

(iii) When patent information submitted under subsection (b) or (c) respecting a drug included on the 
list is to be published by the Secretary, the Secretary shall, in revisions made under clause (ii), include 
such information for such drug.

(B) A drug approved for safety and effectiveness under subsection (c) or approved under this subsection 
shall, for purposes of this subsection, be considered to have been published under subparagraph (A) on the 
date of its approval or the date of enactment, whichever is later.

(C) If the approval of a drug was withdrawn or suspended for grounds described in the first sentence of 
subsection (e) or was withdrawn or suspended under paragraph (6) or if the Secretary determines that a drug 
has been withdrawn from sale for safety or effectiveness reasons, it may not be published in the list under 
subparagraph (A) or, if the withdrawal or suspension occurred after its publication in such list, it shall be 
immediately removed from such list —

(i) for the same period as the withdrawal or suspension under subsection (e) or paragraph (6), or

(ii) if the listed drug has been withdrawn from sale, for the period of withdrawal from sale or, if earlier, 
the period ending on the date the Secretary determines that the withdrawal from sale is not for safety 
or effectiveness reasons.

A notice of the removal shall be published in the Federal Register.

(8) For purposes of this subsection:

(A) —

(i) The term “bioavailability” means the rate and extent to which the active ingredient or therapeutic 
ingredient is absorbed from a drug and becomes available at the site of drug action.

(ii) For a drug that is not intended to be absorbed into the bloodstream, the Secretary may assess 
bioavailability by scientifically valid measurements intended to reflect the rate and extent to which the 
active ingredient or therapeutic ingredient becomes available at the site of drug action.

(B) A drug shall be considered to be bioequivalent to a listed drug if —

(i) the rate and extent of absorption of the drug do not show a significant difference from the rate and 
extent of absorption of the listed drug when administered at the same molar dose of the therapeutic 
ingredient under similar experimental conditions in either a single dose or multiple doses; or

(ii) the extent of absorption of the drug does not show a significant difference from the extent of 
absorption of the listed drug when administered at the same molar dose of the therapeutic ingredient 
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under similar experimental conditions in either a single dose or multiple doses and the difference from 
the listed drug in the rate of absorption of the drug is intentional, is reflected in its proposed labeling, is 
not essential to the attainment of effective body drug concentrations on chronic use, and is considered 
medically insignificant for the drug.

(C) For a drug that is not intended to be absorbed into the bloodstream, the Secretary may establish 
alternative, scientifically valid methods to show bioequivalence if the alternative methods are expected to 
detect a significant difference between the drug and the listed drug in safety and therapeutic effect.

(9) The Secretary shall, with respect to each application submitted under this subsection, maintain a record of —

(A) the name of the applicant,

(B) the name of the drug covered by the application,

(C) the name of each person to whom the review of the chemistry of the application was assigned and the 
date of such assignment, and

(D) the name of each person to whom the bioequivalence review for such application was assigned and the 
date of such assignment.

The information the Secretary is required to maintain under this paragraph with respect to an application 
submitted under this subsection shall be made available to the public after the approval of such application.

(10) —

(A) If the proposed labeling of a drug that is the subject of an application under this subsection differs from 
the listed drug due to a labeling revision described under clause (i), the drug that is the subject of such 
application shall, notwithstanding any other provision of this Act, be eligible for approval and shall not be 
considered misbranded under section 502 if—

(i) the application is otherwise eligible for approval under this subsection but for expiration of patent, 
an exclusivity period, or of a delay in approval described in paragraph (5)(B)(iii), and a revision to the 
labeling of the listed drug has been approved by the Secretary within 60 days of such expiration;

(ii) the labeling revision described under clause (i) does not include a change to the ‘Warnings’ section 
of the labeling;

(iii) the sponsor of the application under this subsection agrees to submit revised labeling of the drug 
that is the subject of such application not later than 60 days after the notification of any changes to such 
labeling required by the Secretary; and

(iv) such application otherwise meets the applicable requirements for approval under this subsection.

(B) If, after a labeling revision described in subparagraph (A)(i), the Secretary determines that the continued 
presence in interstate commerce of the labeling of the listed drug (as in effect before the revision described 
in subparagraph (A)(i)) adversely impacts the safe use of the drug, no application under this subsection shall 
be eligible for approval with such labeling.

(11) —

(A) Subject to subparagraph (B), the Secretary shall prioritize the review of, and act within 8 months of 
the date of the submission of, an original abbreviated new drug application submitted for review under this 
subsection that is for a drug—

(i) for which there are not more than 3 approved drug products listed under paragraph (7) and for which 
there are no blocking patents and exclusivities; or

(ii) that has been included on the list under section 506E.

(B) To qualify for priority review under this paragraph, not later than 60 days prior to the submission of an 
application described in subparagraph (A) or that the Secretary may prioritize pursuant to subparagraph (D), 
the applicant shall provide complete, accurate information regarding facilities involved in manufacturing 
processes and testing of the drug that is the subject of the application, including facilities in corresponding 
Type II active pharmaceutical ingredients drug master files referenced in an application and sites or 
organizations involved in bioequivalence and clinical studies used to support the application, to enable 
the Secretary to make a determination regarding whether an inspection of a facility is necessary. Such 
information shall include the relevant (as determined by the Secretary) sections of such application, which 
shall be unchanged relative to the date of the submission of such application, except to the extent that a 
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change is made to such information to exclude a facility that was not used to generate data to meet any 
application requirements for such submission and that is not the only facility intended to conduct one or more 
unit operations in commercial production. Information provided by an applicant under this subparagraph 
shall not be considered the submission of an application under this subsection.

(C) The Secretary may expedite an inspection or reinspection under section 704 of an establishment that 
proposes to manufacture a drug described in subparagraph (A).

(D) Nothing in this paragraph shall prevent the Secretary from prioritizing the review of other applications 
as the Secretary determines appropriate.

(12) The Secretary shall publish on the internet website of the Food and Drug Administration, and update at 
least once every 6 months, a list of all drugs approved under subsection (c) for which all patents and periods of 
exclusivity under this Act have expired and for which no application has been approved under this subsection.

(13) Upon the request of an applicant regarding one or more specified pending applications under this 
subsection, the Secretary shall, as appropriate, provide review status updates indicating the categorical status of 
the applications by each relevant review discipline.

(k) —

(1) In the case of any drug for which an approval of an application filed under subsection (b) or (j) is in effect, 
the applicant shall establish and maintain such records, and make such reports to the Secretary, of data relating 
to clinical experience and other data or information, received or otherwise obtained by such applicant with 
respect to such drug, as the Secretary may by general regulation, or by order with respect to such application, 
prescribe on the basis of a finding that such records and reports are necessary in order to enable the Secretary 
to determine, or facilitate a determination, whether there is or may be ground for invoking subsection (e) of 
this section. Regulations and orders issued under this subsection and under subsection (i) shall have due regard 
for the professional ethics of the medical profession and the interests of patients and shall provide, where the 
Secretary deems it to be appropriate, for the examination, upon request, by the persons to whom such regulations 
or orders are applicable, of similar information received or otherwise obtained by the Secretary.

(2) Every person required under this section to maintain records, and every person in charge or custody thereof, 
shall, upon request of an officer or employee designated by the Secretary, permit such officer or employee at all 
reasonable times to have access to and copy and verify such records.

(3) aCtiVe PostMarket risk iDentifiCation. —

(A) Definition. — In this paragraph, the term “data” refers to information with respect to a drug approved 
under this section or under section 351 of the Public Health Service Act, including claims data, patient 
survey data, standardized analytic files that allow for the pooling and analysis of data from disparate data 
environments, and any other data deemed appropriate by the Secretary.

(B) DeVelopMent of postMarket risk iDentifiCation anD analysis MethoDs. — The Secretary shall, 
not later than 2 years after the date of the enactment of the Food and Drug Administration Amendments Act 
of 2007, in collaboration with public, academic, and private entities —

(i) develop methods to obtain access to disparate data sources including the data sources specified in 
subparagraph (C);

(ii) develop validated methods for the establishment of a postmarket risk identification and analysis 
system to link and analyze safety data from multiple sources, with the goals of including, in aggregate —

(I) at least 25,000,000 patients by July 1, 2010; and

(II) at least 100,000,000 patients by July 1, 2012; and

(iii) convene a committee of experts, including individuals who are recognized in the field of protecting 
data privacy and security, to make recommendations to the Secretary on the development of tools and 
methods for the ethical and scientific uses for, and communication of, postmarketing data specified 
under subparagraph (C), including recommendations on the development of effective research methods 
for the study of drug safety questions.

(C) establishMent of the postMarket risk iDentifiCation anD analysis systeM. —

(i) in general. — The Secretary shall, not later than 1 year after the development of the risk identification 
and analysis methods under subparagraph (B), establish and maintain procedures —
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(I) for risk identification and analysis based on electronic health data, in compliance with the regulations 
promulgated under section 264(c) of the Health Insurance Portability and Accountability Act of 1996, 
and in a manner that does not disclose individually identifiable health information in violation of 
paragraph (4)(B);

(II) for the reporting (in a standardized form) of data on all serious adverse drug experiences (as defined 
in section 505–1(b)) submitted to the Secretary under paragraph (1), and those adverse events submitted 
by patients, providers, and drug sponsors, when appropriate;

(III) to provide for active adverse event surveillance using the following data sources, as available:

(aa) Federal health-related electronic data (such as data from the Medicare program and the health 
systems of the Department of Veterans Affairs);

(bb) private sector health-related electronic data (such as pharmaceutical purchase data and health 
insurance claims data); and

(cc) other data as the Secretary deems necessary to create a robust system to identify adverse events 
and potential drug safety signals;

(IV) to identify certain trends and patterns with respect to data accessed by the system;

(V) to provide regular reports to the Secretary concerning adverse event trends, adverse event patterns, 
incidence and prevalence of adverse events, and other information the Secretary determines appropriate, 
which may include data on comparative national adverse event trends; and

(VI) to enable the program to export data in a form appropriate for further aggregation, statistical 
analysis, and reporting.

(ii) tiMeliness of reporting. — The procedures established under clause (i) shall ensure that such data are 
accessed, analyzed, and reported in a timely, routine, and systematic manner, taking into consideration the 
need for data completeness, coding, cleansing, and standardized analysis and transmission.

(iii) PriVate seCtor resourCes. — To ensure the establishment of the active postmarket risk identification 
and analysis system under this subsection not later than 1 year after the development of the risk identification 
and analysis methods under subparagraph (B), as required under clause (i), the Secretary may, on a temporary 
or permanent basis, implement systems or products developed by private entities.

(iv) CoMpleMentary approaChes. — To the extent the active postmarket risk identification and analysis 
system under this subsection is not sufficient to gather data and information relevant to a priority drug safety 
question, the Secretary shall develop, support, and participate in complementary approaches to gather and 
analyze such data and information, including —

(I) approaches that are complementary with respect to assessing the safety of use of a drug in domestic 
populations not included, or underrepresented, in the trials used to approve the drug (such as older 
people, people with comorbidities, pregnant women, or children); and

(II) existing approaches such as the Vaccine Adverse Event Reporting System and the Vaccine Safety 
Datalink or successor databases.

(v) authority for ContraCts. — The Secretary may enter into contracts with public and private entities to 
fulfill the requirements of this subparagraph.

(4) aDVanCeD analysis of Drug safety Data. —

(A) purpose. — The Secretary shall establish collaborations with public, academic, and private entities, 
which may include the Centers for Education and Research on Therapeutics under section 912 of the Public 
Health Service Act, to provide for advanced analysis of drug safety data described in paragraph (3)(C) and 
other information that is publicly available or is provided by the Secretary, in order to —

(i) improve the quality and efficiency of postmarket drug safety risk-benefit analysis;

(ii) provide the Secretary with routine access to outside expertise to study advanced drug safety 
questions; and

(iii) enhance the ability of the Secretary to make timely assessments based on drug safety data.
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(B) priVaCy. — Such analysis shall not disclose individually identifiable health information when presenting 
such drug safety signals and trends or when responding to inquiries regarding such drug safety signals and 
trends.

(C) publiC proCess for priority questions. — At least biannually, the Secretary shall seek recommendations 
from the Drug Safety and Risk Management Advisory Committee (or any successor committee) and from 
other advisory committees, as appropriate, to the Food and Drug Administration on —

(i) priority drug safety questions; and

(ii) mechanisms for answering such questions, including through —

(I) active risk identification under paragraph (3); and

(II) when such risk identification is not sufficient, postapproval studies and clinical trials under 
subsection (o)(3).

(D) ProCeDures for the DeVelopMent of Drug safety Collaborations. —

(i) in general. — Not later than 180 days after the date of the establishment of the active postmarket risk 
identification and analysis system under this subsection, the Secretary shall establish and implement 
procedures under which the Secretary may routinely contract with one or more qualified entities to —

(I) classify, analyze, or aggregate data described in paragraph (3)(C) and information that is 
publicly available or is provided by the Secretary;

(II) allow for prompt investigation of priority drug safety questions, including —

(aa) unresolved safety questions for drugs or classes of drugs; and

(bb) for a newly-approved drugs, safety signals from clinical trials used to approve the drug 
and other preapproval trials; rare, serious drug side effects; and the safety of use in domestic 
populations not included, or underrepresented, in the trials used to approve the drug (such as 
older people, people with comorbidities, pregnant women, or children);

(III) perform advanced research and analysis on identified drug safety risks;

(IV) focus postapproval studies and clinical trials under subsection (o)(3) more effectively on cases 
for which reports under paragraph (1) and other safety signal detection is not sufficient to resolve 
whether there is an elevated risk of a serious adverse event associated with the use of a drug; and

(V) carry out other activities as the Secretary deems necessary to carry out the purposes of this 
paragraph.

(ii) request for speCifiC MethoDology. — The procedures described in clause (i) shall permit the 
Secretary to request that a specific methodology be used by the qualified entity. The qualified entity 
shall work with the Secretary to finalize the methodology to be used.

(E) use of analyses. — The Secretary shall provide the analyses described in this paragraph, including the 
methods and results of such analyses, about a drug to the sponsor or sponsors of such drug.

(F) QualifieD entities. —

(i) in general. — The Secretary shall enter into contracts with a sufficient number of qualified entities 
to develop and provide information to the Secretary in a timely manner.

(ii) qualifiCation. — The Secretary shall enter into a contract with an entity under clause (i) only if the 
Secretary determines that the entity has a significant presence in the United States and has one or more 
of the following qualifications:

(I) The research, statistical, epidemiologic, or clinical capability and expertise to conduct and 
complete the activities under this paragraph, including the capability and expertise to provide the 
Secretary de-identified data consistent with the requirements of this subsection.

(II) An information technology infrastructure in place to support electronic data and operational 
standards to provide security for such data.

(III) Experience with, and expertise on, the development of drug safety and effectiveness research 
using electronic population data.
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(IV) An understanding of drug development or risk/benefit balancing in a clinical setting.

(V) Other expertise which the Secretary deems necessary to fulfill the activities under this 
paragraph.

(G) ContraCt requireMents. — Each contract with a qualified entity under subparagraph (F)(i) shall 
contain the following requirements:

(i) ensuring PriVaCy. — The qualified entity shall ensure that the entity will not use data under this 
subsection in a manner that —

(I) violates the regulations promulgated under section 264(c) of the Health Insurance Portability 
and Accountability Act of 1996;

(II) violates sections 552 or 552a of title 5, United States Code, with regard to the privacy of 
individually-identifiable beneficiary health information; or

(III) discloses individually identifiable health information when presenting drug safety signals and 
trends or when responding to inquiries regarding drug safety signals and trends.

Nothing in this clause prohibits lawful disclosure for other purposes.

(ii) CoMponent of another organization. — If a qualified entity is a component of another 
organization —

(I) the qualified entity shall establish appropriate security measures to maintain the confidentiality 
and privacy of such data; and

(II) the entity shall not make an unauthorized disclosure of such data to the other components of 
the organization in breach of such confidentiality and privacy requirement.

(iii) TERMINATION OR nonrenewal. — If a contract with a qualified entity under this subparagraph is 
terminated or not renewed, the following requirements shall apply:

(I) ConfiDentiality anD priVaCy proteCtions. — The entity shall continue to comply with the 
confidentiality and privacy requirements under this paragraph with respect to all data disclosed to 
the entity.

(II) Disposition OF DATA. — The entity shall return any data disclosed to such entity under this 
subsection to which it would not otherwise have access or, if returning the data is not practicable, 
destroy the data.

(H) CoMpetitiVe proCeDures. — The Secretary shall use competitive procedures (as defined in section 
4(5) of the Federal Procurement Policy Act) to enter into contracts under subparagraph (G).

(I) reView of ContraCt in the eVent of a Merger or aCquisition. — The Secretary shall review the 
contract with a qualified entity under this paragraph in the event of a merger or acquisition of the entity in 
order to ensure that the requirements under this paragraph will continue to be met.

(J) CoorDination. — In carrying out this paragraph, the Secretary shall provide for appropriate 
communications to the public, scientific, public health, and medical communities, and other key stakeholders, 
and to the extent practicable shall coordinate with the activities of private entities, professional associations, 
or other entities that may have sources of drug safety data.

(5) The Secretary shall —

(A) conduct regular (Per Sec. 3075 of the 21st Century Cures Act) screenings of the Adverse Event Reporting 
System database and post a quarterly report on the Adverse Event Reporting System Web site of any new 
safety information or potential signal of a serious risk identified by Adverse Event Reporting System within 
the last quarter; and

(B) on an annual basis, review the entire backlog of postmarket safety commitments to determine which 
commitments require revision or should be eliminated, report to the Congress on these determinations, and 
assign start dates and estimated completion dates for such commitments; and

(C) make available on the Internet website of the Food and Drug Administration—

(i) guidelines, developed with input from experts qualified by scientific training and experience to 
evaluate the safety and effectiveness of drugs, that detail best practices for drug safety surveillance 
using the Adverse Event Reporting System; and

(ii)  criteria for public posting of adverse event signals. 
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(l) —

(1) Safety and effectiveness data and information which has been submitted in an application under 
subsection (b) for a drug and which has not previously been disclosed to the public shall be made available 
to the public, upon request, unless extraordinary circumstances are shown —

(A) if no work is being or will be undertaken to have the application approved,

(B) if the Secretary has determined that the application is not approvable and all legal appeals have been 
exhausted,

(C) if approval of the application under subsection (c) is withdrawn and all legal appeals have been 
exhausted,

(D) if the Secretary has determined that such drug is not a new drug, or

(E) upon the effective date of the approval of the first application under subsection (j) which refers to 
such drug or upon the date upon which the approval of an application under subsection (j) which refers 
to such drug could be made effective if such an application had been submitted.

(2) aCtion paCkage for approVal. —

(A) aCtion PaCkage. — The Secretary shall publish the action package for approval of an application 
under subsection (b) or section 351 of the Public Health Service Act on the Internet Web site of the Food 
and Drug Administration —

(i) not later than 30 days after the date of approval of such application for a drug no active ingredient 
(including any ester or salt of the active ingredient) of which has been approved in any other 
application under this section or section 351 of the Public Health Service Act; and

(ii) not later than 30 days after the third request for such action package for approval received under 
section 552 of title 5, United States Code, for any other drug.

(B) iMMeDiate publiCation of suMMary reView. — Notwithstanding subparagraph (A), the Secretary 
shall publish, on the Internet Web site of the Food and Drug Administration, the materials described in

subparagraph (C)(iv) not later than 48 hours after the date of approval of the drug, except where such 
materials require redaction by the Secretary.

(C) Contents. — An action package for approval of an application under subparagraph (A) shall be 
dated and shall include the following:

(i) Documents generated by the Food and Drug Administration related to review of the application.

(ii) Documents pertaining to the format and content of the application generated during drug 
development.

(iii) Labeling submitted by the applicant.

(iv) A summary review that documents conclusions from all reviewing disciplines about the drug, 
noting any critical issues and disagreements with the applicant and within the review team and how 
they were resolved, recommendations for action, and an explanation of any nonconcurrence with 
review conclusions.

(v) The Division Director and Office Director’s decision document which includes —

(I) a brief statement of concurrence with the summary review;

(II) a separate review or addendum to the review if disagreeing with the summary review; and

(III) a separate review or addendum to the review to add further analysis.

(vi) Identification by name of each officer or employee of the Food and Drug Administration who —

(I) participated in the decision to approve the application; and

(II) consents to have his or her name included in the package.

(D) reView. — A scientific review of an application is considered the work of the reviewer and shall 
not be altered by management or the reviewer once final.

(E) ConfiDential inforMation. — This paragraph does not authorize the disclosure of any trade 
secret, confidential commercial or financial information, or other matter listed in section 552(b) of 
Title 5, United States Code.
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(m) For purposes of this section, the term “patent” means a patent issued by the United States Patent and Trademark 
Office.

(n) —

(1) For the purpose of providing expert scientific advice and recommendations to the Secretary regarding a 
clinical investigation of a drug or the approval for marketing of a drug under section 505 or section 351 of the 
Public Health Service Act, the Secretary shall establish panels of experts or use panels of experts established 
before the date of enactment of the Food and Drug Administration Modernization Act of 1997 [November 21, 
1997 — Ed.], or both.

(2) The Secretary may delegate the appointment and oversight authority granted under section 1004 to a director 
of a center or successor entity within the Food and Drug Administration.

(3) The Secretary shall make appointments to each panel established under paragraph (1) so that each panel shall 
consist of —

(A) members who are qualified by training and experience to evaluate the safety and effectiveness of 
the drugs to be referred to the panel and who, to the extent feasible, possess skill and experience in the 
development, manufacture, or utilization of such drugs;

(B) members with diverse expertise in such fields as clinical and administrative medicine, pharmacy, 
pharmacology, pharmacoeconomics, biological and physical sciences, and other related professions;

(C) a representative of consumer interests, and a representative of interests of the drug manufacturing 
industry not directly affected by the matter to be brought before the panel; and

(D) two or more members who are specialists or have other expertise in the particular disease or condition 
for which the drug under review is proposed to be indicated.

Scientific, trade, and consumer organizations shall be afforded an opportunity to nominate individuals for 
appointment to the panels. No individual who is in the regular full-time employ of the United States and engaged 
in the administration of this Act may be a voting member of any panel. The Secretary shall designate one of the 
members of each panel to serve as chairman thereof.

(4) The Secretary shall, as appropriate, provide education and training to each new panel member before such 
member participates in a panel’s activities, including education regarding requirements under this Act and related 
regulations of the Secretary, and the administrative processes and procedures related to panel meetings.

(5) Panel members (other than officers or employees of the United States), while attending meetings or 
conferences of a panel or otherwise engaged in its business, shall be entitled to receive compensation for each 
day so engaged, including traveltime, at rates to be fixed by the Secretary, but not to exceed the daily equivalent 
of the rate in effect for positions classified above grade Gs-15 of the General Schedule. While serving away from 
their homes or regular places of business, panel members may be allowed travel expenses (including per diem in 
lieu of subsistence) as authorized by section 5703 of title 5, United States Code, for persons in the Government 
service employed intermittently.

(6) The Secretary shall ensure that scientific advisory panels meet regularly and at appropriate intervals so that 
any matter to be reviewed by such a panel can be presented to the panel not more than 60 days after the matter 
is ready for such review. Meetings of the panel may be held using electronic communication to convene the 
meetings.

(7) Within 90 days after a scientific advisory panel makes recommendations on any matter under its review, 
the Food and Drug Administration official responsible for the matter shall review the conclusions and 
recommendations of the panel, and notify the affected persons of the final decision on the matter, or of the 
reasons that no such decision has been reached. Each such final decision shall be documented including the 
rationale for the decision.

(o) PostMarket stuDies anD CliniCal trials; labeling. —

(1) in general. — A responsible person may not introduce or deliver for introduction into interstate commerce 
the new drug involved if the person is in violation of a requirement established under paragraph (3) or (4) with 
respect to the drug.

(2) Definitions. — For purposes of this subsection:

(A) responsible Person. — The term “responsible person” means a person who —

(i) has submitted to the Secretary a covered application that is pending; or
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(ii) is the holder of an approved covered application.

(B) CoVereD appliCation. — The term “covered application” means —

(i) an application under subsection (b) for a drug that is subject to section 503(b); and

(ii) an application under section 351 of the Public Health Service Act.

(C) new safety inforMation; serious risk. — The terms “new safety information”, “serious risk”, and 
“signal of a serious risk” have the meanings given such terms in section 505–1(b).

(3) stuDies anD CliniCal trials. —

(A) in general. — For any or all of the purposes specified in subparagraph (B), the Secretary may, subject 
to subparagraph (D), require a responsible person for a drug to conduct a postapproval study or studies of the 
drug, or a postapproval clinical trial or trials of the drug, on the basis of scientific data deemed appropriate 
by the Secretary, including information regarding chemically-related or pharmacologically-related drugs.

(B) Purposes of stuDy or CliniCal trial. — The purposes referred to in this subparagraph with respect 
to a postapproval study or postapproval clinical trial are the following:

(i) To assess a known serious risk related to the use of the drug involved.

(ii) To assess signals of serious risk related to the use of the drug.

(iii) To identify an unexpected serious risk when available data indicates the potential for a serious risk.

(C) establishMent of requireMent after approVal of CoVereD appliCation. — The Secretary may 
require a postapproval study or studies or postapproval clinical trial or trials for a drug for which an approved 
covered application is in effect as of the date on which the Secretary seeks to establish such requirement only 
if the Secretary becomes aware of new safety information.

(D) DeterMination by seCretary. —

(i) PostapproVal stuDies. — The Secretary may not require the responsible person to conduct a study 
under this paragraph, unless the Secretary makes a determination that the reports under subsection (k)(1) 
and the active postmarket risk identification and analysis system as available under subsection (k)(3) 
will not be sufficient to meet the purposes set forth in subparagraph (B).

(ii) POSTAPPAROVAL CLINICAL TRIALS. — The Secretary may not require the responsible person to conduct 
a clinical trial under this paragraph, unless the Secretary makes a determination that a postapproval 
study or studies will not be sufficient to meet the purposes set forth in subparagraph (B).

(E) notifiCation; tiMetables; PerioDiC reports. —

(i) notifiCation. — The Secretary shall notify the responsible person regarding a requirement under 
this paragraph to conduct a postapproval study or clinical trial by the target dates for communication of 
feedback from the review team to the responsible person regarding proposed labeling and postmarketing 
study commitments as set forth in the letters described in section 101(c) of the Food and Drug 
Administration Amendments Act of 2007.

(ii) TIMETABLE; PERIODIC REPORTS. — For each study or clinical trial required to be conducted under 
this paragraph, the Secretary shall require that the responsible person submit a timetable for completion 
of the study or clinical trial. With respect to each study required to be conducted under this paragraph 
or otherwise undertaken by the responsible person to investigate a safety issue, the Secretary shall 
require the responsible person to periodically report to the Secretary on the status of such study 
including whether any difficulties in completing the study have been encountered. With respect to each 
clinical trial required to be conducted under this paragraph or otherwise undertaken by the responsible 
person to investigate a safety issue, the Secretary shall require the responsible person to periodically 
report to the Secretary on the status of such clinical trial including whether enrollment has begun, the 
number of participants enrolled, the expected completion date, whether any difficulties completing 
the clinical trial have been encountered, and registration information with respect to the requirements 
under section 402(j) of the Public Health Service Act. If the responsible person fails to comply with 
such timetable or violates any other requirement of this subparagraph, the responsible person shall be 
considered in violation of this subsection, unless the responsible person demonstrates good cause for 
such noncompliance or such other violation. The Secretary shall determine what constitutes good cause 
under the preceding sentence.
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(F) Dispute resolution. — The responsible person may appeal a requirement to conduct a study or clinical 
trial under this paragraph using dispute resolution procedures established by the Secretary in regulation and 
guidance.

(4) safety labeling Changes requesteD By seCretary. —

(A) new safety inforMation. — If the Secretary becomes aware of new safety information that the 
Secretary believes should be included in the labeling of the drug, the Secretary shall promptly notify the 
responsible person or, if the same drug approved under section 505(b) is not currently marketed, the holder 
of an approved application under 505(j).

(B) response to notifiCation. — Following notification pursuant to subparagraph (A), the responsible 
person or the holder of the approved application under section 505(j) shall within 30 days —

(i) submit a supplement proposing changes to the approved labeling to reflect the new safety information, 
including changes to boxed warnings, contraindications, warnings, precautions, or adverse reactions; or

(ii) notify the Secretary that the responsible person or the holder of the approved application under 
section 505(j) does not believe a labeling change is warranted and submit a statement detailing the 
reasons why such a change is not warranted.

(C) reView. — Upon receipt of such supplement, the Secretary shall promptly review and act upon such 
supplement. If the Secretary disagrees with the proposed changes in the supplement or with the statement 
setting forth the reasons why no labeling change is necessary, the Secretary shall initiate discussions to reach 
agreement on whether the labeling for the drug should be modified to reflect the new safety information, 
and if so, the contents of such labeling changes.

(D) DisCussions. — Such discussions shall not extend for more than 30 days after the response to the 
notification under subparagraph (B), unless the Secretary determines an extension of such discussion period 
is warranted.

(E) orDer. — Within 15 days of the conclusion of the discussions under subparagraph (D), the Secretary may 
issue an order directing the responsible person or the holder of the approved application under section 505(j) 
to make such a labeling change as the Secretary deems appropriate to address the new safety information. 
Within 15 days of such an order, the responsible person or the holder of the approved application under 
section 505(j) shall submit a supplement containing the labeling change.

(F) Dispute resolution. — Within 5 days of receiving an order under subparagraph (E), the responsible 
person or the holder of the approved application under section 505(j) may appeal using dispute resolution 
procedures established by the Secretary in regulation and guidance.

(G) Violation. — If the responsible person or the holder of the approved application under section 505(j) 
has not submitted a supplement within 15 days of the date of such order under subparagraph (E), and there 
is no appeal or dispute resolution proceeding pending, the responsible person or holder shall be considered 
to be in violation of this subsection. If at the conclusion of any dispute resolution procedures the Secretary 
determines that a supplement must be submitted and such a supplement is not submitted within 15 days of 
the date of that determination, the responsible person or holder shall be in violation of this subsection.

(H) PubliC Health threat. — Notwithstanding subparagraphs (A) through (F), if the Secretary concludes 
that such a labeling change is necessary to protect the public health, the Secretary may accelerate the 
timelines in such subparagraphs.

(I) rule of ConstruCtion. — This paragraph shall not be construed to affect the responsibility of the 
responsible person or the holder of the approved application under section 505(j) to maintain its label in 
accordance with existing requirements, including subpart B of part 201 and sections 314.70 and 601.12 of 
title 21, Code of Federal Regulations (or any successor regulations).

(5) non-Delegation. — Determinations by the Secretary under this subsection for a drug shall be made by 
individuals at or above the level of individuals empowered to approve a drug (such as division directors within 
the Center for Drug Evaluation and Research).

(p) risk eValuation anD Mitigation strategy. —

(1) in general. — A person may not introduce or deliver for introduction into interstate commerce a new drug 
if —
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(A)(i) the application for such drug is approved under subsection (b) or (j) and is subject to section 503(b); or

(ii) the application for such drug is approved under section 351 of the Public Health Service Act; and

(B) a risk evaluation and mitigation strategy is required under section 505–1 with respect to the drug 
and the person fails to maintain compliance with the requirements of the approved strategy or with other 
requirements under section 505–1, including requirements regarding assessments of approved strategies.

(2) Certain PostMarket stuDies. — The failure to conduct a postmarket study under section 506, subpart H 
of part 314, or subpart E of part 601 of title 21, Code of Federal Regulations (or any successor regulations), is 
deemed to be a violation of paragraph (1).

(q) Petitions anD CiVil aCtions regarDing approVal of Certain appliCations. —

(1) in general. —

(A) DeterMination. — The Secretary shall not delay approval of a pending application submitted under 
subsection (b)(2) or (j) of this section or section 351(k) of the Public Health Service Act because of any 
request to take any form of action relating to the application, either before or during consideration of the 
request, unless —

(i) the request is in writing and is a petition submitted to the Secretary pursuant to section 10.30 or 10.35 
of title 21, Code of Federal Regulations (or any successor regulations); and

(ii) the Secretary determines, upon reviewing the petition, that a delay is necessary to protect the public 
health.

(B) notifiCation. — If the Secretary determines under subparagraph (A) that a delay is necessary with 
respect to an application, the Secretary shall provide to the applicant, not later than 30 days after making 
such determination, the following information:

(i) Notification of the fact that a determination under subparagraph (A) has been made.

(ii) If applicable, any clarification or additional data that the applicant should submit to the docket on 
the petition to allow the Secretary to review the petition promptly.

(iii) A brief summary of the specific substantive issues raised in the petition which form the basis of 
the determination.

(C) forMat. — The information described in subparagraph (B) shall be conveyed via either, at the discretion 
of the Secretary —

(i) a document; or

(ii) a meeting with the applicant involved.

(D) PubliC DisClosure. — Any information conveyed by the Secretary under subparagraph (C) shall 
be considered part of the application and shall be subject to the disclosure requirements applicable to 
information in such application.

(E) Denial baseD on intent to Delay. — If the Secretary determines that a petition or a supplement to 
the petition was submitted with the primary purpose of delaying the approval of an application and the 
petition does not on its face raise valid scientific or regulatory issues, the Secretary may deny the petition at 
any point based on such determination. The Secretary may issue guidance to describe the factors that will 
be used to determine under this subparagraph whether a petition is submitted with the primary purpose of 
delaying the approval of an application.

(F) final agenCy aCtion. — The Secretary shall take final agency action on a petition not later than 150 
days after the date on which the petition is submitted. The Secretary shall not extend such period for any 
reason, including —

(i) any determination made under subparagraph (A);

(ii) the submission of comments relating to the petition or supplemental information supplied by the 
petitioner; or

(iii) the consent of the petitioner.

(G) extension of 30-Month PerioD. — If the filing of an application resulted in first-applicant status under 
subsection (j)(5)(D)(i)(IV) and approval of the application was delayed because of a petition, the 30-month 
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period under such subsection is deemed to be extended by a period of time equal to the period beginning on 
the date on which the Secretary received the petition and ending on the date of final agency action on the 
petition (inclusive of such beginning and ending dates), without regard to whether the Secretary grants, in 
whole or in part, or denies, in whole or in part, the petition.

(H) CertifiCation. — The Secretary shall not consider a petition for review unless the party submitting such 
petition does so in written form and the subject document is signed and contains the following certification: 
‘I certify that, to my best knowledge and belief: (a) this petition includes all information and views upon 
which the petition relies; (b) this petition includes representative data and/ or information known to the 
petitioner which are unfavorable to the petition; and (c) I have taken reasonable steps to ensure that any 
representative data and/or information which are unfavorable to the petition were disclosed to me. I further 
certify that the information upon which I have based the action requested herein first became known to the 
party on whose behalf this petition is submitted on or about the following date: —. If I received or expect to 
receive payments, including cash and other forms of consideration, to file this information or its contents, I 
received or expect to receive those payments from the following persons or organizations: — . I verify under 
penalty of perjury that the foregoing is true and correct as of the date of the submission of this petition.’, 
with the date on which such information first became known to such party and the names of such persons or 
organizations inserted in the first and second blank space, respectively.

(I) VerifiCation. — The Secretary shall not accept for review any supplemental information or comments 
on a petition unless the party submitting such information or comments does so in written form and the 
subject document is signed and contains the following verification: ‘I certify that, to my best knowledge 
and belief: (a) I have not intentionally delayed submission of this document or its contents; and (b) the 
information upon which I have based the action requested herein first became known to me on or about
 . If I received or expect to receive payments, including cash and other forms of 
consideration, to file this information or its contents, I received or expect to receive those payments from the 
following persons or organizations: . I verify under penalty of perjury that the foregoing 
is true and correct as of the date of the submission of this petition.’, with the date on which such information 
first became known to the party and the names of such persons or organizations inserted in the first and 
second blank space, respectively.

(2) exhaustion of aDMinistratiVe reMeDies. —

(A) final agenCy aCtion within 150 Days. — The Secretary shall be considered to have taken final 
agency action on a petition if —

(i) during the 150-day period referred to in paragraph (1)(F), the Secretary makes a final decision within 
the meaning of section 10.45(d) of title 21, Code of Federal Regulations (or any successor regulation); or

(ii) such period expires without the Secretary having made such a final decision.

(B) DisMissal of Certain CiVil aCtions. —  If a civil action is filed against the Secretary with respect 
to any issue raised in the petition before the Secretary has taken final agency action on the petition within 
the meaning of subparagraph (A), the court shall dismiss without prejudice the action for failure to exhaust 
administrative remedies.

(C) aDMinistratiVe reCorD. — For purposes of judicial review related to the approval of an application for 
which a petition under paragraph (1) was submitted, the administrative record regarding any issue raised by 
the petition shall include —

(i) the petition filed under paragraph (1) and any supplements and comments thereto:

(ii) the Secretary’s response to such petition, if issued; and

(iii) other information, as designated by the Secretary, related to the Secretary’s determinations regarding 
the issues raised in such petition, as long as the information was considered by the agency no later than 
the date of final agency action as defined under subparagraph (2)(A), and regardless of whether the 
Secretary responded to the petition at or before the approval of the application at issue in the petition.

(3) annual report on Delays in approVals per Petitions. — The Secretary shall annually submit to the 
Congress a report that specifies —

(A) the number of applications that were approved during the preceding 12-month period;

(B) the number of such applications whose effective dates were delayed by petitions referred to in paragraph (1) 
during such period;
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(C) the number of days by which such applications were so delayed; and

(D) the number of such petitions that were submitted during such period.

(4) exCeptions. —

(A) This subsection does not apply to —

(i) a petition that relates solely to the timing of the approval of an application pursuant to subsection (j) 
(5)(B)(iv); or

(ii) a petition that is made by the sponsor of an application and that seeks only to have the Secretary take 
or refrain from taking any form of action with respect to that application.

(B) Paragraph (2) does not apply to a petition addressing issues concerning an application submitted pursuant 
to section 351(k) of the Public Health Service Act.

(5) Definitions. —

(A) appliCation. — For purposes of this subsection, the term “application” means an application submitted 
under subsection (b)(2) or (j) of this section or section 351(k) of the Public Health Service Act.

(B) Petition. — For purposes of this subsection, other than paragraph (1)(A)(i), the term “petition” means 
a request described in paragraph (1)(A)(i).

(r) PostMarket Drug safety inforMation for Patients anD ProViDers. —

(1) establishMent. — Not later than 1 year after the date of the enactment of the Food and Drug Administration 
Amendment Act of 2007, the Secretary shall improve the transparency of information about drugs and allow 
patients and health care providers better access to information about drugs by developing and maintaining an 
Internet Web site that —

(A) provides links to drug safety information listed in paragraph (2) for prescription drugs that are approved 
under this section or licensed under section 351 of the Public Health Service Act; and

(B) improves communication of drug safety information to patients and providers.

(2) internet Web site. —  The Secretary shall carry out paragraph (1) by —

(A) developing and maintaining a accessible, consolidated Internet Web site with easily searchable drug 
safety information, including the information found on United States Government Internet Web sites, such 
as the United States National Library of Medicine’s Daily Med and Medline Plus Web sites, in addition to 
other such Web sites maintained by the Secretary;

(B) ensuring that the information provided on the Internet Web site is comprehensive and includes, when 
available and appropriate —

(i) patient labeling and patient packaging inserts;

(ii) a link to a list of each drug, whether approved under this section or licensed under such section 351, 
for which a Medication Guide, as provided for under part 208 of title 21, Code of Federal Regulations 
(or any successor regulations), is required;

(iii) a link to the registry and results data bank provided for under subsections (i) and (j) of section 402 
of the Public Health Services Act;

(iv) the most recent safety information and alerts issued by the Food and Drug Administration for drugs 
approved by the Secretary under this section, such as product recalls, warning letters, and import alerts;

(v) publicly available information about implemented RiskMAPs and risk evaluation and mitigation 
strategies under subsection (o);

(vi) guidance documents and regulations related to drug safety; and

(vii) other material determined appropriate by the Secretary;

(C) providing access to summaries of the assessed and aggregated data collected from the active surveillance 
infrastructure under subsection (k)(3) to provide information of known and serious side-effects for drugs 
approved under this section or licensed under such section 351;

(D) preparing and making publicly available on the Internet website established under paragraph (1) best 
practices for drug safety surveillance activities for drugs approved under this section or section 351 of the 
Public Health Service Act;
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(E) enabling patients, providers, and drug sponsors to submit adverse event reports through the Internet Web 
site;

(F) providing educational materials for patients and providers about the appropriate means of disposing of 
expired, damaged, or unusable medications; and

(G) supporting initiatives that the Secretary determines to be useful to fulfill the purposes of the Internet 
Web site.

(3) Posting of Drug labeling. — The Secretary shall post on the Internet Web site established under paragraph 
(1) the approved professional labeling and any required patient labeling of a drug approved under this section or 
licensed under such section 351 not later than 21 days after the date the drug is approved or licensed, including 
in a supplemental application with respect to a labeling change.

(4) PriVate seCtor resourCes. — To ensure development of the Internet Web site by the date described in 
paragraph (1), the Secretary may, on a temporary or permanent basis, implement systems or products developed 
by private entities.

(5) authority for ContraCts. — The Secretary may enter into contracts with public and private entities to 
fulfill the requirements of this subsection.

(6) reView. — The Advisory Committee on Risk Communication under section 567 shall, on a regular basis, 
perform a comprehensive review and evaluation of the types of risk communication information provided on the 
Internet Web site established under paragraph (1) and, through other means, shall identify, clarify, and define 
the purposes and types of information available to facilitate the efficient flow of information to patients and 
providers, and shall recommend ways for the Food and Drug Administration to work with outside entities to help 
facilitate the dispensing of risk communication information to patients and providers.

(s) referral to aDVisory CoMMittee. — Prior to the approval of a drug no active ingredient (including any ester 
or salt of the active ingredient) of which has been approved in any other application under this section or section 351 
of the Public Health Service Act, the Secretary shall —

(1) refer such drug to a Food and Drug Administration advisory committee for review at a meeting of such 
advisory committee; or

(2) if the Secretary does not refer such a drug to a Food and Drug Administration advisory committee prior to the 
approval of the drug, provide in the action letter on the application for the drug a summary of the reasons why 
the Secretary did not refer the drug to an advisory committee prior to approval.

(t) Database for authorizeD generiC Drugs. —

(1) in general. —

(A) PubliCation. — The Commissioner shall —

(i) not later than 9 months after the date of the enactment of the Food and Drug Administration 
Amendments Act of 2007, publish a complete list on the Internet Web site of the Food and Drug 
Administration of all authorized generic drugs (including drug trade name, brand company manufacturer, 
and the date the authorized generic drug entered the market); and

(ii) update the list quarterly to include each authorized generic drug included in an annual report 
submitted to the Secretary by the sponsor of a listed drug during the preceding 3-month period.

(B) notifiCation. — The Commissioner shall notify relevant Federal agencies, including the Centers for 
Medicare & Medicaid Services and the Federal Trade Commission, when the Commissioner first publishes 
the information described in subparagraph (A) that the information has been published and that the 
information will be updated quarterly.

(2) inClusion. — The Commissioner shall include in the list described in paragraph (1) each authorized generic 
drug included in an annual report submitted to the Secretary by the sponsor of a listed drug after January 1, 1999.

(3) authorizeD generiC Drug. — In this section, the term “authorized generic drug” means a listed drug (as 
that term is used in subsection (j)) that —

(A) has been approved under subsection (c); and

(B) is marketed, sold, or distributed directly or indirectly to retail class of trade under a different labeling, 
packaging (other than repackaging as the listed drug in blister packs, unit doses, or similar packaging for use 
in institutions), product code, labeler code, trade name, or trademark than the listed drug.
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(u) Certain Drugs Containing single enantioMers. —

(1) in general. — For purposes of subsections (c)(3)(E)(ii) and (j)(5)(F)(ii), if an application is submitted 
under subsection (b) for a non-racemic drug containing as an active ingredient (including any ester or salt of 
the active ingredient) a single enantiomer that is contained in a racemic drug approved in another application 
under subsection (b), the applicant may, in the application for such non-racemic drug, elect to have the single 
enantiomer not be considered the same active ingredient as that contained in the approved racemic drug, if —

(A) —

(i) the single enantiomer has not been previously approved except in the approved racemic drug; and

(ii) the application submitted under subsection (b) for such non-racemic drug —

(I) includes full reports of new clinical investigations (other than bioavailability studies) — (aa) 
necessary for the approval of the application under subsections (c) and (d); and (bb) conducted or 
sponsored by the applicant; and

(II) does not rely on any clinical investigations that are part of an application submitted under 
subsection (b) for approval of the approved racemic drug; and

(B) the application submitted under subsection (b) for such non-racemic drug is not submitted for approval 
of a condition of use —

(i) in a therapeutic category in which the approved racemic drug has been approved; or

(ii) for which any other enantiomer of the racemic drug has been approved.

(2) liMitation. —

(A) no approVal in Certain therapeutiC Categories. — Until the date that is 10 years after the date of 
approval of a non-racemic drug described in paragraph (1) and with respect to which the applicant has made 
the election provided for by such paragraph, the Secretary shall not approve such non-racemic drug for any 
condition of use in the therapeutic category in which the racemic drug has been approved.

(B) labeling. — If applicable, the labeling of a nonracemic drug described in paragraph (1) and with respect 
to which the applicant has made the election provided for by such paragraph shall include a statement that 
the non-racemic drug is not approved, and has not been shown to be safe and effective, for any condition of 
use of the racemic drug.

(3) Definition. —

(A) in general. — For purposes of this subsection, the term “therapeutic category” means a therapeutic 
category identified in the list developed by the United States Pharmacopeia pursuant to section 1860D–4(b)
(3)(C)(ii) of the Social Security Act and as in effect on the date of the enactment of this subsection.

(B) PubliCation By seCretary. — The Secretary shall publish the list described in subparagraph (A) and 
may amend such list by regulation.

(4) aVailability. — The election referred to in paragraph (1) may be made only in an application that is 
submitted to the Secretary after the date of the enactment of this subsection and before October 1, 2017. 2022.

(v) antibiotiC Drugs subMitteD before noVeMber 21, 1997. —

(1) antibiotiC Drugs approVeD before noVeMber 21, 1997. —

(A) in general. — Notwithstanding any provision of the Food and Drug Administration Modernization 
Act of 1997 or any other provision of law, a sponsor of a drug that is the subject of an application described 
in subparagraph (B)(i) shall be eligible for, with respect to the drug, the 3-year exclusivity period referred 
to under clauses (iii) and (iv) of subsection (c)(3)(E) and under clauses (iii) and (iv) of subsection (j)(5)(F), 
subject to the requirements of such clauses, as applicable.

(B) appliCation; antibiotiC Drug DesCribeD. —

(i) appliCation. — An application described in this clause is an application for marketing submitted 
under this section after the date of the enactment of this subsection in which the drug that is the subject 
of the application contains an antibiotic drug described in clause (ii).

(ii) ANTIBIOTIC DRUG. — An antibiotic drug described in this clause is an antibiotic drug that was the 
subject of an application approved by the Secretary under section 507 of this Act (as in effect before 
November 21, 1997).
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(2) antibiotiC Drugs subMitteD before noVeMber 21, 1997, but not approVeD. —

(A) in general. — Notwithstanding any provision of the Food and Drug Administration Modernization Act 
of 1997 or any other provision of law, a sponsor of a drug that is the subject of an application described in 
subparagraph (B)(i) may elect to be eligible for, with respect to the drug —

(i) —

(I) the 3-year exclusivity period referred to under clauses (iii) and (iv) of subsection (c)(3)(E) and 
under clauses (iii) and (iv) of subsection (j)(5)(F), subject to the requirements of such clauses, as 
applicable; and

(II) the 5-year exclusivity period referred to under clause (ii) of subsection (c)(3)(E) and under 
clause (ii) of subsection (j)(5)(F), subject to the requirements of such clauses, as applicable; or

(ii) a patent term extension under section 156 of title 35, United States Code, subject to the requirements 
of such section.

(B) appliCation; antibiotiC Drug DesCribeD. —

(i) appliCation. — An application described in this clause is an application for marketing submitted 
under this section after the date of the enactment of this subsection in which the drug that is the subject 
of the application contains an antibiotic drug described in clause (ii).

(ii) ANTIBIOTIC DRUG. — An antibiotic drug described in this clause is an antibiotic drug that was the 
subject of 1 or more applications received by the Secretary under section 507 of this Act (as in effect 
before November 21, 1997), none of which was approved by the Secretary under such section.

(3) liMitations. —

(A) exClusiVities anD extensions. — Paragraphs (1)(A) and (2)(A) shall not be construed to entitle a drug 
that is the subject of an approved application described in subparagraphs (1)(B)(i) or (2)(B)(i), as applicable, 
to any market exclusivities or patent extensions other than those exclusivities or extensions described in 
paragraph (1)(A) or (2)(A).

(B) ConDitions of use. — Paragraphs (1)(A) and (2)(A)(i) shall not apply to any condition of use for which 
the drug referred to in subparagraph (1)(B)(i) or (2)(B)(i), as applicable, was approved before the date of the 
enactment of this subsection.

(4) appliCation of Certain ProVisions. — Notwithstanding section 125, or any other provision, of the Food 
and Drug Administration Modernization Act of 1997, or any other provision of law, and subject to the limitations 
in paragraphs (1), (2), and (3), the provisions of the Drug Price Competition and Patent Term Restoration Act 
of 1984 shall apply to any drug subject to paragraph (1) or any drug with respect to which an election is made 
under paragraph (2)(A).

(w) DeaDline for DeterMination on Certain Petitions. — The Secretary shall issue a final, substantive 
determination on a petition submitted pursuant to subsection (b) of section 314.161 of title 21, Code of Federal 
Regulations (or any successor regulations), no later than 270 days after the date the petition is submitted.

(x) Date of approVal in the Case of reCoMMenDeD Controls unDer the CSA. —

(1) in general. — In the case of an application under subsection (b) with respect to a drug for which the 
Secretary provides notice to the sponsor that the Secretary intends to issue a scientific and medical evaluation 
and recommend controls under the Controlled Substances Act, approval of such application shall not take effect 
until the interim final rule controlling the drug is issued in accordance with section 201(j) of the Controlled 
Substances Act.

(2) Date of approVal. — For purposes of this section, with respect to an application described in paragraph (1), 
the term “date of approval” shall mean the later of — 

(A) the date an application under subsection (b) is approved under subsection (c); or

(B) the date of issuance of the interim final rule controlling the drug.

(y) Contrast Agents IntenDeD for Use with AppliCable MeDiCal IMaging DeViCes. —

(1) in General.—The sponsor of a contrast agent for which an application has been approved under this section 
may submit a supplement to the application seeking approval for a new use following the authorization of a 
premarket submission for an applicable medical imaging device for that use with the contrast agent pursuant to 
section 520(p)(1).
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(2) ReView of SuppleMent.—In reviewing a supplement submitted under this subsection, the agency center 
charged with the premarket review of drugs may—

(A) consult with the center charged with the premarket review of devices; and

(B) review information and data submitted to the Secretary by the sponsor of an applicable medical imaging 
device pursuant to section 515, 510(k), or 513(f)(2) so long as the sponsor of such applicable medical 
imaging device has provided to the sponsor of the contrast agent a right of reference.

(3) Definitions.—For purposes of this subsection—

(A) the term ‘new use’ means a use of a contrast agent that is described in the approved labeling of an 
applicable medical imaging device described in section 520(p), but that is not described in the approved 
labeling of the contrast agent; and

(B) the terms ‘applicable medical imaging device’ and ‘contrast agent’ have the meanings given such terms 
in section 520(p).

seC. 505–1. [355-1] risk eValuation anD Mitigation strategies.

(a) subMission of ProposeD strategy. —

(1) initial approVal. — If the Secretary, in consultation with the office responsible for reviewing the drug and 
the office responsible for postapproval safety with respect to the drug, determines that a risk evaluation and 
mitigation strategy is necessary to ensure that the benefits of the drug outweigh the risks of the drug, and informs 
the person who submits such application of such determination, then such person shall submit to the Secretary as 
part of such application a proposed risk evaluation and mitigation strategy. In making such a determination, the 
Secretary shall consider the following factors:

(A) The estimated size of the population likely to use the drug involved.

(B) The seriousness of the disease or condition that is to be treated with the drug.

(C) The expected benefit of the drug with respect to such disease or condition.

(D) The expected or actual duration of treatment with the drug.

(E) The seriousness of any known or potential adverse events that may be related to the drug and the 
background incidence of such events in the population likely to use the drug.

(F) Whether the drug is a new molecular entity.

(2) postapproVal requireMent. —

(A) in general. — If the Secretary has approved a covered application (including an application approved 
before the effective date of this section) and did not when approving the application require a risk evaluation 
and mitigation strategy under paragraph (1), the Secretary, in consultation with the offices described in 
paragraph (1), may subsequently require such a strategy for the drug involved (including when acting on a 
supplemental application seeking approval of a new indication for use of the drug) if the Secretary becomes 
aware of new safety information and makes a determination that such a strategy is necessary to ensure that 
the benefits of the drug outweigh the risks of the drug.

(B) subMission of proposeD strategy. — Not later than 120 days after the Secretary notifies the holder of 
an approved covered application that the Secretary has made a determination under subparagraph (A) with 
respect to the drug involved, or within such other reasonable time as the Secretary requires to protect the 
public health, the holder shall submit to the Secretary a proposed risk evaluation and mitigation strategy.

(3) abbreViateD new Drug appliCations. — The applicability of this section to an application under section 
505(j) is subject to subsection (i).

(4) non-Delegation. — Determinations by the Secretary under this subsection for a drug shall be made by 
individuals at or above the level of individuals empowered to approve a drug (such as division directors within 
the Center for Drug Evaluation and Research).

(b) Definitions. — For purposes of this section:

(1) ADVerse Drug experienCe. — The term “adverse drug experience” means any adverse event associated with 
the use of a drug in humans, whether or not considered drug related, including —

(A) an adverse event occurring in the course of the use of the drug in professional practice;

(B) an adverse event occurring from an overdose of the drug, whether accidental or intentional;
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(C) an adverse event occurring from abuse of the drug;

(D) an adverse event occurring from withdrawal of the drug; and

(E) any failure of expected pharmacological action of the drug.

(2) CoVereD appliCation. — The term “covered application” means an application referred to in section 
505(p)(1)(A).

(3) new safety inforMation. — The term “new safety information”, with respect to a drug, means information 
derived from a clinical trial, an adverse event report, a postapproval study (including a study under section 
505(o)(3)), or peer reviewed biomedical literature; data derived from the postmarket risk identification and 
analysis system under section 505(k); or other scientific data deemed appropriate by the Secretary about —

(A) a serious risk or an unexpected serious risk associated with use of the drug that the Secretary has become 
aware of (that may be based on a new analysis of existing information) since the drug was approved, since 
the risk evaluation and mitigation strategy was required, or since the last assessment of the approved risk 
evaluation and mitigation strategy for the drug; or

(B) the effectiveness of the approved risk evaluation and mitigation strategy for the drug obtained since the 
last assessment of such strategy.

(4) serious aDVerse Drug experienCe. —

The term “serious adverse drug experience” is an adverse drug experience that —

(A) results in —

(i) death;

(ii) an adverse drug experience that places the patient at immediate risk of death from the adverse drug 
experience as it occurred (not including an adverse drug experience that might have caused death had 
it occurred in a more severe form);

(iii) inpatient hospitalization or prolongation of existing hospitalization;

(iv) a persistent or significant incapacity or substantial disruption of the ability to conduct normal life 
functions; or

(v) a congenital anomaly or birth defect; or

(B) based on appropriate medical judgment, may jeopardize the patient and may require a medical or surgical 
intervention to prevent an outcome described under subparagraph (A).

(5) serious risk. — The term “serious risk” means a risk of a serious adverse drug experience.

(6) signal of a serious risk. — The term “signal of a serious risk” means information related to a serious 
adverse drug experience associated with use of a drug and derived from—

(A) a clinical trial;

(B) adverse event reports;

(C) a postapproval study, including a study under section 505(o)(3);

(D) peer-reviewed biomedical literature;

(E) data derived from the postmarket risk identification and analysis system under section 505(k)(4); or

(F) other scientific data deemed appropriate by the Secretary.

(7) responsible Person. — The term “responsible person” means the person submitting a covered application or 
the holder of the approved such application.

(8) unexpeCteD serious risk. — The term “unexpected serious risk” means a serious adverse drug experience 
that is not listed in the labeling of a drug, or that may be symptomatically and pathophysiologically related to 
an adverse drug experience identified in the labeling, but differs from such adverse drug experience because of 
greater severity, specificity, or prevalence.

(c) Contents. — A proposed risk evaluation and mitigation strategy under subsection (a) shall —

(1)  include the timetable required under subsection (d); and

(2)  to the extent required by the Secretary, in consultation with the office responsible for reviewing the drug and 
the office responsible for postapproval safety with respect to the drug, include additional elements described in 
subsections (e) and (f).
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(d) MiniMal strategy. — For purposes of subsection (c)(1), the risk evaluation and mitigation strategy for a drug 
shall require a timetable for submission of assessments of the strategy that —

(1) includes an assessment, by the date that is 18 months after the strategy is initially approved;

(2) includes an assessment by the date that is 3 years after the strategy is initially approved;

(3) includes an assessment in the seventh year after the strategy is so approved; and

(4) subject to paragraphs (1), (2), and (3) —

(A) is at a frequency specified in the strategy;

(B) is increased or reduced in frequency as necessary as provided for in subsection (g)(4)(A); and

(C) is eliminated after the 3-year period described in paragraph (1) if the Secretary determines that serious 
risks of the drug have been adequately identified and assessed and are being adequately managed.

(e) aDDitional Potential eleMents of strategy. —

(1) in general. — The Secretary, in consultation with the offices described in subsection (c)(2), may under such 
subsection require that the risk evaluation and mitigation strategy for a drug include 1 or more of the additional 
elements described in this subsection if the Secretary makes the determination required with respect to each 
element involved.

(2) MeDiCation guiDe; Patient PaCkage insert. — The risk evaluation and mitigation strategy for a drug may 
require that, as applicable, the responsible person develop for distribution to each patient when the drug is 
dispensed —

(A) a Medication Guide, as provided for under part 208 of title 21, Code of Federal Regulations (or any 
successor regulations); and

(B) a patient package insert, if the Secretary determines that such insert may help mitigate a serious risk of 
the drug.

(3) CoMMuniCation Plan. — The risk evaluation and mitigation strategy for a drug may require that the 
responsible person conduct a communication plan to health care providers, if, with respect to such drug, the 
Secretary determines that such plan may support implementation of an element of the strategy (including under 
this paragraph). Such plan may include —

(A) sending letters to health care providers;

(B) disseminating information about the elements of the risk evaluation and mitigation strategy to encourage 
implementation by health care providers of components that apply to such health care providers, or to 
explain certain safety protocols (such as medical monitoring by periodic laboratory tests); or 

(C) disseminating information to health care providers through professional societies about any serious risks 
of the drug and any protocol to assure safe use.; or

(D) disseminating information to health care providers about drug formulations or properties, including 
information about the limitations or patient care implications of such formulations or properties, and how 
such formulations or properties may be related to serious adverse drug events associated with use of the drug.

(f) ProViDing safe aCCess for Patients to Drugs with Known serious risks that WoulD otherwise be 
unaVailable. —

(1) allowing safe aCCess to Drugs with Known serious risks. — The Secretary, in consultation with the 
offices described in subsection (c)(2), may require that the risk evaluation and mitigation strategy for a drug 
include such elements as are necessary to assure safe use of the drug, because of its inherent toxicity or potential 
harmfulness, if the Secretary determines that —

(A) the drug, which has been shown to be effective, but is associated with a serious adverse drug experience, 
can be approved only if, or would be withdrawn unless, such elements are required as part of such strategy 
to mitigate a specific serious risk listed in the labeling of the drug; and

(B) for a drug initially approved without elements to assure safe use, other elements under subsections (c), 
(d), and (e) are not sufficient to mitigate such serious risk.
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(2) assuring aCCess anD MiniMizing burDen. —

Such elements to assure safe use under paragraph (1) shall —

(A) be commensurate with the specific serious risk listed in the labeling of the drug;

(B) within 30 days of the date on which any element under paragraph (1) is imposed, be posted publicly by 
the Secretary with an explanation of how such elements will mitigate the observed safety risk;

(C) considering such risk, not be unduly burdensome on patient access to the drug, considering in particular 
—

(i) patients with serious or life-threatening diseases or conditions; and

(ii) patients who have difficulty accessing health care (such as patients in rural or medically underserved 
areas); and

(D) to the extent practicable, so as to minimize the burden on the health care delivery system —

(i) conform with elements to assure safe use for other drugs with similar, serious risks; and

(ii) be designed to be compatible with established distribution, procurement, and dispensing systems 
for drugs.

(3) eleMents to assure safe use. — The elements to assure safe use under paragraph (1) shall include 1 or 
more goals to mitigate a specific serious risk listed in the labeling of the drug and, to mitigate such risk, may 
require that —

(A) health care providers who prescribe the drug have particular training or experience, or are specially 
certified (the opportunity to obtain such training or certification with respect to the drug shall be available 
to any willing provider from a frontier area in a widely available training or certification method (including 
an on-line course or via mail) as approved by the Secretary at reasonable cost to the provider);

(B) pharmacies, practitioners, or health care settings that dispense the drug are specially certified (the 
opportunity to obtain such certification shall be available to any willing provider from a frontier area);

(C) the drug be dispensed to patients only in certain health care settings, such as hospitals;

(D) the drug be dispensed to patients with evidence or other documentation of safe-use conditions, such as 
laboratory test results;

(E) each patient using the drug be subject to certain monitoring; or

(F) each patient using the drug be enrolled in a registry.

(4) iMpleMentation systeM. — The elements to assure safe use under paragraph (1) that are described in 
subparagraphs (B), (C), and (D) of paragraph (3) may include a system through which the applicant is able to 
take reasonable steps to —

(A) monitor and evaluate implementation of such elements by health care providers, pharmacists, and other 
parties in the health care system who are responsible for implementing such elements; and

(B) work to improve implementation of such elements by such persons.

(5) eValuation of eleMents to assure safe use. — The Secretary, through the Drug Safety and Risk 
Management Advisory Committee (or successor committee) or other advisory committee of the Food and Drug 
Administration, shall —

(A) seek input from patients, physicians, pharmacists, and other health care providers about how elements to 
assure safe use under this subsection for 1 or more drugs may be standardized so as not to be —

(i) unduly burdensome on patient access to the drug; and

(ii) to the extent practicable, minimize the burden on the health care delivery system;

(B) periodically evaluate, for 1 or more drugs, the elements to assure safe use of such drug to assess whether 
the elements —

(i) assure safe use of the drug;

(ii) are not unduly burdensome on patient access to the drug; and

(iii) to the extent practicable, minimize the burden on the health care delivery system; and
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(C) considering such input and evaluations —

(i) issue or modify agency guidance about how to implement the requirements of this subsection; and

(ii) modify elements under this subsection for 1 or more drugs as appropriate.

(6) aDDitional MeChanisMs to assure aCCess. — The mechanisms under section 561 to provide for expanded 
access for patients with serious or life-threatening diseases or conditions may be used to provide access for 
patients with a serious or life-threatening disease or condition, the treatment of which is not an approved use 
for the drug, to a drug that is subject to elements to assure safe use under this subsection. The Secretary shall 
promulgate regulations for how a physician may provide the drug under the mechanisms of section 561.

(7) liMitation. — No holder of an approved covered application shall use any element to assure safe use required 
by the Secretary under this subsection to block or delay approval of an application under section 505(b) (2) or (j) 
or to prevent application of such element under subsection (i)(1)(B) to a drug that is the subject of an abbreviated 
new drug application.

(g) assessMent anD MoDifiCation of approVeD strategy. —

(1) Voluntary assessMents. — After the approval of a risk evaluation and mitigation strategy under subsection 
(a), the responsible person involved may, subject to paragraph (2), submit to the Secretary an assessment of the 
approved strategy for the drug involved at any time.

(2) requireD assessMents. — A responsible person shall submit an assessment of the approved risk evaluation 
and mitigation strategy for a drug —

(A) when submitting a supplemental application for a new indication for use under section 505(b) or under 
section 351 of the Public Health Service Act, unless the drug is not subject to section 503(b) and the risk 
evaluation and mitigation strategy for the drug includes only the timetable under subsection (d);

(B) when required by the strategy, as provided for in such timetable under subsection (d);

(C) within a time period to be determined by the Secretary, if the Secretary, in consultation with the offices 
described in subsection (c)(2), determines that an assessment is needed to evaluate whether the approved 
strategy should be modified to —

(i) ensure the benefits of the drug outweigh the risks of the drug; or

(ii) to minimize the burden on the health care delivery system of complying with the strategy.

(3) requireMents for assessMents. — An assessment under paragraph (1) or (2) of an approved risk evaluation 
and mitigation strategy for a drug shall include, with respect to each goal included in the strategy, an assessment 
of the extent to which the approved strategy, including each element of the strategy, is meeting the goal or 
whether 1 or more such goals or such elements should be modified.

(4) MoDifiCation. —

(a) on initiatiVe of responsible person. — After the approval of a risk evaluation and mitigation strategy 
by the Secretary, the responsible person may,  at any time, submit to the Secretary a proposal to modify   
the approved strategy. Such proposal may propose the addition, modification, or removal of any goal or 
element of the approved strategy and shall include an adequate rationale to support such proposed addition, 
modification, or removal of any goal or element of the strategy.

(b) on initiatiVe of seCretary — After the approval of a risk evaluation and mitigation strategy by the 
Secretary, the Secretary may, at any time, require a responsible person to submit a proposed modification 
to the strategy within 120 days or within such reasonable time as the Secretary specifies, if the Secretary, 
in consultation with the offices described in subsection (c)(2), determines that 1 or more goals or elements 
should be added, modified, or removed from the approved strategy to —

(i) ensure the benefits of the drug outweigh the risks of the drug; or

(ii) minimize the burden on the health care delivery system of complying with the strategy.

(h) reView of proposeD strategies; reView of assessMents anD MoDifiCations of approVeD strategies. —

(1) in general. — The Secretary, in consultation with the offices described in subsection (c)(2), shall promptly 
review each proposed risk evaluation and mitigation strategy for a drug submitted under subsection (a) and 
each assessment of and proposed modification to an approved risk evaluation and mitigation strategy for a drug 
submitted under subsection (g), and, if necessary, promptly initiate discussions with the responsible person about 
such proposed strategy, assessment, or modification.
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(2) aCtion. —

(a) in general. —

(i) TiMefraMe. — Unless the dispute resolution process described under paragraph (3) or (4) applies, 
and, except as provided in clause (ii) or clause (iii) below, the Secretary, in consultation with the offices 
described in subsection (c)(2), shall review and act on the proposed risk evaluation and mitigation 
strategy for a drug or any proposed modification to any required strategy within 180 days of receipt of 
the proposed strategy or modification.

(ii) Minor MoDifiCations. — The Secretary shall review and act on a proposed minor modification, as 
defined by the Secretary in guidance, within 60 days of receipt of such modification.

(iii) rEMS MoDifiCation Due to safety labeling Changes. — Not later than 60 days after the 
Secretary receives a proposed modification to an approved risk evaluation and mitigation strategy to 
conform the strategy to approved safety labeling changes, including safety labeling changes initiated by 
the responsible person  in accordance with FDA regulatory requirements, or to a safety labeling change 
that the Secretary has directed the holder of the application to make pursuant to section 505(o)(4), the 
Secretary shall review and act on such proposed modification to the approved strategy.

(iv) guiDanCe. — The Secretary shall establish, through guidance, that responsible persons may 
implement certain modifications to an approved risk evaluation and mitigation strategy following 
notification to the Secretary.

(b) inaCtion. — An approved risk evaluation and mitigation strategy shall remain in effect until the Secretary 
acts, if the Secretary fails to act as provided under subparagraph (A).

(C) publiC aVailability. — Upon acting on a proposed risk evaluation and mitigation strategy or proposed 
modification to a risk evaluation and mitigation strategy under subparagraph (A), the Secretary shall make 
publicly available an action letter describing the actions taken by the Secretary under such subparagraph (A).

(3) Dispute resolution at initial approVal. — If a proposed risk evaluation and mitigation strategy is 
submitted under subsection (a)(1) in an application for initial approval of a drug and there is a dispute about  
the strategy, the responsible person shall use the major dispute resolution procedures as set forth in the letters 
described in section 101(c) of the Food and Drug Administration Amendments Act of 2007.

(4) Dispute resolution  in all other Cases. —

(a) request for reView. —

(i) in general. — The responsible person may, after the sponsor is required to make a submission under 
subsection (a)(2) or (g), request in writing that a dispute about the strategy be reviewed by the Drug 
Safety Oversight Board under subsection (j), except that the determination of the Secretary to require 
a risk evaluation and mitigation strategy is not subject to review under this paragraph. The preceding 
sentence does not prohibit review under this paragraph of the particular elements of such a strategy.

(ii) sCheDuling. — Upon receipt of a request under clause (i), the Secretary shall schedule the dispute 
involved for review under subparagraph (B) and, not later than 5 business days of scheduling the dispute 
for review, shall publish by posting on the Internet or otherwise a notice that the dispute will be reviewed 
by the Drug Safety Oversight Board.

(b) sCheDuling reView. — If a responsible person requests review under subparagraph (A), the Secretary

—

(i) shall schedule the dispute for review at 1 of the next 2 regular meetings of the Drug Safety Oversight 
Board, whichever meeting date is more practicable; or

(ii) may convene a special meeting of the Drug Safety Oversight Board to review the matter more 
promptly, including to meet an action deadline on an application (including a supplemental application).

(C) agreeMent after DisCussion or aDMinistratiVe appeals. —

(i) further DisCussion or aDMinistratiVe appeals. — A request for review under subparagraph (A) 
shall not preclude further discussions to reach agreement on the risk evaluation and mitigation strategy, 
and such a request shall not preclude the use of administrative appeals within the Food and Drug 
Administration to reach agreement on the strategy, including appeals as described in the letters described 
in section 101(c) of the Food and Drug Administration Amendments Act of 2007 for procedural or 
scientific matters involving the review of human drug applications and supplemental applications that 
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cannot be resolved at the divisional level. At the time a review has been scheduled under subparagraph 
(B) and notice of such review has been posted, the responsible person shall either withdraw the request 
under subparagraph (A) or terminate the use of such administrative appeals.

(ii) agreeMent terMinates Dispute resolution. — At any time before a decision and order is issued 
under subparagraph (G), the Secretary (in consultation with the offices described in subsection (c) 
(2)) and the responsible person may reach an agreement on the risk evaluation and mitigation strategy 
through further discussion or administrative appeals, terminating the dispute resolution process, and the 
Secretary shall issue an action letter or order, as appropriate, that describes the strategy.

(D) Meeting of the boarD. — At a meeting of the Drug Safety Oversight Board described in subparagraph 
(B), the Board shall —

(i) hear from both parties via written or oral presentation; and

(ii) review the dispute.

(e) reCorD of proCeeDings. — The Secretary shall ensure that the proceedings of any such meeting     
are recorded, transcribed, and made public within 90 days of the meeting. The Secretary shall redact the 
transcript to protect any trade secrets and other information that is exempted from disclosure under section 
552 of title 5, United States Code, or section 552a of title 5, United States Code.

(f) reCoMMenDation of the boarD. — Not later than 5 days after any such meeting, the Drug Safety 
Oversight Board shall provide a written recommendation on resolving the dispute to the Secretary. Not later 
than 5 days after the Board provides such written recommendation to the Secretary, the Secretary shall make 
the recommendation available to the public.

(g) aCtion by the seCretary. —

(i) aCtion letter. — With respect to a proposal or assessment referred to in paragraph (1), the 
Secretary shall issue an action letter that resolves the dispute not later than the later of —

(I) the action deadline for the action letter on the application; or

(II) 7 days after receiving the recommendation of the Drug Safety Oversight Board.

(ii) orDer. — With respect to an assessment of an approved risk evaluation and mitigation strategy 
under subsection (g)(1) or under any of subparagraphs (B) through (D) of subsection (g)(2), the 
Secretary shall issue an order, which shall be made public, that resolves the dispute not later than 7 days 
after receiving the recommendation of the Drug Safety Oversight Board.

(h) inaCtion. — An approved risk evaluation and mitigation strategy shall remain in effect until the 
Secretary acts, if the Secretary fails to act as provided for under subparagraph (G).

(i) effeCt on aCtion DeaDline. — With respect to a proposal or assessment referred to in paragraph (1), 
the Secretary shall be considered to have met the action deadline for the action letter on the application 
if the responsible person requests the dispute resolution process described in this paragraph and if the 
Secretary has complied with the timing requirements of scheduling review by the Drug Safety Oversight 
Board, providing a written recommendation, and issuing an action letter under subparagraphs (B), (F), and 
(G), respectively.

(J) DisqualifiCation. — No individual who is an employee of the Food and Drug Administration and who 
reviews a drug or who participated in an administrative appeal under subparagraph (C)(i) with respect to 
such drug may serve on the Drug Safety Oversight Board at a meeting under subparagraph (D) to review a 
dispute about the risk evaluation and mitigation strategy for such drug.

(k) aDDitional expertise. — The Drug Safety Oversight Board may add members with relevant expertise 
from the Food and Drug Administration, including the Office of Pediatrics, the Office of Women’s Health, 
or the Office of Rare Diseases, or from other Federal public health or health care agencies, for a meeting 
under subparagraph (D) of the Drug Safety Oversight Board.

(5) use of aDVisory CoMMittees. — The Secretary may convene a meeting of 1 or more advisory committees 
of the Food and Drug Administration to —

(A) review a concern about the safety of a drug or class of drugs, including before an assessment of the 
risk evaluation and mitigation strategy or strategies of such drug or drugs is required to be submitted under 
subparagraphs (B) or (C) of subsection (g)(2);

(B) review the risk evaluation and mitigation strategy or strategies of a drug or group of drugs; or
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(C) review a dispute under paragraph (3) or (4).

(6) proCess for aDDressing Drug Class effeCts. —

(A) in general. — When a concern about a serious risk of a drug may be related to the pharmacological 
class of the drug, the Secretary, in consultation with the offices described in subsection (c)(2), may defer 
assessments of the approved risk evaluation and mitigation strategies for such drugs until the Secretary has 
convened 1 or more public meetings to consider possible responses to such concern.

(b) notiCe. — If the Secretary defers an assessment under subparagraph (A), the Secretary shall —

(i) give notice of the deferral to the holder of the approved covered application not later than 5 days 
after the deferral;

(ii) publish the deferral in the Federal Register; and

(iii) give notice to the public of any public meetings to be convened under subparagraph (A), including 
a description of the deferral.

(C) publiC Meetings. — Such public meetings may include —

(i) 1 or more meetings of the responsible person for such drugs;

(ii) 1 or more meetings of 1 or more advisory committees of the Food and Drug Administration, as 
provided for under paragraph (6); or

(iii) 1 or more workshops of scientific experts and other stakeholders.

(D) aCtion. — After considering the discussions from any meetings under subparagraph (A), the Secretary 
may —

(i) announce in the Federal Register a planned regulatory action, including a modification to each risk 
evaluation and mitigation strategy, for drugs in the pharmacological class;

(ii) seek public comment about such action; and

(iii) after seeking such comment, issue an order addressing such regulatory action.

(7) international CoorDination. — The Secretary, in consultation with the offices described in subsection 
(c)(2), may coordinate the timetable for submission of assessments under subsection (d), or a study or clinical 
trial under section 505(o)(3), with efforts to identify and assess the serious risks of such drug by the marketing 
authorities of other countries whose drug approval and risk management processes the Secretary deems 
comparable to the drug approval and risk management processes of the United States. If the Secretary takes 
action to coordinate such timetable, the Secretary shall give notice to the responsible person.

(8) effeCt. — Use of the processes described in paragraphs (6) and (7) shall not be the sole source of delay of 
action on an application or a supplement to an application for a drug.

(i) abbreViateD new Drug appliCations. —

(1) in general. — A drug that is the subject of an abbreviated new drug application under section 505(j) is 
subject to only the following elements of the risk evaluation and mitigation strategy required under  subsection 
(a) for the applicable listed drug:

(A) A Medication Guide or patient package insert, if required under subsection (e) for the applicable listed 
drug.

(B) Elements to assure safe use, if required under subsection (f) for the listed drug. A drug that is the subject 
of an abbreviated new drug application and the listed drug shall use a single, shared system under subsection 
(f). The Secretary may waive the requirement under the preceding sentence for a drug that is the subject of 
an abbreviated new drug application, and permit the applicant to use a different, comparable aspect of the 
elements to assure safe use, if the Secretary determines that —

(i) the burden of creating a single, shared system outweighs the benefit of a single, system, taking into 
consideration the impact on health care providers, patients, the applicant for the abbreviated new drug 
application, and the holder of the reference drug product; or

(ii) an aspect of the elements to assure safe use for the applicable listed drug is claimed by a patent 
that has not expired or is a method or process that, as a trade secret, is entitled to protection, and the 
applicant for the abbreviated new drug application certifies that it has sought a license for use of an 
aspect of the elements to assure safe use for the applicable listed drug and that it was unable to obtain 
a license.
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A certification under clause (ii) shall include a description of the efforts made by the applicant for the abbreviated 
new drug application to obtain a license. In a case described in clause (ii), the Secretary may seek to negotiate  
a voluntary agreement with the owner of the patent, method, or process for a license under which the applicant 
for such abbreviated new drug application may use an aspect of the elements to assure safe use, if required under 
subsection (f) for the applicable listed drug, that is claimed by a patent that has not expired or is a method or 
process that as a trade secret is entitled to protection.

(2) aCtion by the seCretary. — For an applicable listed drug for which a drug is approved under section 505(j), 
the Secretary —

(A) shall undertake any communication plan to health care providers required under subsection (e)(3) for 
the applicable listed drug; and

(B) shall inform the responsible person for the drug that is so approved if the risk evaluation and mitigation 
strategy for the applicable listed drug is modified.

(j) Drug safety oVersight boarD. —

(1) in general. — There is established a Drug Safety Oversight Board.

(2) CoMposition; Meetings. — The Drug Safety Oversight Board shall —

(A) be composed of scientists and health care practitioners appointed by the Secretary, each of whom is an 
employee of the Federal Government;

(B) include representatives from offices throughout the Food and Drug Administration, including the offices 
responsible for postapproval safety of drugs;

(C) include at least 1 representative each from the National Institutes of Health and the Department of 
Health and Human Services (other than the Food and Drug Administration);

(D) include such representatives as the Secretary shall designate from other appropriate agencies that wish 
to provide representatives; and

(E) meet at least monthly to provide oversight and advice to the Secretary on the management of important 
drug safety issues.

(k) waiVer in publiC health eMergenCies.—The Secretary may waive any requirement of this section with respect 
to a qualified countermeasure (as defined in section 319F-1(a)(2) of the Public Health Service Act) to which a 
requirement under this section has been applied, if the Secretary determines that such waiver is required to mitigate 
the effects of, or reduce the severity of, the circumstances under which—

(1) a determination described in subparagraph (A), (B), or (C) of section 564(b)(1) has been made by the 
Secretary of Homeland Security, the Secretary of Defense, or the Secretary, respectively; or

(2) the identification of a material threat described in subparagraph (D) of section 564(b)(1) has been made 
pursuant to section 319F-2 of the Public Health Service Act.

seC. 505a. [355a] peDiatriC stuDies of Drugs.

(a) Definitions. — As used in this section, the term “pediatric studies” or “studies” means at least one clinical 
investigation (that, at the Secretary’s discretion, may include pharmacokinetic studies) in pediatric age groups 
(including neonates in appropriate cases) in which a drug is anticipated to be used, and, at the discretion of the 
Secretary, may include preclinical studies.

(b) Market exClusiVity for new Drugs. —

(1) in general. — Except as provided in paragraph (2), if, prior to approval of an application that is submitted 
under section 505(b)(1), the Secretary determines that information relating to the use of a new drug in the pediatric 
population may produce health benefits in that population, the Secretary makes a written request for pediatric 
studies (which shall include a timeframe for completing such studies), the applicant agrees to the request, such 
studies are completed using appropriate formulations for each age group for which the study is requested within any 
such timeframe, and the reports thereof are submitted and accepted in accordance with subsection (d)(3) (d)(4) —

(A) —

(i) —

(I) the period referred to in subsection (c)(3)(E)(ii) of section 505, and in subsection (j)(5)(F)(ii) of 
such section, is deemed to be five years and six months rather than five years, and the references in 
subsections (c)(3)(E)(ii) and (j)(5)(F)(ii) of such section to four years, to forty-eight months, and 
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to seven and one-half years are deemed to be four and one-half years, fifty-four months, and eight 
years, respectively; or

(II) the period referred to in clauses (iii) and (iv) of subsection (c)(3)(E) of such section, and in 
clauses (iii) and (iv) of subsection (j)(5)(F) of such section, is deemed to be three years and six 
months rather than three years; and

(ii) if the drug is designated under section 526 for a rare disease or condition, the period referred to in 
section 527(a) is deemed to be seven years and six months rather than seven years; and

(B) —

(i) if the drug is the subject of —

(I) a listed patent for which a certification has been submitted under subsection (b)(2)(A)(ii) or (j) 
(2)(A)(vii)(II) of section 505 and for which pediatric studies were submitted prior to the expiration 
of the patent (including any patent extensions); or

(II) a listed patent for which a certification has been submitted under subsections (b)(2)(A)(iii) or 
(j)(2)(A)(vii)(III) of section 505,

the period during which an application may not be approved under section 505(c)(3) or section 505(j) 
(5)(B) shall be extended by a period of six months after the date the patent expires (including any patent 
extensions); or

(ii) if the drug is the subject of a listed patent for which a certification has been submitted under 
subsection (b)(2)(A)(iv) or (j)(2)(A)(vii)(IV) of section 505, and in the patent infringement litigation 
resulting from the certification the court determines that the patent is valid and would be infringed, the 
period during which an application may not be approved under section 505(c)(3) or section 505(j)(5) 
(B) shall be extended by a period of six months after the date the patent expires (including any patent 
extensions).

(2) exCeption. — The Secretary shall not extend the period referred to in paragraph (1)(A) or (1)(B) if the 
determination made under subsection (d)(3) is made later than 9 months prior to the expiration of such period.

(c) Market exClusiVity for alreaDy-MarketeD Drugs. —

(1) in general. — Except as provided in paragraph (2), if the Secretary determines that information relating 
to the use of an approved drug in the pediatric population may produce health benefits in that population and 
makes a written request to the holder of an approved application under section 505(b)(1) for pediatric studies 
(which shall include a timeframe for completing such studies), the holder agrees to the request, such studies are 
completed using appropriate formulations for each age group for which the study is requested within any such 
timeframe, and the reports thereof are submitted and accepted in accordance with subsection (d)(3) (d)(4) —

(A) —

(i) —

(I) the period referred to in subsection (c)(3)(E)(ii) of section 505, and in subsection (j)(5)(F)(ii) of 
such section, is deemed to be five years and six months rather than five years, and the references in 
subsections (c)(3)(E)(ii) and (j)(5)(F)(ii) of such section to four years, to forty-eight months, and 
to seven and one-half years are deemed to be four and one-half years, fifty-four months, and eight 
years, respectively; or

(II) the period referred to in clauses (iii) and (iv) of subsection (c)(3)(D) of such section, and in 
clauses (iii) and (iv) of subsection (j)(5)(F) of such section, is deemed to be three years and six 
months rather than three years; and

(ii) if the drug is designated under section 526 for a rare disease or condition, the period referred to in 
section 527(a) is deemed to be seven years and six months rather than seven years; and

(B) —

(i) if the drug is the subject of —

(I) a listed patent for which a certification has been submitted under subsection (b)(2)(A)(ii) or (j) 
(2)(A)(vii)(II) of section 505 and for which pediatric studies were submitted prior to the expiration 
of the patent (including any patent extensions); or
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(II) a listed patent for which a certification has been submitted under subsection (b)(2)(A)(iii) or (j)
(2)(A)(vii)(III) of section 505, the period during which an application may not be approved under 
section 505(c)(3) or section 505(j) (5)(B)(ii) shall be extended by a period of six months after the 
date the patent expires (including any patent extensions); or

(ii) if the drug is the subject of a listed patent for which a certification has been submitted under 
subsection (b)(2)(A)(iv) or (j)(2)(A)(vii)(IV) of section 505, and in the patent infringement litigation 
resulting from the certification the court determines that the patent is valid and would be infringed, the 
period during which an application may not be approved under section 505(c)(3) or section 505(j)(5)

(B) shall be extended by a period of six months after the date the patent expires (including any patent 
extensions).

(2) exCeption. — The Secretary shall not extend the period referred to in paragraph (1)(A) or (1)(B) if the 
determination made under subsection (d)(3) (d)(4) is made later than 9 months prior to the expiration of such 
period.

(d) ConDuCt of PeDiatriC stuDies. —

(1) request for stuDies. —

(A) in general. — The Secretary may, after consultation with the sponsor of an application for an 
investigational new drug under section 505(i), the sponsor of an application for a new drug under section 
505(b)(1), or the holder of an approved application for a drug under section 505(b)(1), issue to the sponsor 
or holder a written request for the conduct of pediatric studies for such drug. In issuing such request, the 
Secretary shall take into account adequate representation of children of ethnic and racial minorities. Such 
request to conduct pediatric studies shall be in writing and shall include a timeframe for such studies and a 
request to the sponsor or holder to propose pediatric labeling resulting from such studies. If a request under 
this subparagraph does not request studies in neonates, such request shall include a statement describing the 
rationale for not requesting studies in neonates.

(B) single Written request. — A single written request —

(i) may relate to more than one use of a drug; and

(ii) may include uses that are both approved and unapproved.

(2) written request for peDiatriC stuDies. —

(a) request anD response. —

(i) in general. — If the Secretary makes a written request for pediatric studies (including neonates, as 
appropriate) under subsection (b) or (c), the applicant or holder, not later than 180 days after receiving 
the written request, shall respond to the Secretary as to the intention of the applicant or holder to act on 
the request by —

(I) indicating when the pediatric studies will be initiated, if the applicant or holder agrees to the 
request; or

(II) indicating that the applicant or holder does not agree to the request and stating the reasons for 
declining the request.

(ii) Disagree with request. — If, on or after the date of the enactment of the Best Pharmaceuticals 
for Children Act of 2007, the applicant or holder does not agree to the request on the grounds that it is 
not possible to develop the appropriate pediatric formulation, the applicant or holder shall submit to the 
Secretary the reasons such pediatric formulation cannot be developed.

(B) aDVerse eVent reports. — An applicant or holder that, on or after the date of the enactment of the Best 
Pharmaceuticals for Children Act of 2007, agrees to the request for such studies shall provide the Secretary, 
at the same time as the submission of the reports of such studies, with all postmarket adverse event reports 
regarding the drug that is the subject of such studies and are available prior to submission of such reports.

(3) ACtion on SubMissions. — The Secretary shall review and act upon a submission by a sponsor or holder of 
a proposed pediatric study request or a proposed amendment to a written request for pediatric studies within 120 
calendar days of the submission.

(3) (4) Meeting the stuDies requireMent. — Not later than 180 days after the submission of the reports of 
the studies, the Secretary shall accept or reject such reports and so notify the sponsor or holder. The Secretary’s 
only responsibility in accepting or rejecting the reports shall be to determine, within the 180-day period, whether 
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the studies fairly respond to the written request, have been conducted in accordance with commonly accepted 
scientific principles and protocols, and have been reported in accordance with the requirements of the Secretary 
for filing.

(4) (5) effeCt of subseCtion. — Nothing in this subsection alters or amends section 301(j) of this Act or section 
552 of title 5 or section 1905 of title 18, United States Code.

(5) (6) Consultation.—With respect to a drug that is a qualified countermeasure (as defined in section 319F-
1 of the Public Health Service Act), a security countermeasure (as defined in section 319F-2 of the Public 
Health Service Act), or a qualified pandemic or epidemic product (as defined in section 319F- 3 of the Public 
Health Service Act), the Secretary shall solicit input from the Assistant Secretary for Preparedness and Response 
regarding the need for and, from the Director of the Biomedical Advanced Research and Development Authority 
regarding the conduct of, pediatric studies under this section.

(e) notiCe of DeterMinations on stuDies requireMent. —

(1) in general. — The Secretary shall publish a notice of any determination, made on or after the date of the 
enactment of the Best Pharmaceuticals for Children Act of 2007, that the requirements of subsection (d) have 
been met and that submissions and approvals under subsection (b)(2) or (j) of section 505 for a drug will be 
subject to the provisions of this section. Such notice shall be published not later than 30 days after the date of 
the Secretary’s determination regarding market exclusivity and shall include a copy of the written request made 
under subsection (b) or (c).

(2) iDentifiCation of Certain Drugs. — The Secretary shall publish a notice identifying any drug for which, on 
or after the date of the enactment of the Best Pharmaceuticals for Children Act of 2007, a pediatric formulation 
was developed, studied, and found to be safe and effective in the pediatric population (or specified subpopulation) 
if the pediatric formulation for such drug is not introduced onto the market within one year after the date that the 
Secretary publishes the notice described in paragraph (1). Such notice identifying such drug shall be published 
not later than 30 days after the date of the expiration of such one year period.

(f) internal reView of written requests anD peDiatriC stuDies. —

(1) internal reView. — The Secretary shall utilize the internal review committee established under section 
505C to review all written requests issued on or after the date of the enactment of the Best Pharmaceuticals for 
Children Act of 2007, in accordance with paragraph (2).

(2) reView of Written requests. — The committee referred to in paragraph (1) shall review all written 
requests issued pursuant to this section prior to being issued.

(3) reView of PeDiatriC stuDies. — The committee referred to in paragraph (1) may review studies conducted 
pursuant to this section to make a recommendation to the Secretary whether to accept or reject such reports under 
subsection (d)(3) (d)(4).

(4) aCtiVity by CoMMittee. — The committee referred to in paragraph (1) may operate using appropriate 
members of such committee and need not convene all members of the committee.

(5) DoCuMentation of CoMMittee aCtion. — For each drug, the committee referred to in paragraph (1) shall 
document, for each activity described in paragraph (2) or (3), which members of the committee participated in 
such activity.

(6) traCking PeDiatriC stuDies anD labeling Changes. — The Secretary, in consultation with the committee 
referred to in paragraph (1), shall track and make available to the public, in an easily accessible manner, including 
through posting on the Web site of the Food and Drug Administration —

(A) the number of studies conducted under this section and under section 409I of the Public Health Service Act;

(B) the specific drugs and drug uses, including labeled and off-labeled indications, studied under such 
sections;

(C) the types of studies conducted under such sections, including trial design, the number of pediatric 
patients studied, and the number of centers and countries involved;

(D) the number of pediatric formulations developed and the number of pediatric formulations not developed 
and the reasons such formulations were not developed;

(E) the labeling changes made as a result of studies conducted under such sections;

(F) an annual summary of labeling changes made as a result of studies conducted under such sections for 
distribution pursuant to subsection (k)(2); and
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(G) information regarding reports submitted on or after the date of the enactment of the Best Pharmaceuticals 
for Children Act of 2007.

(7) inforMing internal reView CoMMittee. — The Secretary shall provide to the committee referred to in 
paragraph (1) any response issued to an applicant or holder with respect to a proposed pediatric study request.

(g) liMitations. — Notwithstanding subsection (c)(2), a drug to which the six-month period under subsection (b) or 
(c) has already been applied —

(1) may receive an additional six-month period under subsection (c)(1)(A)(i)(II) for a supplemental application if 
all other requirements under this section are satisfied, except that such drug may not receive any additional such 
period under subsection (c)(1)(B); and

(2) may not receive any additional such period under subsection (c)(1)(A)(ii).

(h) relationship to PeDiatriC researCh requireMents. — Exclusivity under this section shall only be granted for 
the completion of a study or studies that are the subject of a written request and for which reports are submitted and 
accepted in accordance with subsection (d)(3) (d)(4). Written requests under this section may consist of a study or 
studies required under section 505B.

(i) labeling Changes. —

(1) Priority status for PeDiatriC appliCations anD suppleMents. — Any application or supplement to an 
application under section 505 proposing a labeling change as a result of any pediatric study conducted pursuant 
to this section —

(A) shall be considered to be a priority application or supplement; and

(B) shall be subject to the performance goals established by the Commissioner for priority drugs.

(2) Dispute resolution. —

(A) request for labeling Change anD failure to agree. — If, on or after the date of the enactment of 
the Best Pharmaceuticals for Children Act of 2007, the Commissioner determines that the sponsor and the 
Commissioner have been unable to reach agreement on appropriate changes to the labeling for the drug that 
is the subject of the application, not later than 180 days after the date of submission of the application —

(i) the Commissioner shall request that the sponsor of the application make any labeling change that the 
Commissioner determines to be appropriate; and

(ii) if the sponsor of the application does not agree within 30 days after the Commissioner’s request to 
Commissioner, the Commissioner shall refer the matter to the Pediatric Advisory Committee.

(B) aCtion by the PeDiatriC aDVisory CoMMittee. — Not later than 90 days after receiving a referral 
under subparagraph (A)(ii), the Pediatric Advisory Committee shall —

(i) review the pediatric study reports; and

(ii) make a recommendation to the Commissioner concerning appropriate labeling changes, if any.

(C) ConsiDeration of reCoMMenDations. — The Commissioner shall consider the recommendations of the 
Pediatric Advisory Committee and, if appropriate, not later than 30 days after receiving the recommendation, 
make a request to the sponsor of the application to make any labeling change that the Commissioner 
determines to be appropriate.

(D) MisbranDing. — If the sponsor of the application, within 30 days after receiving a request under 
subparagraph (C), does not agree to make a labeling change requested by the Commissioner, the 
Commissioner may deem the drug that is the subject of the application to be misbranded.

(E) no effeCt on authority. — Nothing in this subsection limits the authority of the United States to 
bring an enforcement action under this Act when a drug lacks appropriate pediatric labeling. Neither course 
of action (the Pediatric Advisory Committee process or an enforcement action referred to in the preceding 
sentence) shall preclude, delay, or serve as the basis to stay the other course of action.

(j) other labeling Changes. — If, on or after the date of the enactment of the Best Pharmaceuticals for Children Act 
of 2007, the Secretary determines that a pediatric study conducted under this section does or does not demonstrate that 
the drug that is the subject of the study is safe and effective, including whether such study results are inconclusive, in 
pediatric populations or subpopulations, the Secretary shall order the labeling of such product to include information 
about the results of the study and a statement of the Secretary’s determination.
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(k) DisseMination of PeDiatriC inforMation. —

(1) in general. — Not later than 210 days after the date of submission of a report on a pediatric study under 
this section, the Secretary shall make available to the public the medical, statistical, and clinical pharmacology 
reviews of pediatric studies conducted under subsection (b) or (c).

(2) DisseMination of inforMation regarDing labeling Changes. — Beginning on the date of the enactment 
of the Best Pharmaceuticals for Children Act of 2007, the Secretary shall include as a requirement of a written 
request that the sponsors of the studies that result in labeling changes that are reflected in the annual summary 
developed pursuant to subsection (f)(6)(F) distribute, at least annually (or more frequently if the Secretary 
determines that it would be beneficial to the public health), such information to physicians and other health care 
providers.

(3) effeCt of subseCtion. — Nothing in this subsection alters or amends section 301(j) of this Act or section 
552 of title 5 or section 1905 of title 18, United States Code.

(l) aDVerse eVent reporting. —

(1) reporting in first 18-Month PerioD. — Beginning on the date of the enactment of the Best Pharmaceuticals 
for Children Act of 2007, during the 18-month period beginning on the date a labeling change is approved 
pursuant to subsection (i), the Secretary shall ensure that all adverse event reports that have been received for 
such drug (regardless of when such report was received) are referred to the Office of Pediatric Therapeutics 
established under section 6 of the Best Pharmaceuticals for Children Act (Public Law 107–109). In considering 
the reports, the Director of such Office shall provide for the review of the reports by the Pediatric Advisory 
Committee, including obtaining any recommendations of such Committee regarding whether the Secretary 
should take action under this Act in response to such reports.

(2) reporting in subsequent PerioDs. — Following the 18-month period described in paragraph (1), the Secretary 
shall, as appropriate, refer to the Office of Pediatric Therapeutics all pediatric adverse event reports for a drug 
for which a pediatric study was conducted under this section. In considering such reports, the Director of such 
Office may provide for the review of such reports by the Pediatric Advisory Committee, including obtaining any 
recommendation of such Committee regarding whether the Secretary should take action in response to such reports.

(3) PreserVation of authority. — Nothing in this subsection shall prohibit the Office of Pediatric Therapeutics 
from providing for the review of adverse event reports by the Pediatric Advisory Committee prior to the 18-month 
period referred to in paragraph (1), if such review is necessary to ensure safe use of a drug in a pediatric 
population.

(4) effeCt. — The requirements of this subsection shall supplement, not supplant, other review of such adverse 
event reports by the Secretary.

(m) ClarifiCation of interaCtion of Market exClusiVity unDer this seCtion anD Market exClusiVity 
awarDeD to an appliCant for approVal of a Drug unDer seCtion 505(j). — If a 180-day period under section 
505(j)(5)(B)(iv) overlaps with a 6-month exclusivity period under this section, so that the applicant for approval of 
a drug under section 505(j) entitled to the 180-day period under that section loses a portion of the 180-day period to 
which the applicant is entitled for the drug, the 180-day period shall be extended from —

(1) the date on which the 180-day period would have expired by the number of days of the overlap, if the 180-day 
period would, but for the application of this subsection, expire after the 6-month exclusivity period; or

(2) the date on which the 6-month exclusivity period expires, by the number of days of the overlap if the 180-day 
period would, but for the application of this subsection, expire during the six-month exclusivity period.

(n) referral if PeDiatriC stuDies not subMitteD. —

(1) in general. — Beginning on the date of the enactment of the Best Pharmaceuticals for Children Act of 2007, 
if pediatric studies of a drug have not been submitted by the date specified in the written request issued or if the 
applicant or holder does not agree to the request under subsection (d) and if the Secretary, through the committee 
established under section 505C, determines that there is a continuing need for information relating to the use of the 
drug in the pediatric population (including neonates, as appropriate), the Secretary shall carry out the following:

(A) For a drug for which a listed patent has not expired, or for which a period of exclusivity eligible for 
extension under subsection (b)(1) or (c)(1) of this section or under subsection (m)(2) or (m)(3) of section 
351 of the Public Health Service Act has not ended, make a determination regarding whether an assessment 
shall be required to be submitted under section 505B(b).

(B) For a drug that has no unexpired listed patents and for which no unexpired periods of exclusivity eligible 
for extension under subsection (b)(1) or (c)(1) of this section or under subsection (m)(2) or (m)(3) of section 
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351 of the Public Health Service Act apply, the Secretary shall refer the drug for inclusion on the list 
established under section 409I of the Public Health Service Act for the conduct of studies.

(C) For a drug that is a qualified countermeasure (as defined in section 319F-1 of the Public Health Service 
Act), a security countermeasure (as defined in section 319F-2 of the Public Health Service Act), or a 
qualified pandemic or epidemic product (as defined in section 319F-3 of such Act), in addition to any action 
with respect to such drug under subparagraph (A) or (B), the Secretary shall notify the Assistant Secretary 
for Preparedness and Response and the Director of the Biomedical Advanced Research and Development 
Authority of all pediatric studies in the written request issued by the Commissioner of Food and Drugs.

(2) PubliC notiCe. — The Secretary shall give the public notice of a decision under paragraph (1)(A) not to 
require an assessment under section 505B and the basis for such decision.

(3) effeCt of subseCtion. — Nothing in this subsection alters or amends section 301(j) of this Act or section 
552 of title 5 or section 1905 of title 18, United States Code.

(o) ProMpt approVal of Drugs unDer seCtion 505(J) when peDiatriC inforMation is aDDeD to labeling. —

(1) general rule. — A drug for which an application has been submitted or approved under section 505(j) 
subsection (b)(2) or (j) of section 505 shall not be considered ineligible for approval under that section or 
misbranded under section 502 on the basis that the labeling of the drug omits a pediatric indication or any other 
aspect of labeling pertaining to pediatric use when the omitted indication or other aspect is protected by patent 
or by exclusivity under clause (iii) or (iv) of section 505(j)(5)(F), clause (iii) or (iv) of section 505(c)(3)(E), or 
section 527(a), or by an extension of such exclusivity under this section or section 505E.

(2) labeling. — Notwithstanding clauses (iii) and (iv) of section 505(j)(5)(F), clauses (iii) and (iv) of section 
505(c)(3)(E), or section 527, the Secretary may require that the labeling of a drug approved under section 505(j) 
pursuant to an application submitted under subsection (b)(2) or (j) of section 505 that omits a pediatric indication 
or other aspect of labeling as described in paragraph (1) include —

(A) a statement that, because of marketing exclusivity for a manufacturer—

(i) the drug is not labeled for pediatric use; or

(ii) in the case of a drug for which there is an additional pediatric use not referred to in paragraph (1), 
the drug is not labeled for the pediatric use under paragraph (1); and

(B) a statement of any appropriate pediatric contraindications, warnings, precautions, or other information 
that the Secretary considers necessary to assure safe use.

(3) PreserVation of PeDiatriC exClusiVity anD other ProVisions. — This subsection does not affect —

(A) the availability or scope of exclusivity under this section; —

(i) this section;

(ii) section 505 for pediatric formulations; or

(iii) section 527;

(B) the availability or scope of exclusivity under section 505 for pediatric formulations; an extension to any 
such exclusivity, including an extension under this section or section 505E;

(C) the question of the eligibility for approval of any application under section 505(j) that omits any other 
conditions of approval entitled to exclusivity under clause (iii) or (iv) of section 505(j)(5)(F); or under 
section 505 of any application described in subsection (b)(2) or (j) of such section that omits any other 
aspect of labeling protected by exclusivity under —

(i) clause (iii) or (iv) of section 505(j)(5)(F);

(ii) clause (iii) or (iv) of section 505(c)(3)(E); or

(iii) section 527(a); or

(D) except as expressly provided in paragraphs (1) and (2), the operation of section 505.

seC.  . [355b] aDVerse-eVent reporting.

(a) Not later than one year after January 4, 2002, the Secretary of Health and Human Services shall promulgate a 
final rule requiring that the labeling of each drug for which an application is approved under section 505 of this Act 
(regardless of the date on which approved) include the toll-free number maintained by the Secretary for the purpose 
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of receiving reports of adverse events regarding drugs and a statement that such number is to be used for reporting 
purposes only, not to receive medical advice. With respect to the final rule:

(1) The rule shall provide for the implementation of such labeling requirement in a manner that the Secretary 
considers to be most likely to reach the broadest consumer audience.

(2) In promulgating the rule, the Secretary shall seek to minimize the cost of the rule on the pharmacy profession.

(3) The rule shall take effect not later than 60 days after the date on which the rule is promulgated.

(b) —

(1) During the one year beginning on the date on which a drug receives a period of market exclusivity under 
section 505Aof this Act, any report of an adverse event regarding the drug that the Secretary of Health and Human 
Services receives shall be referred to the Office of Pediatric Therapeutics established under 21 U.S.C. 393a. In 
considering the report, the Director of such Office shall provide for the review of the report by the Pediatric 
Advisory Committee, including obtaining any recommendations of such subcommittee regarding whether the 
Secretary should take action under the Federal Food, Drug, and Cosmetic Act in response to the report.

(2) Paragraph (1) may not be construed as restricting the authority of the Secretary of Health and Human Services 
to continue carrying out the activities described in such paragraph regarding a drug after the one-year period 
described in such paragraph regarding the drug has expired.

seC. 505b. [355c] researCh into peDiatriC uses for Drugs anD biologiCal proDuCts.

(a) new Drugs anD biologiCal proDuCts. —

(1) in general. — A person that submits, on or after the date of the enactment of the Pediatric Research Equity 
Act of 2007, an application (or supplement to an application) for a drug —

(A) general requireMents. — Except with respect to an application for which subparagraph (B) applies, 
a person that submits, on or after the date of the enactment of the Pediatric Research Equity Act of 2007, an 
application (or supplement to an application) for a drug —

(A) (i) under section 505 for a new active ingredient, new indication, new dosage form, new dosing 
regimen, or new route of administration, or ; or

(B) (ii) under section 351 of the Public Health Service Act (42 U.S.C. 262) for a new active ingredient, 
new indication, new dosage form, new dosing regimen, or new route of administration,

shall submit with the application the assessments described in paragraph (2).

(B) Certain MoleCularly targeteD CanCer inDiCations. — A person that submits, on or after the date 
that is 3 years after the date of enactment of the FDA Reauthorization Act of 2017, an original application 
for a new active ingredient under section 505 of this Act or section 351 of the Public Health Service Act, 
shall submit with the application reports on the investigation described in paragraph (3) if the drug or 
biological product that is the subject of the application is —

(i) intended for the treatment of an adult cancer; and

(ii) directed at a molecular target that the Secretary determines to be substantially relevant to the growth 
or progression of a pediatric cancer.

(2) assessMents. —

(A) in general. — The assessments referred to in paragraph (1) (1)(A) shall contain data, gathered using 
appropriate formulations for each age group for which the assessment is required, that are adequate —

(i) to assess the safety and effectiveness of the drug or the biological product for the claimed indications 
in all relevant pediatric subpopulations; and

(ii) to support dosing and administration for each pediatric subpopulation for which the drug or the 
biological product is safe and effective.

(B) siMilar Course of Disease or siMilar effeCt of Drug or biologiCal ProDuCt. —

(i) in general. — If the course of the disease and the effects of the drug are sufficiently similar in adults 
and pediatric patients, the Secretary may conclude that pediatric effectiveness can be extrapolated from 
adequate and well-controlled studies in adults, usually supplemented with other information obtained 
in pediatric patients, such as pharmacokinetic studies.
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(ii) extrapolation between age groups. — A study may not be needed in each pediatric age group 
if data from one age group can be extrapolated to another age group.

(iii) inforMation on extrapolation. — A brief documentation of the scientific data supporting the 
conclusion under clauses (i) and (ii) shall be included in any pertinent reviews for the application under 
section 505 of this Act or section 351 of the Public Health Service Act (42 U.S.C. 262).

(3) MoleCularly targeteD peDiatriC CanCer inVestigation. —

(A) in general. — With respect to a drug or biological product described in paragraph (1)(B), the 
investigation described in this paragraph is a molecularly targeted pediatric cancer investigation, which shall 
be designed to yield clinically meaningful pediatric study data, gathered using appropriate formulations for 
each age group for which the study is required, regarding dosing, safety, and preliminary efficacy to inform 
potential pediatric labeling.

(B) extrapolation of Data. — Paragraph (2)(B) shall apply to investigations described in this paragraph to 
the same extent and in the same manner as paragraph (2)(B) applies with respect to the assessments required 
under paragraph (1)(A).

(C) Deferrals anD WaiVers. — Deferrals and waivers under paragraphs (4) and (5) shall apply to 
investigations described in this paragraph to the same extent and in the same manner as such deferrals and 
waivers apply with respect to the assessments under paragraph (2)(B).

(3) (4) Deferral. —

(A) in general. — On the initiative of the Secretary or at the request of the applicant, the Secretary may 
defer submission of some or all assessments required under paragraph (1) paragraph (1)(A) or reports on the 
investigation required under paragraph (1)(B) until a specified date after approval of the drug or issuance of 
the license for a biological product if —

(i) the Secretary finds that —

(I) the drug or biological product is ready for approval for use in adults before pediatric studies are 
complete;

(II) pediatric studies should be delayed until additional safety or effectiveness data have been 
collected; or

(III) there is another appropriate reason for deferral; and

(ii) the applicant submits to the Secretary —

(I) certification of the grounds for deferring the assessments assessments or reports on the 
investigation;

(II) a pediatric study plan as described in subsection (e);

(III) evidence that the studies are being conducted or will be conducted with due diligence and at 
the earliest possible time; and

(IV) a timeline for the completion of such studies.

(B) Deferral extension. —

(i) in general. — On the initiative of the Secretary or at the request of the applicant, the Secretary 
may grant an extension of a deferral approved under subparagraph (A) for submission of some or all 
assessments required under paragraph (1) paragraph (1)(A) or reports on the investigation required 
under paragraph (1)(B) if —

(I) the Secretary determines that the conditions described in subclause (II) or (III) of subparagraph 
(A)(i) continue to be met; and

(II) the applicant submits a new timeline under subparagraph (A)(ii)(IV) and any significant 
updates to the information required under subparagraph (A)(ii).

(ii) tiMing anD inforMation. — If the deferral extension under this subparagraph is requested by the 
applicant, the applicant shall submit the deferral extension request containing the information described 
in this subparagraph not less than 90 days prior to the date that the deferral would expire. The Secretary 
shall respond to such request not later than 45 days after the receipt of such letter. If the Secretary grants 
such an extension, the specified date shall be the extended date. The sponsor of the required assessment 
under paragraph (1) paragraph (1)(A) or reports on the investigation under paragraph (1)(B) shall not 
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be issued a letter described in subsection (d) unless the specified or extended date of submission for 
such required studies has passed or if the request for an extension is pending. For a deferral that has 
expired prior to the date of enactment of the Food and Drug Administration Safety and Innovation 
Act or that will expire prior to 270 days after the date of enactment of such Act, a deferral extension 
shall be requested by an applicant not later than 180 days after the date of enactment of such Act. The 
Secretary shall respond to any such request as soon as practicable, but not later than 1 year after the date 
of enactment of such Act. Nothing in this clause shall prevent the Secretary from updating the status of 
a study or studies publicly if components of such study or studies are late or delayed.

(C) annual reView. —

(i) in general. — On an annual basis following the approval of a deferral under subparagraph (A), the 
applicant shall submit to the Secretary the following information:

(I) Information detailing the progress made in conducting pediatric studies.

(II) If no progress has been made in conducting such studies, evidence and documentation that 
such studies will be conducted with due diligence and at the earliest possible time.

(III) Projected completion date for pediatric studies.

(IV) The reason or reasons why a deferral or deferral extension continues to be necessary.

(ii) PubliC aVailability. — Not later than 90 days after the submission to the Secretary of the 
information submitted through the annual review under clause (i), the Secretary shall make available to 
the public in an easily accessible manner, including through the Internet Web site of the Food and Drug 
Administration —

(I) such information;

(II) the name of the applicant for the product subject to the assessment assessment or investigation;

(III) the date on which the product was approved; and

(IV) the date of each deferral or deferral extension under this paragraph for the product.

(4) (5) waiVers. —

(A) full WaiVer. — On the initiative of the Secretary or at the request of an applicant, the Secretary 
shall grant a full waiver, as appropriate, of the requirement to submit assessments assessments or reports 
on the investigation for a drug or biological product under this subsection if the applicant certifies and the 
Secretary finds that —

(i) necessary studies are impossible or highly impracticable (because, for example, the number of 
patients is so small or the patients are geographically dispersed);

(ii) there is evidence strongly suggesting that the drug or biological product would be ineffective or 
unsafe in all pediatric age groups; or

(iii) the drug or biological product —

(I) does not represent a meaningful therapeutic benefit over existing therapies for pediatric patients; 
and

(II) is not likely to be used in a substantial number of pediatric patients.

(B) Partial WaiVer. — On the initiative of the Secretary or at the request of an applicant, the Secretary 
shall grant a partial waiver, as appropriate, of the requirement to submit assessments assessments or reports 
on the investigation for a drug or biological product under this subsection with respect to a specific pediatric 
age group if the applicant certifies and the Secretary finds that —

(i) necessary studies are impossible or highly impracticable (because, for example, the number of 
patients in that age group is so small or patients in that age group are geographically dispersed);

(ii) there is evidence strongly suggesting that the drug or biological product would be ineffective or 
unsafe in that age group;

(iii) the drug or biological product —
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(I) does not represent a meaningful therapeutic benefit over existing therapies for pediatric patients 
in that age group; and

(II) is not likely to be used by a substantial number of pediatric patients in that age group; or

(iv) the applicant can demonstrate that reasonable attempts to produce a pediatric formulation necessary 
for that age group have failed.

(C) PeDiatriC forMulation not Possible. — If a partial waiver is granted on the ground that it is not 
possible to develop a pediatric formulation, the waiver shall cover only the pediatric groups requiring that 
formulation. An applicant seeking such a partial waiver shall submit to the Secretary documentation detailing 
why a pediatric formulation cannot be developed and, if the waiver is granted, the applicant’s submission 
shall promptly be made available to the public in an easily accessible manner, including through posting on 
the Web site of the Food and Drug Administration.

(D) labeling requireMent. — If the Secretary grants a full or partial waiver because there is evidence that 
a drug or biological product would be ineffective or unsafe in pediatric populations, the information shall be 
included in the labeling for the drug or biological product.

(b) MarketeD Drugs anD biologiCal proDuCts. —

(1) in general. — The Secretary may (by order in the form of a letter) require the sponsor or holder of an 
approved application for a drug under section 505 or the holder of a license for a biological product under section 
351 of the Public Health Service Act to submit by a specified date the assessments described in subsection (a)
(2), if the Secretary finds that —

(A) —

(i) the drug or biological product is used for a substantial number of pediatric patients for the labeled 
indications; and

(ii) adequate pediatric labeling could confer a benefit on pediatric patients;

(B) there is reason to believe that the drug or biological product would represent a meaningful therapeutic 
benefit over existing therapies for pediatric patients for 1 or more of the claimed indications; or

(C) the absence of adequate pediatric labeling could pose a risk to pediatric patients.

(2) waiVers. —

(A) full WaiVer. — At the request of an applicant, the Secretary shall grant a full waiver, as appropriate, 
of the requirement to submit assessments under this subsection if the applicant certifies and the Secretary 
finds that —

(i) necessary studies are impossible or highly impracticable (because, for example, the number of 
patients in that age group is so small or patients in that age group are geographically dispersed); or

(ii) there is evidence strongly suggesting that the drug or biological product would be ineffective or 
unsafe in all pediatric age groups.

(B) Partial WaiVer. — At the request of an applicant, the Secretary shall grant a partial waiver, as 
appropriate, of the requirement to submit assessments under this subsection with respect to a specific 
pediatric age group if the applicant certifies and the Secretary finds that —

(i) necessary studies are impossible or highly impracticable (because, for example, the number of 
patients in that age group is so small or patients in that age group are geographically dispersed);

(ii) there is evidence strongly suggesting that the drug or biological product would be ineffective or 
unsafe in that age group;

(iii) —

(I) the drug or biological product —

(aa) does not represent a meaningful therapeutic benefit over existing therapies for pediatric 
patients in that age group; and

(bb) is not likely to be used in a substantial number of pediatric patients in that age group; and

(II) the absence of adequate labeling could not pose significant risks to pediatric patients; or

(iv) the applicant can demonstrate that reasonable attempts to produce a pediatric formulation necessary 
for that age group have failed.

Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 505B [355c]

05_FDCA_05_Part01.indd   173 29/01/18   11:46 AM



174 FOOD AND DRUG LAW INSTITUTE

§ 505B [355c] Federal Food, Drug, and Cosmetic Act

(C) PeDiatriC forMulation not Possible. — If a waiver is granted on the ground that it is not possible to 
develop a pediatric formulation, the waiver shall cover only the pediatric groups requiring that formulation. 
An applicant seeking either a full or partial waiver shall submit to the Secretary documentation detailing 
why a pediatric formulation cannot be developed and, if the waiver is granted, the applicant’s submission 
shall promptly be made available to the public in an easily accessible manner, including through posting on 
the Web site of the Food and Drug Administration.

(D) labeling requireMent. — If the Secretary grants a full or partial waiver because there is evidence that 
a drug or biological product would be ineffective or unsafe in pediatric populations, the information shall be 
included in the labeling for the drug or biological product.

(3) effeCt of subseCtion. — Nothing in this subsection alters or amends section 301(j) of this Act or section 
552 of title 5 or section 1905 of title 18, United States Code.

(c) Meaningful therapeutiC benefit. — For the purposes of paragraph (4)(A)(iii)(I) and (4)(B)(iii)(I) of subsection 
(a) and paragraphs (1)(B) and (2)(B)(iii)(I)(aa) of subsection (b), a drug or biological product shall be considered to 
represent a meaningful therapeutic benefit over existing therapies if the Secretary determines that—

(1) if approved, the drug or biological product could represent an improvement in the treatment, diagnosis, 
or prevention of a disease, compared with marketed products adequately labeled for that use in the relevant 
pediatric population; or

(2) the drug or biological product is in a class of products or for an indication for which there is a need for 
additional options.

(d) subMission of assessMents assessMents anD reports on the inVestigation. — If a person fails to submit a 
required assessment described in subsection (a)(2) (a)(2) or the investigation described in subsection (a)(3), fails to 
meet the applicable requirements in subsection (a)(3) (a)(4), or fails to submit a request for approval of a pediatric 
formulation described in subsection (a) or (b), in accordance with applicable provisions of subsections (a) and (b), 
the following shall apply:

(1) Beginning 270 days after the date of enactment of the Food and Drug Administration Safety and Innovation 
Act, the Secretary shall issue a noncompliance letter to such person informing them of such failure to submit 
or meet the requirements of the applicable subsection. Such letter shall require the person to respond in writing 
within 45 calendar says of issuance of such letter. Such response may include the person’s request for a deferral 
extension if applicable. Such letter and the person’s written response to such letter shall be made publicly available 
on the Internet Web site of the Food and Drug Administration 60 calendar days after issuance, with redactions for 
any trade secrets and confidential commercial information. If the Secretary determines that the letter was issued 
in error, the requirements of this paragraph shall not apply. The Secretary shall inform the Pediatric Advisory 
Committee of letters issued under this paragraph and responses to such letters.

(2) The drug or biological product that is the subject of an assessment described in subsection (a)(2) (a)(2) or 
the investigation described in subsection (a)(3), applicable requirements in subsection (a)(3) (a)(4), or request 
for approval of a pediatric formulation, may be considered misbranded solely because of that failure and subject 
to relevant enforcement action (except that the drug or biological product shall not be subject to action under 
section 303), but such failure shall not be the basis for a proceeding —

(A) to withdraw approval for a drug under section 505(e); or

(B) to revoke the license for a biological product under section 351 of the Public Health Service Act.

(e) PeDiatriC stuDy Plans. —

(1) in general. — An applicant subject to subsection (a) shall submit to the Secretary an initial pediatric study 
plan prior to the submission of the assessments described under subsection (a)(2) (a)(2) or the investigation 
described in subsection (a)(3).

(2) tiMing; Content; Meeting Meetings. —

(A) tiMing. — An applicant shall submit the initial pediatric study plan under paragraph (1) —

(i) before the date on which the applicant submits the assessments under subsection (a)(2) (a)(2) or the 
investigation described in subsection (a)(3); and

(ii) not later than —

(I) 60 calendar days after the date of the end-of-Phase 2 meeting (as such term is used in section 
312.47 of title 21, Code of Federal Regulations, or successor regulations); or 

(II) such other time as may be agreed upon between the Secretary and the applicant.
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Nothing in this section shall preclude the Secretary from accepting the submission of an initial pediatric 
study plan earlier than the date otherwise applicable under this subparagraph.

(B) Content of initial peDiatriC stuDy plan. — The initial pediatric study plan shall include  
—

(i) an outline of the pediatric study or studies that the applicant plans to conduct (including, to the extent 
practicable study objectives and design, age groups, relevant endpoints, and statistical approach);

(ii) any request for a deferral, partial waiver, or waiver under this section, if applicable, along with any 
supporting information; and

(iii) other information specified in the regulations promulgated under paragraph (7).

(C) Meeting Meetings. — The Secretary —

(i) shall meet with the applicant to discuss the initial pediatric study plan as soon as practicable, but not 
later than 90 calendar days after the receipt of such plan under subparagraph (A); —

(I) if requested by the applicant with respect to a drug or biological product that is intended to treat 
a serious or life-threatening disease or condition, to discuss preparation of the initial pediatric study 
plan, not later than the end-of-Phase 1 meeting (as such term is used in section 312.82(b) of title 
21, Code of Federal Regulations, or successor regulations) or within 30 calendar days of receipt of 
such request, whichever is later;

(II) to discuss the initial pediatric study plan as soon as practicable, but not later than 90 calendar 
days after the receipt of such plan under subparagraph (A); and

(III) to discuss the bases for the deferral under subsection (a)(4) or a full or partial waiver under 
subsection (a)(5);

(ii) may determine that a written response to the initial pediatric study plan is sufficient to communicate 
comments on the initial pediatric study plan, and that no meeting under clause (i)(II) is necessary; and

(iii) if the Secretary determines that no meeting under clause (i)(II) is necessary, shall so notify the 
applicant and provide written comments of the Secretary as soon as practicable, but not later than 90 
calendar days after the receipt of the initial pediatric study plan.

(3) agreeD initial PeDiatriC stuDy Plan. — Not later than 90 calendar days following the meeting under 
paragraph (2)(C)(i) (2)(C)(i)(II) or the receipt of a written response from the Secretary under paragraph (2)(C)(iii), 
the applicant shall document agreement on the initial pediatric study plan in a submission to the Secretary 
marked “Agreed Initial Pediatric Study Plan”, and the Secretary shall confirm such agreement to the applicant in 
writing not later than 30 calendar days of receipt of such agreed initial pediatric study plan.

(4) Deferral anD WaiVer. — If the agreed initial pediatric study plan contains a request from the applicant for 
a deferral, partial waiver, or waiver under this section, the written confirmation under paragraph (3) shall include 
a recommendation from the Secretary as to whether such request meets the standards under paragraphs (3) or 
(4) of subsection (a).

(5) aMenDMents to the agreeD initial peDiatriC stuDy plan. — At the initiative of the Secretary or the 
applicant, the agreed initial pediatric study plan may be amended at any time. The requirements of paragraph (2)
(C) shall apply to any such proposed amendment in the same manner and to the same extent as such requirements 
apply to an initial pediatric study plan under paragraph (1). The requirements of paragraphs (3) and (4) shall 
apply to any agreement resulting from such proposed amendment in the same manner and to the same extent as 
such requirements apply to an agreed initial pediatric study plan.

(6) internal CoMMittee. — The Secretary shall consult the internal committee under section 505C on the 
review of the initial pediatric study plan, agreed initial pediatric study plan, and any significant amendments to 
such plans.

(7) requireD ruleMaking. — Not later than 1 year after the date of enactment of the Food and Drug Administration 
Safety and Innovation Act, the Secretary shall promulgate proposed regulations and issue guidance to implement 
the provisions of this subsection.

(f) reView of peDiatriC stuDy Plans, assessMents, Deferrals, Deferral extensions, anD waiVers. —

Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 505B [355c]
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(1) reView. — Beginning not later than 30 days after the date of the enactment of the Pediatric Research 
Equity Act of 2007, the Secretary shall utilize the internal committee established under section 505C to provide 
consultation to reviewing divisions on initial pediatric study plans, agreed initial pediatric study plans and 
any significant amendments to such plans, and assessments prior to approval of an application or supplement 
for which a pediatric assessment is required under this section and all deferral, deferral extension, and waiver 
requests granted pursuant to this section.

(2) aCtiVity by CoMMittee. — The committee referred to in paragraph (1) may operate using appropriate 
members of such committee and need not convene all members of the committee.

(3) DoCuMentation of CoMMittee aCtion. — For each drug or biological product, the committee referred 
to in paragraph (1) shall document, for each activity described in paragraph (4) or (5), which members of the 
committee participated in such activity.

(4) reView of peDiatriC stuDy plans, assessMents, Deferrals, Deferral extensions, anD waiVers. 
— Consultation on initial pediatric study plans, agreed initial pediatric study plans, and assessments by the 
committee referred to in paragraph (1) pursuant to this section shall occur prior to approval of an application 
or supplement for which a pediatric assessment is required under this section. The committee shall review all 
requests for deferrals, deferral extensions, and waivers from the requirement to submit a pediatric assessment 
granted under this section and shall provide recommendations as needed to reviewing divisions, including with 
respect to whether such a supplement, when submitted, shall be considered for priority review.

(5) retrospeCtiVe reView of peDiatriC assessMents, Deferrals, anD waiVers. — Not later than 1 year after 
the date of the enactment of the Pediatric Research Equity Act of 2007, the committee referred to in paragraph 
(1) shall conduct a retrospective review and analysis of a representative sample of assessments submitted and 
deferrals and waivers approved under this section since the enactment of the Pediatric Research Equity Act of 
2003. Such review shall include an analysis of the quality and consistency of pediatric information in pediatric 
assessments and the appropriateness of waivers and deferrals granted. Based on such review, the Secretary shall 
issue recommendations to the review divisions for improvements and initiate guidance to industry related to the 
scope of pediatric studies required under this section.

(6) traCking of assessMents anD labeling Changes. — The Secretary, in consultation with the committee 
referred to in paragraph (1), shall track and make available to the public in an easily accessible manner, including 
through posting on the Web site of the Food and Drug Administration —

(A) the number of assessments conducted under this section;

(B) the specific drugs and biological products and their uses assessed under this section;

(C) the types of assessments conducted under this section, including trial design, the number of pediatric 
patients studied, and the number of centers and countries involved;

(D) aggregated on an annual basis —

(i) the total number of deferrals and deferral extensions requested and granted under this section and, if 
granted, the reasons for each such deferral or deferral extension;

(ii) the timeline for completion of the assessments;

(iii) the number of assessments completed and pending; and

(iv) the number of postmarket noncompliance letters issued pursuant to subsection (d), and the recipients 
of such letters;

(E) the number of waivers requested and granted under this section and, if granted, the reasons for the waivers;

(F) the number of pediatric formulations developed and the number of pediatric formulations not developed 
and the reasons any such formulation was not developed;

(G) the labeling changes made as a result of assessments conducted under this section;

(H) an annual summary of labeling changes made as a result of assessments conducted under this section 
for distribution pursuant to subsection (h)(2);

(I) an annual summary of information submitted pursuant to subsection (a)(3)(B); and

(J) the number of times the committee referred to in paragraph (1) made a recommendation to the Secretary 
under paragraph (4) regarding priority review, the number of times the Secretary followed or did not follow 
such a recommendation, and, if not followed, the reasons why such a recommendation was not followed.

(g) labeling Changes. —
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(1) Dispute resolution. —

(A) request for labeling Change anD failure to agree. — If, on or after the date of the enactment of the 
Pediatric Research Equity Act of 2007, the Commissioner determines that a sponsor and the Commissioner 
have been unable to reach agreement on appropriate changes to the labeling for the drug that is the subject 
of the application or supplement, not later than 180 days after the date of the submission of the application 
or supplement that receives a priority review or 330 days after the date of the submission of an application 
or supplement that receives a standard review —

(i) the Commissioner shall request that the sponsor of the application make any labeling change that the 
Commissioner determines to be appropriate; and

(ii) if the sponsor does not agree within 30 days after the Commissioner’s request to make a labeling 
change requested by the Commissioner, the Commissioner shall refer the matter to the Pediatric 
Advisory Committee.

(B) aCtion by the PeDiatriC aDVisory CoMMittee. — Not later than 90 days after receiving a referral 
under subparagraph (A)(ii), the Pediatric Advisory Committee shall—

(i) review the pediatric study reports; and

(ii) make a recommendation to the Commissioner concerning appropriate labeling changes, if any.

(C) ConsiDeration of reCoMMenDations. — The Commissioner shall consider the recommendations of the 
Pediatric Advisory Committee and, if appropriate, not later than 30 days after receiving the recommendation, 
make a request to the sponsor of the application or supplement to make any labeling changes that the 
Commissioner determines to be appropriate.

(D) MisbranDing. — If the sponsor of the application or supplement, within 30 days after receiving a 
request under subparagraph (C), does not agree to make a labeling change requested by the Commissioner, 
the Commissioner may deem the drug that is the subject of the application or supplement to be misbranded.

(E) no effeCt on authority. — Nothing in this subsection limits the authority of the United States to 
bring an enforcement action under this Act when a drug lacks appropriate pediatric labeling. Neither course 
of action (the Pediatric Advisory Committee process or an enforcement action referred to in the preceding 
sentence) shall preclude, delay, or serve as the basis to stay the other course of action.

(2) other labeling Changes. — If, on or after the date of the enactment of the Pediatric Research Equity Act 
of 2007, the Secretary makes a determination that a pediatric assessment conducted under this section does 
or does not demonstrate that the drug that is the subject of such assessment is safe and effective in pediatric 
populations or subpopulations, including whether such assessment results are inconclusive, the Secretary shall 
order the labeling of such product to include information about the results of the assessment and a statement of 
the Secretary’s determination.

(h) DisseMination of PeDiatriC inforMation. —

(1) in general. — Not later than 210 days after the date of submission of an application (or supplement to an 
application) that contains a pediatric assessment under this section, if the application (or supplement) receives 
a priority review, or not later than 330 days after the date of submission of an application (or supplement to an 
application) that contains a pediatric assessment under this section, if the application (or supplement) receives 
a standard review, the Secretary shall make available to the public in an easily accessible manner the medical, 
statistical, and clinical pharmacology reviews of such pediatric assessments, and shall post such assessments on 
the Web site of the Food and Drug Administration.

(2) DisseMination of inforMation regarDing labeling Changes. — Beginning on the date of the enactment 
of the Pediatric Research Equity Act of 2007, the Secretary shall require that the sponsors of the assessments that 
result in labeling changes that are reflected in the annual summary developed pursuant to subsection (f)(6) (H) 
distribute such information to physicians and other health care providers.

(3) effeCt of subseCtion. — Nothing in this subsection shall alter or amend section 301(j) of this Act or section 
552 of title 5 or section 1905 of title 18, United States Code.

(i) aDVerse eVent reporting. —

(1) reporting in first 18-Month PerioD. — Beginning on the date of the enactment of the Pediatric Research 
Equity Act of 2007, during the 18-month period beginning on the date a labeling change is made pursuant to 
subsection (g), the Secretary shall ensure that all adverse event reports that have been received for such drug 
(regardless of when such report was received) are referred to the Office of Pediatric Therapeutics. In considering 
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such reports, the Director of such Office shall provide for the review of such reports by the Pediatric Advisory 
Committee, including obtaining any recommendations of such committee regarding whether the Secretary 
should take action under this Act in response to such reports.

(2) reporting in subsequent PerioDs. — Following the 18-month period described in paragraph (1), the 
Secretary shall, as appropriate, refer to the Office of Pediatric Therapeutics all pediatric adverse event reports for 
a drug for which a pediatric study was conducted under this section. In considering such reports, the Director of 
such Office may provide for the review of such reports by the Pediatric Advisory Committee, including obtaining 
any recommendation of such Committee regarding whether the Secretary should take action in response to such 
reports.

(3) PreserVation of authority. — Nothing in this subsection shall prohibit the Office of Pediatric Therapeutics 
from providing for the review of adverse event reports by the Pediatric Advisory Committee prior to the 18-month 
period referred to in paragraph (1), if such review is necessary to ensure safe use of a drug in a pediatric 
population.

(4) effeCt. — The requirements of this subsection shall supplement, not supplant, other review of such adverse 
event reports by the Secretary.

(j) sCope of authority. — Nothing in this section provides to the Secretary any authority to require a pediatric 
assessment of any drug or biological product, or any assessment regarding other populations or uses of a drug or 
biological product, other than the pediatric assessments described in this section.

(k) Orphan Drugs. — Unless the Secretary requires otherwise by regulation, this section does not apply to any drug 
for an indication for which orphan designation has been granted under section 526.

(k) relation to orphan Drugs. — 

(1) in general; exeMption for orphan inDiCations. — Unless the Secretary requires otherwise by regulation 
and except as provided in paragraph (2), this section does not apply to any drug or biological product for an 
indication for which orphan designation has been granted under section 526.

(2) appliCability Despite Orphan Designation of Certain InDiCations. — This section shall apply with 
respect to a drug or biological product for which an indication has been granted orphan designation under 
526 if the investigation described in subsection (a)(3) applies to the drug or biological product as described in 
subsection (a)(1)(B).

(l) new aCtiVe ingreDient. —

(1) non-interChangeable biosiMilar biologiCal proDuCt. — A biological product that is biosimilar to a 
reference product under section 351 of the Public Health Service Act, and that the Secretary has not determined 
to meet the standards described in subsection (k)(4) of such section for interchangeability with the reference 
product, shall be considered to have a new active ingredient under this section.

(2) interChangeable biosiMilar biologiCal proDuCt. — A biological product that is interchangeable with a 
reference product under section 351 of the Public Health Service Act shall not be considered to have a new active 
ingredient under this section.

(m) List of PriMary MoleCular Targets. — 

(1) in general. — Within one year of the date of enactment of the FDA Reauthorization Act of 2017, the 
Secretary shall establish and update regularly, and shall publish on the internet website of the Food and Drug 
Administration —

(A) a list of molecular targets considered, on the basis of data the Secretary determines to be adequate, 
to be substantially relevant to the growth and progression of a pediatric cancer, and that may trigger the 
requirements under this section; and

(B) a list of molecular targets of new cancer drugs and biological products in development for which pediatric 
cancer study requirements under this section will be automatically waived. 

(2) Consultation. — In establishing the lists described in paragraph (1), the Secretary shall consult the 
National Cancer Institute, members of the internal committee under section 505C, and the Pediatric Oncology 
Subcommittee of the Oncologic Drugs Advisory Committee, and shall take into account comments from the 
meeting under subsection (c).

(3) rule of ConstruCtion. — Nothing in paragraph (1) shall be construed —
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(A) to require the inclusion of a molecular target on the list published under such paragraph as a condition 
for triggering the requirements under subsection (a)(1)(B) with respect to a drug or biological product 
directed at such molecular target; or

(B) to authorize the disclosure of confidential commercial information, as prohibited under section 301(j) 
of this Act or section 1905 of title 18, United States Code.

seC. 505b-1. [355C-1] report.

(a) in General — Not later than four years after the date of enactment of this Act* and every five years thereafter, 
the Secretary shall prepare and submit to the Committee on Health, education, Labor, and Pensions of the Senate and 
the Committee on Energy and Commerce of the House of Representatives, and make publicly available, including 
through posting on the Internet Web site of the Food and Drug Administration, a report on the implementation of 
sections 505A and 505B of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355a, 355c).

(b) Contents. — Each report under subsection (a) shall include —

(1) an assessment of the effectiveness of sections 505A and 505B of the Federal Food, Drug, and Cosmetic Act 
in improving information about pediatric uses for approved drugs and biological products, including the number 
and type of labeling changes made since the date of enactment of this Act and the importance of such uses in the 
improvement of the health of children;

(2) the number of required studies under such section 505B that have not been met the initial deadline provided 
under such section 50B, including —

(A) the number of deferrals and deferral extensions granted and the reasons such extensions were granted;

(B) the number of waivers and partial waivers granted; and

(C) the number of letters issued under subsection (d) of such section 505B;

(3) an assessment of the timeliness and effectiveness of pediatric study planning since the date of enactment of 
this Act, including the number of initial pediatric study plans not submitted in accordance with the requirements 
of subsection (e) of such section 505B and any resulting rulemaking;

(4) the number of written requests issued, accepted, and declined under such section 505A since the date of 
enactment of this Act, and a listing of any important gaps in pediatric information as a result of such declined 
requests;

(5) a description and current status of referrals made under subsection (n) of such section 505A;

(6) an assessment of the effectiveness of studying biological products in pediatric populations under such sections 
505A and 505B and section 409I of the Public Health Service Act (42 U.S.C. 284m);

(7)(A) the efforts made by the Secretary to increase the number of studies conducted in the neonatal population 
(including efforts made to encourage the conduct of appropriate studies in neonates by companies with products 
that have sufficient safety and other information to make the conduct of the studies ethical and safe); and

(B) the results of such efforts;

(8)(A) the number and importance of drugs and biological products for children with cancer that are being tested 
as a result of the programs under such sections 505A and 505B and under section 409I of the Public Health 
Service Act; and

(B) any recommendations for modifications to such programs that would lead to new and better therapies for 
children with cancer, including a detailed rationale for each recommendation;

(9) any recommendations for modification to such programs that would improve pediatric drug research and 
increase pediatric labeling of drugs and biological products;

(10) an assessment of the successes of and limitations to studying drugs for rare diseases under such sections 
505A and 505B; and

(11) an assessment of the Secretary’s efforts to address the suggestions and options described in any prior report 
issued by the Comptroller General, Institute of Medicine, or the Secretary, and any subsequent reports, including 
recommendations therein, regarding the topics addressed in the reports under this section, including with respect 
to —

*  “Act” as referenced here refers to the Food and Drug Administration Safety and Innovation Act (FDASIA).

Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 505B-1 [355c-1]
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(A) improving public access to information from pediatric studies conducted under sections 505A and 
505B; and

(B) improving the timeliness of pediatric studies and pediatric study planning under such sections 505A and 
505B.

(11) an assessment of the impact of the amendments to such section 505B made by the FDA Reauthorization Act 
of 2017 on pediatric research and labeling of drugs and biological products and pediatric labeling of molecularly 
targeted drugs and biological products for the treatment of cancer;

(12) an assessment of the efforts of the Secretary to implement the plan developed under section 505C-1 of the 
Federal Food, Drug, and Cosmetic Act, regarding earlier submission of pediatric studies under sections 505A and 
505B of such Act and section 351(m) of the Public Health Service Act, including —

(A) the average length of time after the approval of an application under section 505(b)(1) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 355(b)(1)) or section 351(a) of the Public Health Service Act 
(42 U.S.C. 262(a)) before studies conducted pursuant to such section 505A, 505B, or section 351(m) are 
completed, submitted, and incorporated into labeling;

(B) the average length of time after the receipt of a proposed pediatric study request before the Secretary 
responds to such request;

(C) the average length of time after the submission of a proposed pediatric study request before the Secretary 
issues a written request for such studies;

(D) the number of written requests issued for each investigational new drug or biological product prior to the 
submission of an application under section 505(b)(1) of the Federal Food, Drug, and Cosmetic Act or section 
351(a) of the Public Health Service Act; and

(E) the average number, and range of numbers, of amendments to written requests issued, and the time the 
Secretary requires to review and act on proposed amendments to written requests;

(13) a list of sponsors of applications or holders of approved applications who received exclusivity under such 
section 505A or such section 351(m) after receiving a letter issued under such section 505B(d)(1) for any drug 
or biological product before the studies referred to in such letter were completed and submitted;

(14) a list of assessments and investigations required under such section 505B;

(15) how many requests under such section 505A for molecular targeted cancer drugs, as defined by subsection 
(a)(1)(B) of such section 505B, approved prior to 3 years after the date of enactment of the FDA Reauthorization 
Act of 2017, have been issued by the Food and Drug Administration, and how many such requests have been 
completed; and

(16) the Secretary’s assessment of the overall impact of the amendments made by section 504 of the FDA 
Reauthorization Act of 2017 on the conduct and effectiveness of pediatric cancer research and the orphan drug 
program, as well any subsequent recommendations.

(c) StakeholDer CoMMent. — At least 180 days prior to the submission of each report under subsection (a), the 
Secretary shall consult with representatives of patient groups (including pediatric patient groups), consumer groups, 
regulated industry, academia, and other interested parties to obtain any recommendations or information relevant to 
the report including suggestions for modifications that would improve pediatric drug research and pediatric labeling 
of drugs and biological products.

seC. 505C. [355d] internal CoMMittee for reView of peDiatriC plans, assessMents, Deferrals, Deferral  
extensions, anD waiVers.

The Secretary shall establish an internal committee within the Food and Drug Administration to carry out the 
activities as described in sections 505A(f) and 505B(f). Such internal committee shall include employees of the 
Food and Drug Administration, with expertise in pediatrics (including representation from the Office of Pediatric 
Therapeutics), biopharmacology, statistics, chemistry, legal issues, pediatric ethics, neonatology, and the appropriate 
expertise pertaining to the pediatric product under review, such as expertise in child and adolescent psychiatry, 
psychiatry or pediatric rare diseases, and other individuals designated by the Secretary.

seC. 505D. [355e] pharMaCeutiCal seCurity.

(a) in general. — The Secretary shall develop standards and identify and validate effective technologies for 
the purpose of securing the drug supply chain against counterfeit, diverted, subpotent, substandard, adulterated, 
misbranded, or expired drugs.

05_FDCA_05_Part01.indd   180 29/01/18   11:46 AM



 STATUTORY SUPPLEMENT 181

Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 505E [355f]

(b) stanDarDs DeVelopMent. —

(1) in general. — The Secretary shall, in consultation with the agencies specified in paragraph (4), 
manufacturers, distributors, pharmacies, and other supply chain stakeholders, prioritize and develop standards 
for the identification, validation, authentication, and tracking and tracing of prescription drugs.

(2) stanDarDizeD nuMeral iDentifier. — Not later than 30 months after the date of the enactment of the 
Food and Drug Administration Amendments Act of 2007, the Secretary shall develop a standardized numerical 
identifier (which, to the extent practicable, shall be harmonized with international consensus standards for such 
an identifier) to be applied to a prescription drug at the point of manufacturing and repackaging (in which case 
the numerical identifier shall be linked to the numerical identifier applied at the point of manufacturing) at the 
package or pallet level, sufficient to facilitate the identification, validation, authentication, and tracking and 
tracing of the prescription drug.

(3) proMising teChnologies. — The standards developed under this subsection shall address promising 
technologies, which may include —

(A) radio frequency identification technology;

(B) nanotechnology;

(C) encryption technologies; and

(D) other track-and-trace or authentication technologies.

(4) interagenCy Collaboration. — In carrying out this subsection, the Secretary shall consult with Federal 
health and security agencies, including —

(A) the Department of Justice;

(B) the Department of Homeland Security;

(C) the Department of Commerce; and

(D) other appropriate Federal and State agencies.

(c) inspeCtion anD enforCeMent. —

(1) in general. — The Secretary shall expand and enhance the resources and facilities of agency components 
of the Food and Drug Administration involved with regulatory and criminal enforcement of this Act to secure 
the drug supply chain against counterfeit, diverted, subpotent, substandard, adulterated, misbranded, or expired 
drugs including biological products and active pharmaceutical ingredients from domestic and foreign sources.

(2) aCtiVities. — The Secretary shall undertake enhanced and joint enforcement activities with other Federal 
and State agencies, and establish regional capacities for the validation of prescription drugs and the inspection 
of the prescription drug supply chain.

(d) Definition. — In this section, the term “prescription drug” means a drug subject to section 503(b)(1).

seC. 505e. [355f] extension of exClusiVity perioD for new qualifieD infeCtious Disease proDuCts.

(a) extension. — If the Secretary approves an application pursuant to section 505 for a drug that has been designated 
as a qualified infectious disease product under subsection (d), the 4- and 5-year periods described in subsections 
(c)(3)(E)(ii) and (j)(5)(F)(ii) of section 505, the 3-year periods described in clauses (iii) and (iv) of subsection  
(c)(3)(A) and clauses (iii) and (iv) of subsection (j)(5)(F) of section 505, or the 7-year period described in section 527, 
as applicable, shall be extended by 5 years.

(b) relation to PeDiatriC exClusiVity. — Any extension under subsection (a) of a period shall be in addition to any 
extension of the period under section 505A with respect to the drug.

(c) liMitations. — Subsection (a) does not apply to the approval of —

(1) a supplement to an application under section 505(b) for any qualified infectious disease product for which an 
extension described in subsection (a) is in effect or has expired;

(2) a subsequent application filed with respect to a product approved under section 505 for a change that results 
in a new indication, route of administration, dosing schedule, dosage form, delivery system, delivery device, or 
strength; or

(3) a product that does not meet the definition of a qualified infectious disease product under subsection (g) 
based upon its approved uses.
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(d) Designation. —

(1) in general. — The manufacturer or sponsor of a drug may request the Secretary to designate a drug as a 
qualified infectious disease product at any time before the submission of an application under section 505(b) for 
such drug. The Secretary shall, not later than 60 days after the submission of such a request, determine whether 
the drug is a qualified infectious disease product.

(2) liMitation. — Except as provided in paragraph (3), a designation under this subsection shall not be withdrawn 
for any reason, including modification to the list of qualifying pathogens under subsection (f)(2)(C).

(3) reVoCation of Designation. — The Secretary may revoke a designation of a drug as a qualified infectious 
disease product if the Secretary finds that the request for such designation contained an untrue statement of 
material fact.

(e) regulations. —

(1) in general. — Not later than 2 years after the date of enactment of the Food and Drug Administration Safety 
and Innovation Act, the Secretary shall adopt final regulations implementing this section, including developing 
the list of qualifying pathogens described in subsection (f).

(2) proCeDure. — In promulgating a regulation implementing this section, the Secretary shall —

(A) issue a notice of proposed rulemaking that includes the proposed regulation;

(B) provide a period of not less than 60 days for comments on the proposed regulation; and

(C) publish the final regulation not less than 30 days before the effective date of the regulation.

(3) restriCtions. — Notwithstanding any other provision of law, the Secretary shall promulgate regulations 
implementing this section only as described in paragraph (2), except that the Secretary may issue interim 
guidance for sponsors seeking designation under subsection (d) prior to the promulgation of such regulations.

(4) Designation prior to regulations. — The Secretary shall designate drugs as qualified infection disease 
products under subsection (d) prior to the promulgation of regulations under this subsection, if such drugs meet 
the definition of a qualified infection disease product described in subsection (g).

(f) Qualifying pathogen. —

(1) Definition. — In this section, the term “qualifying pathogen” means a pathogen identified and listed by the 
Secretary under paragraph (2) that has the potential to pose a serious threat to public health, such as —

(A) resistant gram positive pathogens, including methicillin-resistant Staphylococcus aureus, vancomycin- 
resistant Staphylococcus aureus, and vancomycin-resistant enterococcus;

(B) multi-drug resistant gram negative bacteria, including Acinetobacter, Klebsiella, Pseudomonas, and E. 
coli species;

(C) multi-drug resistant tuberculosis; and

(D) Clostridium difficile.

(2) list of Qualifying pathogens. —

(A) in general. — The Secretary shall establish and maintain a list of qualifying pathogens, and shall make 
public the methodology for developing such list.

(B) ConsiDerations. — In establishing and maintaining the list of pathogens described in this section, the 
Secretary shall —

(i) consider —

(I) the impact on the public health due to drug-resistant organisms in humans;

(II) the rate of growth of drug-resistant organisms in humans;

(III) the increase in resistance rates in humans; and

(IV) the morbidity and mortality in humans; and

(ii) consult with experts in infectious diseases and antibiotic resistance, including the Centers for 
Disease Control and Prevention, the Food and Drug Administration, medical professionals, and the 
clinical research community.
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(C) reView. — Every 5 years, or more often as needed, the Secretary shall review, provide modifications to, 
and publish the list of qualifying pathogens under subparagraph (A) and shall by regulation revise the list as 
necessary, in accordance with subsection (e).

(g) qualifieD infeCtious Disease proDuCt. — The term “qualified infectious disease product” means an antibacterial 
or antifungal drug for human use intended to treat serious or life-threatening infections, including those caused by —

(1) an antibacterial or antifungal resistant pathogen, including novel or emerging infectious pathogens; or

(2) qualifying pathogens listed by the Secretary under subsection (f).

seC. 505f. [355g] utilizing real worlD eViDenCe.

(a) in general.—The Secretary shall establish a program to evaluate the potential use of real world evidence—

(1) to help to support the approval of a new indication for a drug approved under section 505(e); and

(2) to help to support or satisfy postapproval study requirements.

(b) real worlD eViDenCe DefineD.—In this section, the term “real world evidence” means data regarding the 
usage, or the potential benefits or risks, of a drug derived from sources other than randomized traditional clinical 
trials.

(C) prograM fraMework.—

(1) in general.—Not later than 2 years after the date of enactment of the 21st Century Cures Act [December 
13, 2016 —Ed.], the Secretary shall establish a draft framework for implementation of the program under this 
section.

(2) Contents of fraMework.—The framework shall include information describing—

(A) the sources of real world evidence, including ongoing safety surveillance, observational studies, 
registries, claims, and patient-centered outcomes research activities;

(B) the gaps in data collection activities;

(C) the standards and methodologies for collection and analysis of real world evidence; and

(D) the priority areas, remaining challenges, and potential pilot opportunities that the program established 
under this section will address.

(3) Consultation.—

(A) in General.—In developing the program framework under this subsection, the Secretary shall consult 
with regulated industry, academia, medical professional organizations, representatives of patient advocacy 
organizations, consumer organizations, disease research foundations, and other interested parties.

(B) proCess.—The consultation under subparagraph (A) may be carried out through approaches such as—

(i)  a public-private partnership with the entities described in such subparagraph in which the Secretary 
may participate;

(ii) a contract, grant, or other arrangement, as the Secretary determines appropriate, with such a 
partnership or an independent research organization; or

(iii) public workshops with the entities described in such subparagraph.

(d) prograM iMpleMentation.—The Secretary shall, not later than 2 3 years after the date of enactment of the 21st 
Century Cures Act [December 13, 2016 —Ed.] and in accordance with the framework established under subsection 
(c), implement the program to evaluate the potential use of real world evidence.

(e) guiDanCe for inDustry.—The Secretary shall—

(1) utilize the program established under subsection (a), its activities, and any subsequent pilots or written 
reports, to inform a guidance for industry on—

(A) the circumstances under which sponsors of drugs and the Secretary may rely on real world evidence for 
the purposes described in paragraphs (1) and (2) of subsection (a); and

(B) the appropriate standards and methodologies for collection and analysis of real world evidence submitted 
for such purposes;
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(2) not later than 5 years after the date of enactment of the 21st Century Cures Act [December 13, 2016 —Ed.], 
issue draft guidance for industry as described in paragraph (1); and

(3) not later than 18 months after the close of the public comment period for the draft guidance described in 
paragraph (2), issue revised draft guidance or final guidance.

(f) rule of ConstruCtion.—

(1) in General.—Subject to paragraph (2), nothing in this section prohibits the Secretary from using real world 
evidence for purposes not specified in this section, provided the Secretary determines that sufficient basis exists 
for any such nonspecified use.

(2) stanDarDs of EViDenCe anD SeCretary’s Authority.—This section shall not be construed to alter—

(A) the standards of evidence under—

(i) subsection (c) or (d) of section 505, including the substantial evidence standard in such subsection 
(d); or

(ii) section 351(a) of the Public Health Service Act; or

(B) the Secretary’s authority to require postapproval studies or clinical trials, or the standards of evidence 
under which studies or trials are evaluated.

seC. 506. [356] fast traCk proDuCts.

(a) Designation of a Drug as a breakthrough therapy. —

(1) in general. — The Secretary shall, at the request of the sponsor of a drug, expedite the development 
and review of such drug if the drug is intended, alone or in combination with 1 or more other drugs, to treat a 
serious or life-threatening disease or condition and preliminary clinical evidence indicates that the drug may 
demonstrate substantial improvement over existing therapies on 1 or more clinically significant endpoints, such 
as substantial treatment effects observed early in clinical development. (In this section, such a drug is referred 
to as a “breakthrough therapy”.)

(2) request for Designation. — The sponsor of a drug may request the Secretary to designate the drug as a 
breakthrough therapy. A request for the designation may be made concurrently with, or at any time after, the 
submission of an application for the investigation of the drug under section 505(i) or section 351(a)(3) of the 
Public Health Service Act.

(3) Designation. —

(A) in general. — Not later than 60 calendar days after the receipt of a request under paragraph (2), the 
Secretary shall determine whether the drug that is the subject of the request meets the criteria described in 
paragraph (1). If the Secretary finds that the drug meets the criteria, the Secretary shall designate the drug 
as a breakthrough therapy and shall take such actions as are appropriate to expedite the development and 
review of the application for approval of such drug.

(B) aCtions. — The actions to expedite the development and review of an application under subparagraph 
(A) may include, as appropriate —

(i) holding meetings with the sponsor and the review team throughout the development of the drug;

(ii) providing timely advice to, and interactive communication with, the sponsor regarding the 
development of the drug to ensure that the development program to gather the nonclinical and clinical 
data necessary for approval is as efficient as practicable;

(iii) involving senior managers and experienced review staff, as appropriate, in a collaborative, cross- 
disciplinary review;

(iv) assigning a cross-disciplinary project lead for the Food and Drug Administration review team to 
facilitate an efficient review of the development program and to serve as a scientific liaison between 
the review team and the sponsor; and

(v) taking steps to ensure that the design of the clinical trials is as efficient as practicable, when 
scientifically appropriate, such as by minimizing the number of patients exposed to a potentially less 
efficacious treatment.
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(b) Designation of Drug as a fast traCk proDuCt. —

(1) in general. — The Secretary shall, at the request of the sponsor of a new drug, facilitate the development 
and expedite the review of such drug if it is intended, whether alone or in combination with one or more other 
drugs, for the treatment of a serious or life-threatening condition, and it demonstrates the potential to address 
unmet medical needs for such a disease or condition, or if the Secretary designates the drug as a qualified 
infectious disease product under section 505E(d). (In this section, such a drug is referred to as a “fast track 
product”.)

(2) request for Designation. — The sponsor of a new drug may request the Secretary to designate the drug as a 
fast track product. A request for the designation may be made concurrently with, or at any time after, submission 
of an application for the investigation of the drug under section 505(i) or section 351(a)(3) of the Public Health 
Service Act.

(3) Designation. — Within 60 calendar days after the receipt of a request under paragraph (2), the Secretary 
shall determine whether the drug that is the subject of the request meets the criteria described in paragraph (1). If 
the Secretary finds that the drug meets the criteria, the Secretary shall designate the drug as a fast track product 
and shall take such actions as are appropriate to expedite the development and review of the application for 
approval of such product.

(c) aCCelerateD approVal of a Drug for a serious or life-threatening Disease or ConDition, inCluDing a 
fast traCk proDuCt. —

(1) in general. —

(A) aCCelerateD approVal. — The Secretary may approve an application for approval of a product for 
a serious or life-threatening disease or condition, including a fast track product, under section 505(c) or 
section 351(a) of the Public Health Service Act upon a determination that the product has an effect on a 
surrogate endpoint that is reasonably likely to predict clinical benefit, or on a clinical endpoint that can 
be measured earlier than irreversible morbidity or mortality, that is reasonably likely to predict an effect 
on irreversible morbidity or mortality or other clinical benefit, taking into account the severity, rarity, or 
prevalence of the condition and the availability or lack of alternative treatments. The approval described in 
the preceding sentence is referred to in this section as ‘accelerated approval’.

(B) eViDenCe. — The evidence to support that an endpoint is reasonably likely to predict clinical benefit 
under subparagraph (A) may include epidemiological, pathophysiological, therapeutic, pharmacologic, or 
other evidence developed using biomarkers, for example, or other scientific methods or tools.

(2) liMitation. — Approval of a product under this subsection may be subject to 1 or both of the following 
requirements:

(A) That the sponsor conduct appropriate postapproval studies to verify and describe the predicted effect on 
irreversible morbidity or mortality or other clinical benefit.

(B) That the sponsor submit copies of all promotional materials related to the product during the preapproval 
review period and, following approval and for such period thereafter as the Secretary determines to be 
appropriate, at least 30 days prior to dissemination of the materials.

(3) expeDiteD WithDrawal of approVal. — The Secretary may withdraw approval of a product approved 
under accelerated approval using expedited procedures (as prescribed by the Secretary in regulations which shall 
include an opportunity for an informal hearing) if —

(A) the sponsor fails to conduct any required post-approval study of the drug with due diligence;

(B) a study required to verify and describe the predicted effect on irreversible morbidity or mortality or other 
clinical benefit of the product fails to verify and describe such effect or benefit;

(C) other evidence demonstrates that the product is not safe or effective under the conditions of use; or

(D) the sponsor disseminates false or misleading promotional materials with respect to the product.

(d) reView of inCoMplete appliCations for approVal of a fast traCk ProDuCt. —

(1) in general. — If the Secretary determines, after preliminary evaluation of clinical data submitted by the 
sponsor, that a fast track product may be effective, the Secretary shall evaluate for filing, and may commence 
review of portions of, an application for the approval of the product before the sponsor submits a complete 
application. The Secretary shall commence such review only if the applicant —
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(A) provides a schedule for submission of information necessary to make the application complete; and

(B) pays any fee that may be required under section 736.

(2) exCeption. — Any time period for review of human drug applications that has been agreed to by the Secretary 
and that has been set forth in goals identified in letters of the Secretary (relating to the use of fees collected under 
section 736 to expedite the drug development process and the review of human drug applications) shall not apply 
to an application submitted under paragraph (1) until the date on which the application is complete.

(e) ConstruCtion. —

(1) purpose. — The amendments made by the Food and Drug Administration Safety and Innovation Act and the 
21st Century Cures Act to this section are intended to encourage the Secretary to utilize innovative and flexible 
approaches to the assessment of products under accelerated approval for treatments for patients with serious or 
life-threatening diseases or conditions and unmet medical needs.

(2) ConstruCtion. — Nothing in this section shall be construed to alter the standards of evidence under 
subsection (c) or (d) of section 505 (including the substantial evidence standard in section 505(d) of this Act or 
under section 351(a) of the Public Health Service Act). Such sections and standards of evidence apply to the 
review and approval of products under this section, including whether a product is safe and effective. Nothing 
in this section alters the ability of the Secretary to rely on evidence that does not come from adequate and well- 
controlled investigations for the purpose of determining whether an endpoint is reasonably likely to predict 
clinical benefit as described in subsection (b)(1)(B).

(f) awareness efforts. — The Secretary shall —

(1) develop and disseminate to physicians, patient organizations, pharmaceutical and biotechnology companies, 
and other appropriate persons a description of the provisions of this section applicable to breakthrough therapies, 
accelerated approval, and fast track products; and

(2) establish a program to encourage the development of surrogate and clinical endpoints, including biomarkers, 
and other scientific methods and tools that can assist the Secretary in determining whether the evidence submitted 
in an application is reasonably likely to predict clinical benefit for serious or life-threatening conditions for 
which significant unmet medical needs exist.

(g) regeneratiVe aDVanCeD therapy.—

(1) in general.—The Secretary, at the request of the sponsor of a drug, shall facilitate an efficient development 
program for, and expedite review of, such drug if the drug qualifies as a regenerative advanced therapy under the 
criteria described in paragraph (2).

(2) Criteria.—A drug is eligible for designation as a regenerative advanced therapy under this subsection if—

(A) the drug is a regenerative medicine therapy (as defined in paragraph (8));

(B) the drug is intended to treat, modify, reverse, or cure a serious or life-threatening disease or condition; and

(C) preliminary clinical evidence indicates that the drug has the potential to address unmet medical needs 
for such a disease or condition.

(3) request for Designation.—The sponsor of a drug may request the Secretary to designate the drug as 
a regenerative advanced therapy concurrently with, or at any time after, submission of an application for the 
investigation of the drug under section 505(i) of this Act or section 351(a)(3) of the Public Health Service Act.

(4) Designation.—Not later than 60 calendar days after the receipt of a request under paragraph (3), the Secretary 
shall determine whether the drug that is the subject of the request meets the criteria described in paragraph (2). If 
the Secretary determines that the drug meets the criteria, the Secretary shall designate the drug as a regenerative 
advanced therapy and shall take such actions as are appropriate under paragraph (1). If the Secretary determines 
that a drug does not meet the criteria for such designation, the Secretary shall include with the determination a 
written description of the rationale for such determination.

(5) aCtions.—The sponsor of a regenerative advanced therapy shall be eligible for the actions to expedite 
development and review of such therapy under subsection (a)(3)(B), including early interactions to discuss any 
potential surrogate or intermediate endpoint to be used to support the accelerated approval of an application for 
the product under subsection (c).

(6) aCCess to expeDiteD approVal pathways.—An application for a regenerative advanced therapy under 
section 505(b)(1) of this Act or section 351(a) of the Public Health Service Act may be—
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(A) eligible for priority review, as described in the Manual of Policies and Procedures of the Food and Drug 
Administration and goals identified in the letters described in section 101(b) of the Prescription Drug User 
Fee Amendments of 2012; and

(B) eligible for accelerated approval under subsection (c), as agreed upon pursuant to subsection (a)(3)(B), 
through, as appropriate—

(i) surrogate or intermediate endpoints reasonably likely to predict long-term clinical benefit; or

(ii) reliance upon data obtained from a meaningful number of sites, including through expansion to 
additional sites, as appropriate.

(7) postapproVal requireMents.—The sponsor of a regenerative advanced therapy that is granted accelerated 
approval and is subject to the postapproval requirements under subsetction (c) may, as appropriate, fulfill such 
requirements, as the Secretary may require, through—

(A) the submission of clinical evidence, clinical studies, patient registries, or other sources of real world 
evidence, such as electronic health records;

(B) the collection of larger confirmatory data sets, as agreed upon pursuant to subsection (a)(3)(B); or

(C) postapproval monitoring of all patients treated with such therapy prior to approval of the therapy.

(8) Definition.—For purposes of this section, the term “regenerative medicine therapy” includes cell therapy, 
therapeutic tissue engineering products, human cell and tissue products, and combination products using any 
such therapies or products, except for those regulated solely under section 361 of the Public Health Service Act 
and part 1271 of title 21, Code of Federal Regulations.

(h) liMiteD population pathway for antibaCterial anD antifungal Drugs.—

(1) in general.— The Secretary may approve an antibacterial or antifungal drug, alone or in combination with 
one or more other drugs, as a limited population drug pursuant to this subsection only if—

(A) the drug is intended to treat a serious or life-threatening infection in a limited population of patients 
with unmet needs;

(B) the standards for approval under section 505(c) and (d), or the standards for licensure under section 351 
of the Public Health Service Act, as applicable, are met; and

(C) the Secretary receives a written request from the sponsor to approve the drug as a limited population 
drug pursuant to this subsection.

(2) benefit-risk ConsiDeration.—The Secretary’s determination of safety and effectiveness of an antibacterial 
or antifungal drug shall reflect the benefit-risk profile of such drug in the intended limited population, taking 
into account the severity, rarity, or prevalence of the infection the drug is intended to treat and the availability 
or lack of alternative treatment in such limited population. Such drug may be approved under this subsection 
notwithstanding a lack of evidence to fully establish a favorable benefit-risk profile in a population that is 
broader than the intended limited population.

(3) aDDitional requireMents.—A drug approved under this subsection shall be subject to the following 
requirements, in addition to any other applicable requirements of this Act:

(A) labeling.—To indicate that the safety and effectiveness of a drug approved under this subsection has 
been demonstrated only with respect to a limited population—

(i) all labeling and advertising of an antibacterial or antifungal drug approved under this subsection 
shall contain the statement “Limited Population” in a prominent manner and adjacent to, and not more 
prominent than—

(I) the proprietary name of such drug, if any; or

(II) if there is no proprietary name, the established name of the drug, if any, as defined in section 
503(e)(3), or, in the case of a drug that is a biological product, the proper name, as defined by 
regulation; and

(ii) the prescribing information for the drug required by section 201.57 of title 21, Code of Federal 
Regulations (or any successor regulation) shall also include the following statement: “This drug is 
indicated for use in a limited and specific population of patients.”

(B) proMotional Material.—The sponsor of an antibacterial or antifungal drug subject to this subsection 
shall submit to the Secretary copies of all promotional materials related to such drug at least 30 calendar 
days prior to dissemination of the materials.
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(4) other prograMs.—A sponsor of a drug that seeks approval of a drug under this subsection may also seek 
designation or approval, as applicable, of such drug under other applicable sections or subsections of this Act or 
the Public Health Service Act.

(5) guiDanCe.—Not later than 18 months after the date of enactment of the 21st Century Cures Act [December 
13, 2016 —Ed.], the Secretary shall issue draft guidance describing criteria, processes, and other general 
considerations for demonstrating the safety and effectiveness of limited population antibacterial and antifungal 
drugs. The Secretary shall publish final guidance within 18 months of the close of the public comment period on 
such draft guidance. The Secretary may approve antibacterial and antifungal drugs under this subsection prior to 
issuing guidance under this paragraph.

(6) aDViCe.—The Secretary shall provide prompt advice to the sponsor of a drug for which the sponsor seeks 
approval under this subsection to enable the sponsor to plan a development program to obtain the necessary data 
for such approval, and to conduct any additional studies that would be required to gain approval of such drug for 
use in a broader population.

(7) terMination of liMitations.—If, after approval of a drug under this subsection, the Secretary approves a 
broader indication for such drug under section 505(b) or section 351(a) of the Public Health Service Act, the 
Secretary may remove any postmarketing conditions, including requirements with respect to labeling and review 
of promotional materials under paragraph (3), applicable to the approval of the drug under this subsection.

(8) rules of ConstruCtion.—Nothing in this subsection shall be construed to alter the authority of the Secretary 
to approve drugs pursuant to this Act or section 351 of the Public Health Service Act, including the standards of 
evidence and applicable conditions for approval under such Acts, the standards of approval of a drug under such 
Acts, or to alter the authority of the Secretary to monitor drugs pursuant to such Acts.

(9) reporting anD aCCountability.—

(A) biennial reporting.—The Secretary shall report to Congress not less often than once every 2 years 
on the number of requests for approval, and the number of approvals, of an antibacterial or antifungal drug 
under this subsection.

(B) gAO report.—Not later than December 2021, the Comptroller General of the United States shall 
submit to the Committee on Energy and Commerce of the House of Representatives and the Committee on 
Health, Education, Labor and Pensions of the Senate a report on the coordination of activities required under 
section 319E of the Public Health Service Act. Such report shall include a review of such activities, and the 
extent to which the use of the pathway established under this subsection has streamlined premarket approval 
for antibacterial or antifungal drugs for limited populations, if such pathway has functioned as intended, if 
such pathway has helped provide for safe and effective treatment for patients, if such premarket approval 
would be appropriate for other categories of drugs, and if the authorities under this subsection have affected 
antibacterial or antifungal resistance.

seC.  . [356-1] aCCelerateD approVal of priority CounterMeasures.

(a) The Secretary of Health and Human Services may designate a priority countermeasure as a fast-track product 
pursuant to section 506 or as a device granted review priority pursuant to section 515(d)(5). Such a designation may 
be made prior to the submission of —

(1) a request for designation by the sponsor or applicant; or

(2) an application for the investigation of the drug under section 505(i) or section 351(a)(3) of the Public Health 
Service Act.

 Nothing in this subsection shall be construed to prohibit a sponsor or applicant from declining such a designation.

(b) A drug for which approval is sought under section 505(b) or section 351 of the Public Health Service Act on the 
basis of evidence of effectiveness that is derived from animal studies pursuant to section 123 may be designated as a 
fast track product for purposes of this section.

(c) A priority countermeasure that is a drug or biological product shall be considered a priority drug or biological 
product for purposes of performance goals for priority drugs or biological products agreed to by the Commissioner 
of Food and Drugs.

(d) For purposes of this title:
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(1) The term “priority countermeasure” has the meaning given such term in section 247d-6(h)(4) of Title 42.

(2) The term “priority drugs or biological products” means a drug or biological product that is the subject of a 
drug or biologics application referred to in section 101(4) of the Food and Drug Administration Modernization 
Act of 1997.

seC. 506a. [356a] ManufaCturing Changes.

(a) in general. — With respect to a drug for which there is in effect an approved application under section 505 or 512 
or a license under section 351 of the Public Health Service Act, a change from the manufacturing process approved 
pursuant to such application or license may be made, and the drug as made with the change may be distributed, if —

(1) the holder of the approved application or license (referred to in this section as a “holder”) has validated the 
effects of the change in accordance with subsection (b); and

(2) —

(A) in the case of a major manufacturing change, the holder has complied with the requirements of subsection 
(c); or

(B) in the case of a change that is not a major manufacturing change, the holder complies with the applicable 
requirements of subsection (d).

(b) ValiDation of effeCts of Changes. — For purposes of subsection (a)(1), a drug made with a manufacturing 
change (whether a major manufacturing change or otherwise) may be distributed only if, before distribution of the 
drug as so made, the holder involved validates the effects of the change on the identity, strength, quality, purity, and 
potency of the drug as the identity, strength, quality, purity, and potency may relate to the safety or effectiveness of 
the drug.

(c) MaJor ManufaCturing Changes. —

(1) requireMent of suppleMental appliCation. — For purposes of subsection (a)(2)(A), a drug made with a 
major manufacturing change may be distributed only if, before the distribution of the drug as so made, the holder 
involved submits to the Secretary a supplemental application for such change and the Secretary approves the 
application. The application shall contain such information as the Secretary determines to be appropriate, and 
shall include the information developed under subsection (b) by the holder in validating the effects of the change.

(2) Changes Qualifying as MaJor Changes. — For purposes of subsection (a)(2)(A), a major manufacturing 
change is a manufacturing change that is determined by the Secretary to have substantial potential to adversely 
affect the identity, strength, quality, purity, or potency of the drug as they may relate to the safety or effectiveness 
of a drug. Such a change includes a change that —

(A) is made in the qualitative or quantitative formulation of the drug involved or in the specifications in the 
approved application or license referred to in subsection (a) for the drug (unless exempted by the Secretary 
by regulation or guidance from the requirements of this subsection);

(B) is determined by the Secretary by regulation or guidance to require completion of an appropriate clinical 
study demonstrating equivalence of the drug to the drug as manufactured without the change; or

(C) is another type of change determined by the Secretary by regulation or guidance to have a substantial 
potential to adversely affect the safety or effectiveness of the drug.

(d) other ManufaCturing Changes. —

(1) in general. — For purposes of subsection (a)(2)(B), the Secretary may regulate drugs made with 
manufacturing changes that are not major manufacturing changes as follows:

(A) The Secretary may in accordance with paragraph (2) authorize holders to distribute such drugs without 
submitting a supplemental application for such changes.

(B) The Secretary may in accordance with paragraph (3) require that, prior to the distribution of such drugs, 
holders submit to the Secretary supplemental applications for such changes.

(C) The Secretary may establish categories of such changes and designate categories to which subparagraph 
(A) applies and categories to which subparagraph (B) applies.

(2) Changes not requiring suppleMental appliCation. —

(A) subMission of report. — A holder making a manufacturing change to which paragraph (1)(A) applies 
shall submit to the Secretary a report on the change, which shall contain such information as the Secretary 
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determines to be appropriate, and which shall include the information developed under subsection (b) by the 
holder in validating the effects of the change. The report shall be submitted by such date as the Secretary 
may specify.

(B) authority regarDing annual reports. — In the case of a holder that during a single year makes 
more than one manufacturing change to which paragraph (1)(A) applies, the Secretary may in carrying out 
subparagraph (A) authorize the holder to comply with such subparagraph by submitting a single report for 
the year that provides the information required in such subparagraph for all the changes made by the holder 
during the year.

(3) Changes requiring suppleMental appliCation. —

(A) subMission of suppleMental appliCation. — The supplemental application required under paragraph 
(1)(B) for a manufacturing change shall contain such information as the Secretary determines to be 
appropriate, which shall include the information developed under subsection (b) by the holder in validating 
the effects of the change.

(B) authority for Distribution. — In the case of a manufacturing change to which paragraph (1)(B) applies:

(i) The holder involved may commence distribution of the drug involved 30 days after the Secretary 
receives the supplemental application under such paragraph, unless the Secretary notifies the holder 
within such 30-day period that prior approval of the application is required before distribution may be 
commenced.

(ii) The Secretary may designate a category of such changes for the purpose of providing that, in the 
case of a change that is in such category, the holder involved may commence distribution of the drug 
involved upon the receipt by the Secretary of a supplemental application for the change.

(iii) If the Secretary disapproves the supplemental application, the Secretary may order the manufacturer 
to cease the distribution of the drugs that have been made with the manufacturing change.

seC. 506b. [356b] reports of postMarketing stuDies.

(a) subMission —

(1) in general. — A sponsor of a drug that has entered into an agreement with the Secretary to conduct a 
postmarketing study of the drug shall submit to the Secretary, within 1 year after the approval of such drug and 
annually thereafter until the study is completed or terminated, a report of the progress of the study or the reasons 
for the failure of the sponsor to conduct the study. The report shall be submitted in such form as is prescribed by 
the Secretary in regulations issued by the Secretary.

(2) agreeMents prior to effeCtiVe Date. — Any agreements entered into between the Secretary and a sponsor 
of a drug, prior to the date of enactment of the Food and Drug Administration Modernization Act of 1997 
[November 21, 1997 — Ed.], to conduct a postmarketing study of a drug shall be subject to the requirements of 
paragraph (1). An initial report for such an agreement shall be submitted within 6 months after the date of the 
issuance of the regulations under paragraph (1).

(b) ConsiDeration of inforMation as publiC inforMation. — Any information pertaining to a report described in 
subsection (a) shall be considered to be public information to the extent that the information is necessary —

(1) to identify the sponsor; and

(2) to establish the status of a study described in subsection (a) and the reasons, if any, for any failure to carry 
out the study.

(c) status of stuDies anD reports. — The Secretary shall annually develop and publish in the Federal Register a 
report that provides information on the status of the postmarketing studies —

(1) that sponsors have entered into agreements to conduct; and

(2) for which reports have been submitted under subsection (a)(1).

(d) DisClosure. — If a sponsor fails to complete an agreed upon study required by this section by its original or 
otherwise negotiated deadline, the Secretary shall publish a statement on the Internet site of the Food and Drug 
Administration stating that the study was not completed and, if the reasons for such failure to complete the study were 
not satisfactory to the Secretary, a statement that such reasons were not satisfactory to the Secretary.
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(e) notifiCation. — With respect to studies of the type required under section 506(c)(2)(A) or under section 314.510 
or 601.41 of title 21, Code of Federal Regulations, as each of such sections was in effect on the day before the 
effective date [October 1, 2002 — Ed.] of this subsection, the Secretary may require that a sponsor who, for reasons 
not satisfactory to the Secretary, fails to complete by its deadline a study under any of such sections of such type for 
a drug or biological product (including such a study conducted after such effective date) notify practitioners who 
prescribe such drug or biological product of the failure to complete such study and the questions of clinical benefit, 
and, where appropriate, questions of safety, that remain unanswered as a result of the failure to complete such study. 
Nothing in this subsection shall be construed as altering the requirements of the types of studies required under 
section 506(c)(2)(A) or under section 314.510 or 601.41 of title 21, Code of Federal Regulations, as so in effect, or 
 as prohibiting the Secretary from modifying such sections of title 21 of such Code to provide for studies in addition 
to those of such type.

seC. 506C. [356c] DisContinuanCe or interruption in the proDuCtion of life-saVing Drugs.

(a) in general. — A manufacturer of a drug —

(1) that is —

(A) life-supporting;

(B) life-sustaining; or

(C) intended for use in the prevention or treatment of a debilitating disease or condition, including any such 
drug used in emergency medical care or during surgery; and

(2) that is not a radio pharmaceutical drug product or any other product as designated by the Secretary,

 shall notify the Secretary, in accordance with subsection (b), of a permanent discontinuance in the manufacture of the 
drug or an interruption of the manufacture of the drug that is likely to lead to a meaningful disruption in the supply 
of that drug in the United States, and the reasons for such discontinuance or interruption.

(b) tiMing. — A notice required under subsection (a) shall be submitted to the Secretary —

(1) at least 6 months prior to the date of the discontinuance or interruption; or

(2) if compliance with paragraph (1) is not possible, as soon as practicable.

(c) Distribution. — To the maximum extent practicable, the Secretary shall distribute, through such means 
as the Secretary deems appropriate, information on the discontinuance or interruption of the manufacture of the 
drugs described in subsection (a) to appropriate organizations, including physician, health provider, and patient 
organizations, as described in section 506E.

(d) ConfiDentiality. — Nothing in this section shall be construed as authorizing the Secretary to disclose any 
information that is a trade secret or confidential information subject to section 552(b)(4) of title 5, United States 
Code, or section 1905 of title 18, United States Code.

(e) CoorDination with attorney general. — Not later than 30 days after the receipt of a notification described in 
subsection (a), the Secretary shall —

(1) determine whether the notification pertains to a controlled substance subject to a production quota under 
section 306 of the Controlled Substances Act; and

(2) if necessary, as determined by the Secretary —

(A) notify the Attorney General that the Secretary has received such a notification;

(B) request that the Attorney General increase the aggregate and individual production quotas under section 
306 of the Controlled Substances Act applicable to such controlled substance and any ingredient therein 
to a level the Secretary deems necessary to address a shortage of a controlled substance based on the best 
available market data; and

(C) if the Attorney General determines that the level requested is not necessary to address a shortage of a 
controlled substance, the Attorney General shall provide to the Secretary a written response detailing the 
basis for the Attorney General’s determination.

 The Secretary shall make the written response provided under subparagraph (C) available to the public on the 
Internet Web site of the Food and Drug Administration.

(f) failure to Meet requireMents. — If a person fails to submit information required under subsection (a) in 
accordance with subsection (b) —
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(1) the Secretary shall issue a letter to such person information such person of such failure;

(2) not later than 30 calendar days after the issuance of the letter under paragraph (1), the person who receives 
such letter shall submit to the Secretary a written response to such letter setting forth the basis for noncompliance 
and providing information required under subsection (a); and

(3) not later than 45 calendar days after the issuance of a letter under paragraph (1), the Secretary shall make 
such letter and any response to such letter under paragraph (2) available to the public on the Internet Web site 
of the Food and Drug Administration, with appropriate redactions made to protect information described in 
 subsection (d), except that, if the Secretary determines that the letter under paragraph (1) was issued in error or, 
after review of such response, the person had a reasonable basis for not notifying as required under subsection 
(a), the requirements of this paragraph shall not apply.

(g) expeDiteD inspeCtions anD reViews. — If, based on notifications described in subsection (a) or any other 
relevant information, the Secretary concludes that there is, or is likely to be, a drug shortage of a drug described in 
subsection (a), the Secretary may —

(1) expedite the review of a supplement to a new drug application submitted under section 505(b), an abbreviated 
new drug application submitted under section 505(j), or a supplement to such an application submitted under 
section 505(j), that could help mitigate or prevent such shortage; or

(2) expedite an inspection or reinspection of an establishment that could help mitigate or prevent such drug 
shortage.

(h) Definitions. — For purposes of this section —

(1) the term “drug” —

(A) means a drug (as defined in section 201(g)) that is intended for human use and that is subject to section 
503(b)(1); and

(B) does not include biological products (as defined in section 351 of the Public Health Service Act), unless 
otherwise provided by the Secretary in the regulations promulgated under subsection (i);

(2) the term “drug shortage” or “shortage”, with respect to a drug, means a period of time when the demand or 
projected demand for the drug within the United States exceeds the supply of the drug; and

(3) the term “meaningful disruption” —

(A) means a change in production that is reasonably likely to lead to a reduction in the supply of a drug by 
a manufacturer that is more than negligible and affects the ability of the manufacturer to fill orders or meet 
expected demand for its product; and

(B) does not include interruptions in manufacturing due to matters such as routine maintenance or 
insignificant changes in manufacturing so long as the manufacturer expects to resume operations in a short 
period of time.

(i) regulations. —

(1) in general. — Not later than 18 months after the date of enactment of the Food and Drug Administration 
Safety and Innovation Act, the Secretary shall adopt a final regulation implementing this section.

(2) Contents. — Such regulations shall define, for purposes of this section, the terms “life-supporting”, “life- 
sustaining”, and “intended for use in the prevention or treatment of a debilitating disease or condition”.

(3) inClusion of biologiCal proDuCts. —

(A) in general. — The Secretary may by regulation apply this section to biological products (as defined 
in section 351 of the Public Health Service Act), including plasma products derived from human plasma 
protein and their recombinant analogs, if the Secretary determines such inclusion would benefit the public 
health. Such regulation shall take into account any supply reporting programs and shall aim to reduce 
duplicative notification.

(B) rule for VaCCines. — If the Secretary applies this section to vaccines pursuant to subparagraph (A), 
the Secretary shall —

(i) consider whether the notification requirement under subsection (a) may be satisfied by submitting a 
notification to the Centers for Disease Control and Prevention under the vaccine shortage notification 
program of such Centers; and

(ii) explain the determination made by the Secretary under clause (i) in the regulation.
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(4) proCeDure. — In promulgating a regulation implementing this section, the Secretary shall —

(A) issue a notice of proposed rulemaking that includes the proposed regulation;

(B) provide a period of not less than 60 days for comments on the proposed regulation; and

(C) publish the final regulation not less than 30 days before the regulation’s effective date.

(5) restriCtions. — Notwithstanding any other provision of Federal law, in implementing this section, the 
Secretary shall only promulgate regulations as described in paragraph (4).

seC. 506C-1. [356c-1] annual reporting on Drug shortages.

(a) annual reports to Congress. — Not later than March 31 of each calendar year, the Secretary shall submit to 
the Committee on Energy and Commerce of the House of Representatives and the Committee on Health, Education, 
Labor, and Pensions of the Senate a report, with respect to the preceding calendar year, on drug shortages that —

(1) Specifies the number of manufacturers that submitted a notification to the Secretary under section 506C(a) 
during such calendar year;

(2) describes the communication between the field investigators of the Food and Drug Administration and the 
staff of the Center for Drug Evaluation and Research’s Office of Compliance and Drug Shortage Program, 
including the Food and Drug Administration’s procedures for enabling and ensuring such communication;

(3) —

(A) lists the major actions taken by the Secretary to prevent or mitigate the drug shortages described in 
paragraph (7);

(B) in the list under subparagraph (A), includes —

(i) the number of applications and supplements for which the Secretary expedited review under section 
506C(g)(1) during such calendar year; and

(ii) the number of establishment inspections or reinspections that the Secretary expedited under section 
506C(g)(2) during such calendar year;

(4) describes the coordination between the Food and Drug Administration and the Drug Enforcement 
Administration on efforts to prevent or alleviate drug shortages;

(5) identifies the number of and describes the instances in which the Food and Drug Administration exercised 
regulatory flexibility and discretion to prevent or alleviate a drug shortage;

(6) lists the names of manufacturers that were issued letters under section 506C(f); and

(7) specifies the number of drug shortages occurring during such calendar year, as identified by the Secretary.

(b) trenD analysis. — The Secretary is authorized to retain a third party to conduct a study, if the Secretary believes 
such a study would help clarify the causes, trends, or solutions related to drug shortages.

(c) Definition. — In this section, the term “drug shortage” or “shortage” has the meaning given such term in section 
506C.

seC. 506D. [356d] CoorDination; task forCe anD strategiC plan.

(a) task forCe anD strategiC plan. —

(1) in general. —

(A) task forCe. — As soon as practicable after the date of enactment of the Food and Drug Administration 
Safety and Innovation Act, the Secretary shall establish a task force to develop and implement a strategic 
plan for enhancing the Secretary’s response to preventing and mitigating drug shortages.

(B) strategiC plan. — The strategic plan described in subparagraph (A) shall include —

(i) plans for enhanced interagency and intra-agency coordination, communication, and decisionmaking;

(ii) plans for ensuring that drug shortages are considered when the Secretary initiates a regulatory 
action that could precipitate a drug shortage or exacerbate an existing drug shortage;

(iii) plans for effective communication with outside stakeholders, including who the Secretary should 
alert about potential or actual drug shortages, how the communication should occur, and what types of 
information should be shared;

Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 506D [356d]

05_FDCA_05_Part01.indd   193 29/01/18   11:47 AM



194 FOOD AND DRUG LAW INSTITUTE

§ 506E [356e] Federal Food, Drug, and Cosmetic Act

(iv) plans for considering the impact of drug shortages on research and clinical trials; and

(v) an examination of whether to establish a “qualified manufacturing partner program”, as described 
in subparagraph (C).

(C) DesCription of PrograM. — In conducting the examination of a “qualified manufacturing partner 
program” under subparagraph (B)(v), the Secretary —

(i) shall take into account that —

(I) a “qualified manufacturer”, for purposes of such program, would need to have the capability 
and capacity to supply products determined or anticipated to be in shortage; and

(II) in examining the capability and capacity to supply products in shortage, the “qualified 
manufacturer” could have a site that manufactures a drug listed under section 506E or have the 
capacity to produce drugs in response to a shortage within a rapid timeframe; and

(ii) shall examine whether incentives are necessary to encourage the participation of “qualified 
manufacturers” in such a program.

(D) Consultation. — In carrying out this paragraph, the task force shall ensure consultation with the 
appropriate offices within the Food and Drug Administration, including the Office of the Commissioner, 
the Center for Drug Evaluation and Research, the Office of Regulatory Affairs, and employees within the 
Department of Health and Human Services with expertise regarding drug shortages. The Secretary shall 
engage external stakeholders and experts as appropriate.

(2) tiMing. — Not later than 1 year after the date of enactment of the Food and Drug Administration Safety and 
Innovation Act, the task force shall —

(A) publish the strategic plan described in paragraph (1); and

(B) submit such plan to Congress.

(b) CoMMuniCation. — The Secretary shall ensure that, prior to any enforcement action or issuance of a warning 
letter that the Secretary determines could reasonably be anticipated to lead to a meaningful disruption in the supply 
in the United States of a drug described under section 506C(a), there is a communication with the appropriate office 
of the Food and Drug Administration with expertise regarding drug shortages regarding whether the action or letter 
could cause, or exacerbate, a shortage of the drug.

(c) aCtion. — If the Secretary determines, after the communication described in subsection (b), that an enforcement 
action or a warning letter could reasonably cause or exacerbate a shortage of a drug described under section 506C(a), 
then the Secretary shall evaluate the risks associated with the impact of such shortage upon patients and those risks 
associated with the violation involved before taking such action or issuing such letter, unless there is imminent risk 
of serious adverse health consequences or death to humans.

(d) reporting by other entities. — The Secretary shall identify or establish a mechanism by which health care 
providers and other third-party organizations may report to the Secretary evidence of a drug shortage.

(e) reView anD ConstruCtion. — No determination, finding, action, or omission of the Secretary under this section 
shall —

(1) be subject to judicial review; or

(2) be construed to establish a defense to an enforcement action by the Secretary.

(f) sunset. — Subsections (a), (b), (c), and (e) shall cease to be effective on the date that is 5 years after the date of 
enactment of the Food and Drug Administration Safety and Innovation Act.

seC. 506e. [356e] Drug shortage list.

(a) establishMent. — The Secretary shall maintain an up-to-date list of drugs that are determined by the Secretary 
to be in shortage in the United States.

(b) Contents. — For each drug on such list, the Secretary shall include the following information:

(1) The name of the drug in shortage, including the National Drug Code number for such drug.

(2) The name of each manufacturer of such drug.

(3) The reason for the shortage, as determined by the Secretary, selecting from the following categories:
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(A) Requirements related to complying with good manufacturing practices.

(B) Regulatory delay.

(C) Shortage of an active ingredient.

(D) Shortage of an inactive ingredient component.

(E) Discontinuance of the manufacture of the drug.

(F) Delay in shipping of the drug.

(G) Demand increase for the drug.

(4) The estimated duration of the shortage as determined by the Secretary.

(c) publiC aVailability. —

(1) in general. — Subject to paragraphs (2) and (3), the Secretary shall make the information in such list 
publicly available.

(2) traDe seCrets anD ConfiDential inforMation. — Nothing in this section alters or amends section 1905 of 
title 18, United States Code, or section 552(b)(4) of title 5 of such Code.

(3) publiC health exCeption. — The Secretary may choose not to make information collected under this 
section publicly available under paragraph (1) or section 506C(c) if the Secretary determines that disclosure of 
such information would adversely affect the public health (such as by increasing the possibility of hoarding or 
other disruption of the availability of drug products to patients).

seC. 506f. [356f] hospital repaCkaging of Drugs in shortage.

(a) Definitions. — In this section:

(1) Drug. — The term “drug” excludes any controlled substance (as such term is defined in section 102 of the 
Controlled Substances Act).

(2) health systeM. — The term “health system” means a collection of hospitals that are owned and operated by 
the same entity and that share access to databases with drug order information for their patients.

(3) repaCkage. — For the purposes of this section only, the term “repackage”, with respect to a drug, means to 
divide the volume of a drug into smaller amounts in order to —

(A) extend the supply of a drug in response to the placement of the drug on a drug shortage list under section 
506(E); and

(B) facilitate access to the drug by hospitals within the same health system.

(b) exClusion froM registration. — Notwithstanding any other provision of this Act, a hospital shall not be 
considered an establishment for which registration is required under section 510 solely because it repackages a drug 
and transfers it to another hospital within the same health system in accordance with the conditions in subsection 
(c) —

(1) during any period in which the drug is listed on the drug shortage list under section 506E; or

(2) during the 60-day period following any period described in paragraph (1).

(c) ConDitions. — Subsection (b) shall only apply to a hospital, with respect to the repackaging of a drug for transfer 
to another hospital within the same health system, if the following conditions are met:

(1) Drug for intrasysteM use only. — In no case may a drug that has been repackaged in accordance with 
this section be sold or otherwise distributed by the health system or a hospital within the system to an entity or 
individual that is not a hospital within such health system.

(2) CoMplianCe with state rules. — Repackaging of a drug under this section shall be done in compliance 
with applicable State requirements of each State in which the drug is repackaged and received.

(d) terMination. — This section shall not apply on or after the date on which the Secretary issues final guidance 
that clarifies the policy of the Food and Drug Administration regarding hospital pharmacies repackaging and safely 
transferring repackaged drugs to other hospitals within the same health system during a drug shortage.
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seC. 506g. [356g] stanDarDs for regeneratiVe MeDiCine anD regeneratiVe aDVanCeD therapies.

(a) in general.—Not later than 2 years after the date of enactment of the 21st Century Cures Act [December 13, 
2016 —Ed.], the Secretary, in consultation with the National Institute of Standards and Technology and stakeholders 
(including regenerative medicine and advanced therapies manufacturers and clinical trial sponsors, contract 
manufacturers, academic institutions, practicing clinicians, regenerative medicine and advanced therapies industry 
organizations, and standard setting organizations), shall facilitate an effort to coordinate and prioritize the development 
of standards and consensus definition of terms, through a public process, to support, through regulatory predictability, 
the development, evaluation, and review of regenerative medicine therapies and regenerative advanced therapies, 
including with respect to the manufacturing processes and controls of such products.

(b) aCtiVities.—

(1)  in general.—In carrying out this section, the Secretary shall continue to—

(A) identify opportunities to help advance the development of regenerative medicine therapies and 
regenerative advanced therapies;

(B) identify opportunities for the development of laboratory regulatory science research and documentary 
standards that the Secretary determines would help support the development, evaluation, and review of 
regenerative medicine therapies and regenerative advanced therapies through regulatory predictability; and

(C) work with stakeholders, such as those described in subsection (a), as appropriate, in the development of 
such standards.

(2) regulations anD guiDanCe.— Not later than 1 year after the development of standards as described in 
subsection (a), the Secretary shall review relevant regulations and guidance and, through a public process, update 
such regulations and guidance as the Secretary determines appropriate.

(c) Definitions.—For purposes of this section, the terms “regenerative medicine therapy” and “regenerative advanced 
therapy” have the meanings given such terms in section 506(g).

seC. 506h. [356h] CoMpetitiVe generiC therapies.

(a) In General. — The Secretary may, at the request of an applicant of a drug that is designated as a competitive 
generic therapy pursuant to subsection (b), expedite the development and review of an abbreviated new drug 
application under section 505(j) for such drug.

(b) Designation proCess. —

(1) request. — The applicant may request the Secretary to designate the drug as a competitive generic therapy.

(2) tiMing. — A request under paragraph (1) may be made concurrently with, or at any time prior to, the 
submission of an abbreviated new drug application for the drug under section 505(j).

(3) Criteria. — A drug is eligible for designation as a competitive generic therapy under this section if the 
Secretary determines that there is inadequate generic competition.

(4) Designation. — Not later than 60 calendar days after the receipt of a request under paragraph (1), the 
Secretary may —

(A) determine whether the drug that is the subject of the request meets the criteria described in paragraph 
(3); and

(B) if the Secretary finds that the drug meets such criteria, designate the drug as a competitive generic 
therapy.

(c) ACtions. — In expediting the development and review of an application under subsection (a), the Secretary may, 
as requested by the applicant, take actions including the following:

(1) Hold meetings with the applicant and the review team throughout the development of the drug prior to 
submission of the application for such drug under section 505(j).

(2) Provide timely advice to, and interactive communication with, the applicant regarding the development of 
the drug to ensure that the development program to gather the data necessary for approval is as efficient as 
practicable.

(3) Involve senior managers and experienced review staff, as appropriate, in a collaborative, coordinated review 
of such application, including with respect to drug-device combination products and other complex products.
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(4) Assign a cross-disciplinary project lead —

(A) to facilitate an efficient review of the development program and application, including manufacturing 
inspections; and

(B) to serve as a scientific liaison between the review team and the applicant.

(d) Reporting RequireMent. — Not later than one year after the date of the approval of an application under section 
505(j) with respect to a drug for which the development and review is expedited under this section ,the sponsor of 
such drug shall report to the Secretary on whether the drug has been marketed in interstate commerce since the date 
of such approval.

(e) Definitions. — In this section:

(1) The term ‘generic drug’ means a drug that is approved pursuant to section 505(j).

(2) The term ‘inadequate generic competition’ means, with respect to a drug, there is not more than one approved 
drug on the list of drugs described in section 505(j)(7)(A) (not including drugs on the discontinued section of 
such list) that is —

(A) the reference listed drug; or

(B) a generic drug with the same reference listed drug as the drug for which designation as a competitive 
generic therapy is sought.

(3) The term ‘reference listed drug’ means the listed drug (as such term is used in section 505(j)) for the drug 
involved.

seC. 506i. [356i] proMpt reports of Marketing status.

(a) notifiCation of withDrawal. — The holder of an application approved under subsection (c) or (j) of section 
505 shall notify the Secretary in writing 180 days prior to withdrawing the approved drug from sale, or if 180 days 
is not practicable as soon as practicable but not later than the date of withdrawal. The holder shall include with such 
notice the—

(1) National Drug Code;

(2) identity of the drug by established name and by proprietary name, if any;

(3) new drug application number or abbreviated application number;

(4) strength of the drug;

(5) date on which the drug is expected to no longer be available for sale; and

(6) reason for withdrawal of the drug.

(b) notifiCation of Drug not aVailable for Sale.—The holder of an application approved under subsection (c) 
or (j) shall notify the Secretary in writing within 180 calendar days of the date of approval of the drug if the drug will 
not be available for sale within 180 calendar days of such date of approval. The holder shall include with such notice 
the—

(1) identity of the drug by established name and by proprietary name, if any;

(2) new drug application number or abbreviated application number;

(3) strength of the drug;

(4) date on which the drug will be available for sale, if known; and

(5) reason for not marketing the drug after approval.

(c) aDDitional one-tiMe report.—Within 180 days of the date of enactment of this section, all holders of 
applications approved under subsection (c) or (j) of section 505 shall review the information in the list published 
under subsection 505(j)(7)(A) and shall notify the Secretary in writing that—

(1) all of the application holder’s drugs in the active section of the list published under subsection 505(j)(7)(A) 
are available for sale; or

(2) one or more of the application holder’s drugs in the active section of the list published under subsection 
505(j)(7)(A) have been withdrawn from sale or have never been available for sale, and include with such notice 
the information required pursuant to subsection (a) or (b), as applicable.
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(d) failure to Meet requireMents.—If a holder of an approved application fails to submit the information required 
under subsection (a), (b), or (c), the Secretary may move the application holder’s drugs from the active section of the 
list published under subsection 505(j)(7)(A) to the discontinued section of the list, except that the Secretary shall 
remove from the list in accordance with subsection 505(j)(7)(C) drugs the Secretary determines have been withdrawn 
from sale for reasons of safety of effectiveness.

(e) upDates.—The Secretary shall update the list published under subsection 505(j)(7)(A) based on the information 
provided under subsections (a), (b), and (c) by moving drugs that are not available for sale from the active section 
to the discontinued section of the list, except that drugs the Secretary determines have been withdrawn from sale 
for reasons of safety or effectiveness shall be removed from the list in accordance with subsection 505(j)(7)(C). The 
Secretary shall make monthly updates to the list based on the information provided pursuant to subsections (a) and 
(b), and shall update the list based on the information provided under subsection (c) as soon as practicable.

(f) liMitation on use of notiCes.—Any notice submitted under this section shall not be made public by the Secretary 
and shall be used solely for the purpose of the updates described in subsection (e).

seC. 507. [357] qualifiCation of Drug DeVelopMent tools.

(a) proCess for qualifiCation.—

(1) in general.—The Secretary shall establish a process for the qualification of drug development tools for a 
proposed context of use under which—

(A)(i) a requestor initiates such process by submitting a letter of intent to the Secretary; and

(ii) the Secretary accepts or declines to accept such letter of intent;

(B)(i) if the Secretary accepts the letter of intent, a requestor submits a qualification plan to the Secretary; and

(ii) the Secretary accepts or declines to accept the qualification plan; and 

(C)(i) if the Secretary accepts the qualification plan, the requestor submits to the Secretary a full qualification 
package; 

(ii) the Secretary determines whether to accept such qualification package for review; and

(iii) if the Secretary accepts such qualification package for review, the Secretary conducts such review 
in accordance with this section.

(2) aCCeptanCe anD reView of subMissions.—

(A) in general.—Subparagraphs (B), (C), and (D) shall apply with respect to the treatment of a letter of 
intent, a qualification plan, or a full qualification package submitted under paragraph (1) (referred to in this 
paragraph as “qualification submissions”).

(B) aCCeptanCe faCtors; nonaCCeptanCe.—The Secretary shall determine whether to accept a qualification 
submission based on factors which may include the scientific merit of the qualification submission. A 
determination not to accept a submission under paragraph (1) shall not be construed as a final determination 
by the Secretary under this section regarding the qualification of a drug development tool for its proposed 
context of use.

(C) prioritization of qualifiCation reView.—The Secretary may prioritize the review of a full 
qualification package submitted under paragraph (1) with respect to a drug development tool, based on 
factors determined appropriate by the Secretary, including—

(i) as applicable, the severity, rarity, or prevalence of the disease or condition targeted by the drug 
development tool and the availability or lack of alternative treatments for such disease or condition; and

(ii) the identification, by the Secretary or by biomedical research consortia and other expert stakeholders, 
of such a drug development tool and its proposed context of use as a public health priority.

(D) engageMent of external experts.—The Secretary may, for purposes of the review of qualification 
submissions, through the use of cooperative agreements, grants, or other appropriate mechanisms, consult 
with biomedical research consortia and may consider the recommendations of such consortia with respect 
to the review of any qualification plan submitted under paragraph (1) or the review of any full qualification 
package under paragraph (3).
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(3) reView of full qualifiCation paCkage.—The Secretary shall—

(A) conduct a comprehensive review of a full qualification package accepted under paragraph (1)(C); and

(B) determine whether the drug development tool at issue is qualified for its proposed context of use.

(4) qualifiCation.— The Secretary shall determine whether a drug development tool is qualified for a proposed 
context of use based on the scientific merit of a full qualification package reviewed under paragraph (3).

(b) effeCt of qualifiCation.—

(1) in general.— A drug development tool determined to be qualified under subsection (a)(4) for a proposed 
context of use specified by the requestor may be used by any person in such context of use for the purposes 
described in paragraph (2).

(2) use of a Drug DeVelopMent tool.— Subject to paragraph (3), a drug development tool qualified under 
this section may be used for—

(A) supporting or obtaining approval or licensure (as applicable) of a drug or biological product (including 
in accordance with section 506(c)) under section 505 of this Act or section 351 of the Public Health Service 
Act; or

(B) supporting the investigational use of a drug or biological product under section 505(i) of this Act or 
section 351(a)(3) of the Public Health Service Act.

(3) resCission or MoDifiCation.— 

(A) in general.— The Secretary may rescind or modify a determination under this section to qualify a 
drug development tool if the Secretary determines that the drug development tool is not appropriate for the 
proposed context of use specified by the requestor. Such a determination may be based on new information 
that calls into question the basis for such qualification.

(B) Meeting for reView.— If the Secretary rescinds or modifies under subparagraph (A) a determination 
to qualify a drug development tool, the requestor involved shall, on request, be granted a meeting with the 
Secretary to discuss the basis of the Secretary’s decision to rescind or modify the determination before the 
effective date of the rescission or modification.

(c) transparenCy.—

(1) in general.—Subject to paragraph (3), the Secretary shall make publicly available, and update on at least a 
biannual basis, on the Internet website of the Food and Drug Administration the following:

(A) Information with respect to each qualification submission under the qualification process under 
subsection (a), including—

(i) the stage of the review process applicable to the submission,

(ii) the date of the most recent change in stage status;

(iii) whether external scientific experts were utilized in the development of a qualification plan or the 
review of a full qualification package; and

(iv) submissions from requestors under the qualification process under subsection (a), including any 
data and evidence contained in such submissions, and any updates to such submissions.

(B) The Secretary’s formal written determinations in response to such qualification submissions.

(C) Any rescissions or modifications under subsection (b)(3) of a determination to qualify a drug development 
tool.

(D) Summary reviews that document conclusions and recommendations for determinations to qualify drug 
development tools under subsection (a).

(E) A comprehensive list of—

(i) all drug development tools qualified under subsection (a); and

(ii) all surrogate endpoints which were the basis of approval or licensure (as applicable) of a drug or 
biological product (including in accordance with section 506(c)) under section 505 of this Act or section 
351 of the Public Health Service Act.

(2) relation to traDe seCrets aCt.—Information made publicly available by the Secretary under paragraph 
(1) shall be considered a disclosure authorized by law for purposes of section 1905 of title 18, United States Code.
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(3) appliCability.—Nothing in this section shall be construed as authorizing the Secretary to disclose any 
information contained in an application submitted under section 505 of this Act or section 351 of the Public 
Health Service Act that is confidential commercial or trade secret information subject to section 552(b)(4) of 
title 5, United States Code, or section 1905 of title 18, United States Code.

(d) rule of ConstruCtion.—Nothing in this section shall be construed—

(1) to alter the standards of evidence under subsection (c) or (d) of section 505, including the substantial evidence 
standard in such subsection (d), or under section 351 of the Public Health Service Act (as applicable); or 

(2) to limit the authority of the Secretary to approve or license products under this Act or the Public Health 
Service Act, as applicable (as in effect before the date of the enactment of the 21st Century Cures Act).

(e) Definitions.—In this section:

(1) bioMarker.—The term “biomarker”—

(A) means a characteristic (such as a physiologic, pathologic, or anatomic characteristic or measurement) 
that is objectively measured and evaluated as an indicator of normal biologic processes, pathologic processes, 
or biological responses to a therapeutic intervention; and

(B) includes a surrogate endpoint.

(2) bioMeDiCal researCh Consortia.—The term “biomedical research consortia” means collaborative groups 
that may take the form of public-private partnerships and may include government agencies, institutions of 
higher education (as defined in section 101(a) of the Higher Education Act of 1965), patient advocacy groups, 
industry representatives, clinical and scientific experts, and other relevant entities and individuals.

(3) CliniCal outCoMe assessMent.—The term “clinical outcome assessment” means—

(A) a measurement of a patient’s symptoms, overall mental state, or the effects of a disease or condition on 
how the patient functions; and 

(B) includes a patient-reported outcome.

(4) Context of use.—The term “context of use” means, with respect to a drug development tool, the 
circumstances under which the drug development tool is to be used in drug development and regulatory review.

(5) Drug DeVelopMent tool.—The term “drug development tool” includes—

(A) a biomarker;

(B) a clinical outcome assessment; and

(C) any other method, material, or measure that the Secretary determines aids drug development and 
regulatory review for purposes of this section.

(6) patient-reporteD outCoMe.—The term “patient-reported outcome” means a measurement based on a 
report from a patient regarding the status of the patient’s health condition without amendment or interpretation 
of the patient’s report by a clinician or any other person.

(7) qualifiCation.—The terms “qualification” and “qualified” mean a determination by the Secretary that a 
drug development tool and its proposed context of use can be relied upon to have a specific interpretation and 
application in drug development and regulatory review under this Act.

(8) requestor.—The term “requestor” means an entity or entities, including a drug sponsor or a biomedical 
research consortia, seeking to qualify a drug development tool for a proposed context of use under this section.

(9) surrogate enDpoint.—The term “surrogate endpoint” means a marker, such as a laboratory measurement, 
radiographic image, physical sign, or other measure, that is not itself a direct measurement of clinical benefit, 
and—

(A) is known to predict clinical benefit and could be used to support traditional approval of a drug or 
biological product; or 

(B) is reasonably likely to predict clinical benefit and could be used to support the accelerated approval of a 
drug or biological product in accordance with section 506(c).
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seC. 508. [358] authority to Designate offiCial naMes.

(a) The Secretary may designate an official name for any drug or device if he determines that such action is necessary 
or desirable in the interest of usefulness and simplicity. Any official name designated under this section for any drug 
or device shall be the only official name of that drug or device used in any official compendium published after such 
name has been prescribed or for any other purpose of this Act. In no event, however, shall the Secretary establish an 
official name so as to infringe a valid trademark.

(b) Within a reasonable time after the effective date of this section, and at such other times as he may deem necessary, 
the Secretary shall cause a review to be made of the official names by which drugs are identified in the official 
United States Pharmacopeia, the official Homeopathic Pharmacopeia of the United States, and the official National 
Formulary, and all supplements thereto, and at such times as he may deem necessary shall cause a review to be made 
of the official names by which devices are identified in any official compendium (and all supplements thereto) to 
determine whether revision of any of those names is necessary or desirable in the interest of usefulness and simplicity.

(c) Whenever he determines after any such review that

(1) any such official name is unduly complex or is not useful for any other reason,

(2) two or more official names have been applied to a single drug or device, or to two or more drugs which are 
identical in chemical structure and pharmacological action and which are substantially identical in strength, 
quality, and purity, or to two or more devices which are substantially equivalent in design and purpose or

(3) no official name has been applied to a medically useful drug or device,

 he shall transmit in writing to the compiler of each official compendium in which that drug or drugs or device are 
identified and recognized his request for the recommendation of a single official name for such drug or drugs or 
device which will have usefulness and simplicity. Whenever such a single official name has been recommended 
within one hundred and eighty days after such request, or the Secretary determines that any name so recommended 
is not useful for any reason, he shall designate a single official name for such drug or drugs or device. Whenever he 
determines that the name so recommended is useful, he shall designate that name as the official name of such drug 
or drugs or device. Such designation shall be made as a regulation upon public notice and in accordance with the 
procedure set forth in section 553 of title 5, United States Code.

(d) After such review, and at such other times as the Secretary may determine to be necessary or desirable, the 
Secretary shall cause to be compiled, published, and publicly distributed a list which shall list all revised official 
names of drugs or devices designated under this section and shall contain such descriptive and explanatory matter as 
the Secretary may determine to be required for the effective use of those names.

(e) Upon a request in writing by any compiler of any official compendium that the Secretary exercise the authority 
granted to him under section 508(a), he shall upon public notice and in accordance with the procedure set forth in 
section 553 of title 5, United States Code designate the official name of the drug or device for which the request is made.

seC. 509. [359] nonappliCability to CosMetiCs.

 This chapter, as amended by the Drug Amendments of 1962, shall not apply to any cosmetic unless such cosmetic is 
also a drug or device or component thereof.

seC. 510. [360] registration of proDuCers of Drugs anD DeViCes.

(a) As used in this section —

(1) the term “manufacture, preparation, propagation, compounding, or processing” shall include repackaging 
or otherwise changing the container, wrapper, or labeling of any drug package or device package in furtherance 
of the distribution of the drug or device from the original place of manufacture to the person who makes final 
delivery or sale to the ultimate consumer or user; and

(2) the term “name” shall include in the case of a partnership the name of each partner and, in the case of a 
corporation, the name of each corporate officer and director, and the State of incorporation.

(b) —

(1) During the period beginning on October 1 and ending on December 31 of each year, every person who owns 
or operates any establishment in any State engaged in the manufacture, preparation, propagation, compounding, 
or processing of a drug or drugs shall register with the Secretary the name of such person, places of business 
of such person, all such establishments, the unique facility identifier of each such establishment, and a point of 
contact e-mail address.
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(2) During the period beginning on October 1 and ending on December 31 of each year, every person who owns 
or operates any establishment in any State engaged in the manufacture, preparation, propagation, compounding, 
or processing of a device or devices shall register with the Secretary his name, places of business, and all such 
establishments.

(3) The Secretary shall specify the unique facility identifier system that shall be used by registrants under 
paragraph (1). The requirement to include a unique facility identifier in a registration under paragraph (1) shall 
not apply until the date that the identifier system is specified by the Secretary under the preceding sentence.

(c) Every person upon first engaging in the manufacture, preparation, propagation, compounding, or processing of a 
drug or drugs or a device or devices in any establishment which he owns or operates in any State shall immediately 
register with the Secretary —

(1) with respect to drugs, the information described under subsection (b)(1); and

(2) with respect to devices, the information described under subsection (b)(2).

(d) Every person duly registered in accordance with the foregoing subsections of this section shall immediately 
register with the Secretary any additional establishment which he owns or operates in any State and in which he begins 
the manufacture, preparation, propagation, compounding, or processing of a drug or drugs or a device or devices.

(e) The Secretary may assign a registration number to any person or any establishment registered in accordance with 
this section. The Secretary may also assign a listing number to each drug or class of drugs listed under subsection (j). 
Any number assigned pursuant to the preceding sentence shall be the same as that assigned pursuant to the National 
Drug Code. The Secretary may by regulation prescribe a uniform system for the identification of devices intended 
for human use and may require that persons who are required to list such devices pursuant to subsection (j) shall list 
such devices in accordance with such system.

(f) The Secretary shall make available for inspection, to any person so requesting, any registration filed pursuant to this 
section; except that any list submitted pursuant to paragraph (3) of subsection (j) and the information accompanying 
any list or notice filed under paragraph (1) or (2) of that subsection shall be exempt from such inspection unless the 
Secretary finds that such an exemption would be inconsistent with protection of the public health.

(g) The foregoing subsections of this section shall not apply to —

(1) pharmacies which maintain establishments in conformance with any applicable local laws regulating the 
practice of pharmacy and medicine and which are regularly engaged in dispensing prescription drugs or devices, 
upon prescriptions of practitioners licensed to administer such drugs or devices to patients under the care of 
such practitioners in the course of their professional practice, and which do not manufacture, prepare, propagate, 
compound, or process drugs or devices for sale other than in the regular course of their business of dispensing or 
selling drugs or devices at retail;

(2) practitioners licensed by law to prescribe or administer drugs or devices and who manufacture, prepare, 
propagate, compound, or process drugs or devices solely for use in the course of their professional practice;

(3) persons who manufacture, prepare, propagate, compound, or process drugs or devices solely for use in 
research, teaching, or chemical analysis and not for sale;

(4) any distributor who acts as a wholesale distributor of devices, and who does not manufacture, repackage, 
process, or relabel a device; or

(5) such other classes of persons as the Secretary may by regulation exempt from the application of this section 
upon a finding that registration by such classes of persons in accordance with this section is not necessary for 
the protection of the public health.

 In this subsection, the term “wholesale distributor” means any person (other than the manufacturer or the initial 
importer) who distributes a device from the original place of manufacture to the person who makes the final delivery 
or sale of the device to the ultimate consumer or user.

(h) inspeCtions. —

(1) in general. — Every establishment that is required to be registered with the Secretary under this section 
shall be subject to inspection pursuant to section 704.

(2) Biennial InspeCtions for DeViCes. — Every establishment described in paragraph (1), in any State, that 
is engaged in the manufacture, propagation, compounding, or processing of a device or devices classified in 
class II or III shall be so inspected by one or more officers or employees duly designated by the Secretary, or 
by persons accredited to conduct inspections under section 704(g), at least once in the 2-year period beginning 

05_FDCA_05_Part01.indd   202 29/01/18   11:47 AM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 510 [360]

 STATUTORY SUPPLEMENT 203

with the date  of registration of such establishment pursuant to this section and at least once in every successive 
2-year period thereafter.

(2) risk-baseD sCheDule for DeViCes. — 

(A) in general. — The Secretary, acting through one or more officers or employees duly designated by 
the Secretary, shall inspect establishments described in paragraph (1) that are engaged in the manufacture, 
propagation, compounding, or processing of a device or devices (referred to in this subsection as ‘device 
establishments’) in accordance with a risk-based schedule established by the Secretary.

(B) faCtors anD ConsiDerations. — In establishing the risk-based schedule under subparagraph (A), the 
Secretary shall —

(i) apply, to the extent applicable for device establishments, the factors identified in paragraph (4); and

(ii) consider the participation of the device establishment, as applicable, in international device audit 
programs in which the United States participates or the United States recognizes for purposes of 
inspecting device establishments.

(3) risk-baseD sCheDule for Drugs. — The Secretary, acting through one or more officers or employees 
duly designated by the Secretary, shall inspect establishments described in paragraph (1) that are engaged in 
the manufacture, preparation, propagation, compounding, or processing of a drug or drugs (referred to in this 
subsection as “drug establishments”) in accordance with a risk-based schedule established by the Secretary.

(4) risk faCtors. — In establishing a risk-based schedule under paragraph (2) or (3), the Secretary shall inspect 
establishments according to the known safety risks of such establishments, which shall be based on the following 
factors:

(A) The compliance history of the establishment.

(B) The record, history, and nature of the recalls linked to the establishment.

(C) The inherent risk of the drug or device manufactured, prepared, propagated, compounded, or processed 
at the establishment.

(D) The inspection frequency and history of the establishment, including whether the establishment has been 
inspected pursuant to section 704 within the last 4 years.

(E) Whether the establishment has been inspected by a foreign government or an agency of a foreign 
government recognized under section 809.

(F) Any other criteria deemed necessary and appropriate by the Secretary for the purposes of allocating 
inspection resources.

(5) effeCt of status. — In determining the risk associated with an establishment for purposes of establishing 
a risk-based schedule under paragraph (3), the Secretary shall not consider whether the drugs manufactured, 
prepared, propagated, compounded, or processed by such establishment are drugs described in section 503(b).

(6) annual report on inspeCtions of establishMents. — Beginning in 2014, not later than February 1 May 1 
of each year, the Secretary shall make available on the Internet Web site of the Food and Drug Administration 
a report regarding —

(A) —

(i) the number of domestic and foreign establishments registered pursuant to this section in the previous 
calendar year; and

(ii) the number of such domestic establishments and the number of such foreign establishments that the 
Secretary inspected in the previous calendar year;

(B) with respect to establishments that manufacture, prepare, propagate, compound, or process an active 
ingredient of a drug or a finished drug product, the number of each such type of establishment; and

(C) the percentage of the budget of the Food and Drug Administration used to fund the inspections described 
under subparagraph (A).

(i) —

(1) Every person who owns or operates any establishment within any foreign country engaged in the manufacture, 
preparation, propagation, compounding, or processing of a drug or device that is imported or offered for import 
into the United States shall, through electronic means in accordance with the criteria of the Secretary —
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(A) upon first engaging in any such activity, immediately submit a registration to the Secretary that includes

—

(i) with respect to drugs, the name and place of business of such person, all such establishments, the 
unique facility identifier of each such establishment, a point of contact e-mail address, the name of the 
United States agent of each such establishment, the name of each importer of such drug in the United 
States that is known to the establishment, and the name of each person who imports or offers for import 
such drug to the United States for purposes of importation; and

(ii) with respect to devices, the name and place of business of the establishment, the name of the United 
States agent for the establishment, the name of each importer of such device in the United States that is 
known to the establishment, and the name of each person who imports or offers for import such device 
to the United States for purposes of importation; and

(B) each establishment subject to the requirements of subparagraph (A) shall thereafter register with the 
Secretary during the period beginning on October 1 and ending on December 31 of each year.

(2) The establishment shall also provide the information required by subsection (j).

(3) The Secretary is authorized to enter into cooperative arrangements with officials of foreign countries to 
ensure that adequate and effective means are available for purposes of determining, from time to time, whether 
drugs or devices manufactured, prepared, propagated, compounded, or processed by an establishment described 
in paragraph (1), if imported or offered for import into the United States, shall be refused admission on any of 
the grounds set forth in section 810(a).

(4) The Secretary shall specify the unique facility identifier system that shall be used by registrants under 
paragraph (1) with respect to drugs. The requirement to include a unique facility identifier in a registration under 
paragraph (1) with respect to drugs shall not apply until the date that the identifier system is specified by the 
Secretary under the preceding sentence.

(j) —

(1) Every person who registers with the Secretary under subsection (b), (c), (d), or (i) shall, at the time of 
registration under any such subsection, file with the Secretary a list of all drugs and a list of all devices and 
a brief statement of the basis for believing that each device included in the list is a device rather than a drug 
(with each drug and device in each list listed by its established name (as defined in section 502(e)) and by any 
proprietary name) which are being manufactured, prepared, propagated, compounded, or processed by him for 
commercial distribution and which he has not included in any list of drugs or devices filed by him with the 
Secretary under this paragraph or paragraph (2) before such time of registration. Such list shall be prepared in 
such form and manner as the Secretary may prescribe and shall be accompanied by —

(A) in the case of a drug contained in the applicable list and subject to section 505 or 512, or a device 
intended for human use contained in the applicable list with respect to which a performance standard has 
been established under section 514 or which is subject to section 515, a reference to the authority for the 
marketing of such drug or device and a copy of all labeling for such drug or device;

(B) in the case of any other drug or device contained in an applicable list —

(i) which drug is subject to section 503(b)(1), or which device is a restricted device, a copy of all 
labeling for such drug or device, a representative sampling of advertisements for such drug or device, 
and, upon request made by the Secretary for good cause, a copy of all advertisements for a particular 
drug product or device, or

(ii) which drug is not subject to section 503(b)(1) or which device is not a restricted device, the label 
and package insert for such drug or device and a representative sampling of any other labeling for such 
drug or device;

(C) in the case of any drug contained in an applicable list which is described in subparagraph (B), a 
quantitative listing of its active ingredient or ingredients, except that with respect to a particular drug 
product the Secretary may require the submission of a quantitative listing of all ingredients if he finds that 
such submission is necessary to carry out the purposes of this Act;

(D) if the registrant filing a list has determined that a particular drug product or device contained in such 
list is not subject to section 505 or 512, or the particular device contained in such list is not subject to a 
performance standard established under section 514 or to section 515 or is not a restricted device, a brief 
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statement of the basis upon which the registrant made such determination if the Secretary requests such a 
statement with respect to that particular drug product or device; and

(E) in the case of a drug contained in the applicable list, the name and place of business of each manufacturer 
of an excipient of the listed drug with which the person listing the drug conducts business, including 
all establishments used in the production of such excipient, the unique facility identifier of each such 
establishment, and a point of contact e-mail address for each such excipient manufacturer.

(2) Each person who registers with the Secretary under this section shall report to the Secretary, with regard to 
drugs once during the month of June of each year and once during the month of December of each year, and 
with regard to devices once each year during the period beginning on October 1 and ending on December 31, the 
following information:

(A) A list of each drug or device introduced by the registrant for commercial distribution which has not 
been included in any list previously filed by him with the Secretary under this subparagraph or paragraph 
(1) of this subsection. A list under this subparagraph shall list a drug or device by its established name (as 
defined in section 502(e)) and by any proprietary name it may have and shall be accompanied by the other 
information required by paragraph (1).

(B) If since the date the registrant last made a report under this paragraph (or if he has not made a report under 
this paragraph, since the effective date of this subsection [February 1, 1973 — Ed.]) he has discontinued 
the manufacture, preparation, propagation, compounding, or processing for commercial distribution of a 
drug or device included in a list filed by him under subparagraph (A) or paragraph (1); notice of such 
discontinuance, the date of such discontinuance, and the identity (by established name (as defined in section 
502(e)) and by any proprietary name) of such drug or device.

(C) If since the date the registrant reported pursuant to subparagraph (B) a notice of discontinuance he 
has resumed the manufacture, preparation, propagation, compounding, or processing for commercial 
distribution of the drug or device with respect to which such notice of discontinuance was reported; notice 
of such resumption, the date of such resumption, the identity of such drug or device (by established name (as 
defined in section 502(e)) and by any proprietary name), and the other information required by paragraph (1), 
unless the registrant has previously reported such resumption to the Secretary pursuant to this subparagraph.

(D) Any material change in any information previously submitted pursuant to this paragraph or paragraph (1).

(3) The Secretary may also require each registrant under this section to submit a list of each drug product which

(A) the registrant is manufacturing, preparing, propagating, compounding, or processing for commercial 
distribution, and

(B) contains a particular ingredient.

 The Secretary may not require the submission of such a list unless he has made a finding that the submission of 
such a list is necessary to carry out the purposes of this Act.

(4) The Secretary shall require persons subject to this subsection to use, for the purposes of this subsection, 
the unique facility identifier systems specified under subsections (b)(3) and (i)(4) with respect to drugs. Such 
requirement shall not apply until the date that the facility identifier system under subsection (b)(3) or (i)(4), as 
applicable, is specified by the Secretary.

(k) Each person who is required to register under this section and who proposes to begin the introduction or delivery 
for introduction into interstate commerce for commercial distribution of a device intended for human use shall, at 
least ninety days before making such introduction or delivery, report to the Secretary or person who is accredited 
under section 523(a) (in such form and manner as the Secretary shall by regulation prescribe) —

(1) the class in which the device is classified under section 513 or if such person determines that the device is 
not classified under such section, a statement of that determination and the basis for such person’s determination 
that the device is or is not so classified, and

(2) action taken by such person to comply with requirements under section 514 or 515 which are applicable to 
the device.

A notification submitted under this subsection that contains clinical trial data for an applicable device clinical trial 
(as defined in section 402(j)(1) of the Public Health Service Act) shall be accompanied by the certification required 
under section 402(j)(5)(B) of such Act. Such certification shall not be considered an element of such notification.

(l)(1) A report under subsection (k) is not required for a device intended for human use that is exempted from the 
requirements of this subsection under subsection (m) or is within a type that has been classified into class I under 
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section 513. The exception established in the preceding sentence does not apply to any class I device that is intended 
for a use which is of substantial importance in preventing impairment of human health, or to any class I device that 
presents a potential unreasonable risk of illness or injury.

(2) Not later than 120 calendar days after the date of enactment of the 21st Century Cures Act [December 13, 2016 
—Ed.] and at least once every 5 years thereafter, as the Secretary determines appropriate, the Secretary shall identify, 
through publication in the Federal Register, any type of class I device that the Secretary determines no longer requires 
a report under subsection (k) to provide reasonable assurance of safety and effectiveness. Upon such publication—

(A) each type of class I device so identified shall be exempt from the requirement for a report under 
subsection (k); and 

(B) the classification regulation applicable to each such type of device shall be deemed amended to 
incorporate such exemption.

(m)—

(1) The Secretary shall—

(A) not later than 90 days after the date of enactment of the 21st Century Cures Act [December 13, 2016 
—Ed.] and at least once every 5 years thereafter, as the Secretary determines appropriate—

(i) publish in the Federal Register a notice that contains a list of each type of class II device that the 
Secretary determines no longer requires a report under subsection (k) to provide reasonable assurance 
of safety and effectiveness; and

(ii) provide a period of not less than 60 calendar days for public comment beginning on the date of the 
publication of such notice; and

(B) not later than 210 calendar days after the date of enactment of the 21st Century Cures Act [December 
13, 2016 —Ed.], publish in the Federal Register a list representing the Secretary’s final determination with 
respect to the devices contained in the list published under subparagraph (A).

(2) Beginning on the date that is 1 calendar day after the date of publication of the final list under paragraph 
(1)(B), the Secretary may exempt a class II device from the requirement to submit a report under subsection 
(k), upon the Secretary’s own initiative or a petition of an interested person, if the Secretary determines that 
such report is not necessary to assure the safety and effectiveness of the device. The Secretary shall publish in 
the Federal Register notice of the intent of the Secretary to exempt the device, or of the petition, and provide 
a 60-calendar-day period for public comment. Within 120 days after the issuance of the notice in the Federal 
Register, the Secretary shall publish an order in the Federal Register, that sets forth the final determination of 
the Secretary regarding the exemption of the device that was the subject of the notice. If the Secretary fails to 
respond to a petition within 180 days of receiving it, the petition shall be deemed to be granted.

(3) Upon publication of the final list under paragraph (1)(B)—

(A) each type of class II device so listed shall be exempt from the requirement for a report under subsection 
(k); and

(B) the classification regulation applicable to each such type of device shall be deemed amended to 
incorporate such exemption.

(n)—

(1) The Secretary shall review the report required in subsection (k) and make a determination under section 
513(f)(1) not later than 90 days after receiving the report.

(2) —

(A) Not later than 18 months after the date of enactment of this paragraph, the Secretary shall submit 
to the Committee on Energy and Commerce of the House of Representatives and the Committee on 
Health, Education, Labor, and Pensions of the Senate a report regarding when a premarket notification 
under subsection (k) should be submitted for a modification or change to a legally marketed device. The 
report shall include the Secretary’s interpretation of the following terms: “could significantly affect the 
safety or effectiveness of the device,” “a significant change or modification in design, material, chemical 
composition, energy source, or manufacturing process”, and “major change or modification in the intended 
use of the device”. The report also shall discuss possible processes for industry to use to determine whether 
a new submission under subsection (k) is required and shall analyze how to leverage existing quality systems 
requirements to reduce premarket burden, facilitate continual device improvement, and provide reasonable 
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assurance of safety and effectiveness of modified devices. In developing such report, the Secretary shall 
consider the input of interested stakeholders.

(B) The Secretary shall withdraw the Food and Drug Administration draft guidance entitled “Guidance for 
Industry and fDa Staff — 510(k) Device Modifications: Deciding When to Submit a 510(k) for a Change 
to an Existing Device”, dated July 27, 2011, and shall not use this draft guidance as part of, or for the basis 
of, any premarket review or any compliance or enforcement decisions or actions. The Secretary shall not 
issue —

(i) any draft guidance or proposed regulation that addresses when to submit a premarket notification 
submission for changes and modifications made to a manufacturer’s previously cleared device before the 
receipt by the Committee on Energy and Commerce of the House of Representatives and the Committee 
on Health, Education, Labor, and Pensions of the Senate of the report required in subparagraph (A); and

(ii) any final guidance or regulation on that topic for one year after the date of receipt of such report 
by the Committee on Energy and Commerce of the House of Representatives and the Committee on 
Health, Education, Labor, and Pensions of the Senate.

(C) The Food and Drug Administration guidance entitled “Deciding When to Submit a 510(k) for a Change 
to an Existing Device”, dated January 10, 1997, shall be in effect until the subsequent issuance of guidance 
or promulgation, if appropriate, of a regulation described in subparagraph (B), and the Secretary shall 
interpret such guidance in a manner that is consistent with the manner in which the Secretary has interpreted 
such guidance since 1997.

(o) —

(1) With respect to reprocessed single-use devices for which reports are required under subsection (k):

(A) The Secretary shall identify such devices or types of devices for which reports under such subsection 
must, in order to ensure that the device is substantially equivalent to a predicate device, include validation 
data, the types of which shall be specified by the Secretary, regarding cleaning and sterilization, and 
functional performance demonstrating that the single-use device will remain substantially equivalent to its 
predicate device after the maximum number of times the device is reprocessed as intended by the person 
submitting the premarket notification. Within six months after enactment of this subsection, the Secretary 
shall publish in the Federal Register a list of the types so identified, and shall revise the list as appropriate. 
Reports under subsection (k) for devices or types of devices within a type included on the list are, upon 
publication of the list, required to include such validation data.

(B) In the case of each report under subsection (k) that was submitted to the Secretary before the publication 
of the initial list under subparagraph (A), or any revision thereof, and was for a device or type of device 
included on such list, the person who submitted the report under subsection (k) shall submit validation data 
as described in subparagraph (A) to the Secretary not later than nine months after the publication of the list. 
During such nine-month period, the Secretary may not take any action under this Act against such device 
solely on the basis that the validation data for the device have not been submitted to the Secretary. After 
the submission of the validation data to the Secretary, the Secretary may not determine that the device is 
misbranded under section 502(o) or adulterated under section 501(f)(1)(B), or take action against the device 
under section 301(p) for failure to provide any information required by subsection (k) until

(i) the review is terminated by withdrawal of the submission of the report under subsection (k);

(ii) the Secretary finds the data to be acceptable and issues a letter; or

(iii) the Secretary determines that the device is not substantially equivalent to a predicate device.

 Upon a determination that a device is not substantially equivalent to a predicate device, or if such submission 
is withdrawn, the device can no longer be legally marketed.

(C) In the case of a report under subsection (k) for a device identified under subparagraph (A) that is of a 
type for which the Secretary has not previously received a report under such subsection, the Secretary may, 
in advance of revising the list under subparagraph (A) to include such type, require that the report include 
the validation data specified in subparagraph (A).

(D) Section 502(o) applies with respect to the failure of a report under subsection (k) to include validation 
data required under subparagraph (A).

(2) With respect to critical or semi-critical reprocessed single-use devices that, under subsection (l) or (m), are 
exempt from the requirement of submitting reports under subsection (k):
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(A) The Secretary shall identify such devices or types of devices for which such exemptions should be 
terminated in order to provide a reasonable assurance of the safety and effectiveness of the devices. The 
Secretary shall publish in the Federal Register a list of the devices or types of devices so identified, and shall 
revise the list as appropriate. The exemption for each device or type included on the list is terminated upon 
the publication of the list. For each report under subsection (k) submitted pursuant to this subparagraph the 
Secretary shall require the validation data described in paragraph (1)(A).

(B) For each device or type of device included on the list under subparagraph (A), a report under subsection 
(k) shall be submitted to the Secretary not later than 15 months after the publication of the initial list, or a 
revision of the list, whichever terminates the exemption for the device. During such 15-month period, the 
Secretary may not take any action under this Act against such device solely on the basis that such report has 
not been submitted to the Secretary. After the submission of the report to the Secretary the Secretary may 
not determine that the device is misbranded under section 502(o) or adulterated under section 501(f)(1)(B), 
or take action against the device under section 301(p) for failure to provide any information required by 
subsection (k) until

(i) the review is terminated by withdrawal of the submission;

(ii) the Secretary determines by order that the device is substantially equivalent to a predicate device; or

(iii) the Secretary determines by order that the device is not substantially equivalent to a predicate 
device. Upon a determination that a device is not substantially equivalent to a predicate device, the 
device can no longer be legally marketed.

(C) In the case of semi-critical devices, the initial list under subparagraph (A) shall be published not later 
than 18 months after the effective date of this subsection. In the case of critical devices, the initial list under 
such subparagraph shall be published not later than six months after such effective date.

(D) Section 502(o) applies with respect to the failure to submit a report under subsection (k) that is required 
pursuant to subparagraph (A), including a failure of the report to include validation data required in such 
subparagraph.

(E) The termination under subparagraph (A) of an exemption under subsection (l) or (m) for a critical or 
semi-critical reprocessed single-use device does not terminate the exemption under subsection (l) or (m) for 
the original device.

(p) eleCtroniC registration anD listing. —

(1) in general. — Registrations and listings under this section (including the submission of updated information) 
shall be submitted to the Secretary by electronic means unless the Secretary grants a request for waiver of such 
requirement because use of electronic means is not reasonable for the person requesting such waiver.

(2) eleCtroniC Database. — Not later than 2 years after the Secretary specifies a unique facility identifier 
system under subsections (b) and (i), the Secretary shall maintain an electronic database, which shall not 
be subject to inspection under subsection (f), populated with the information submitted as described under 
paragraph (1) that —

(A) enables personnel of the Food and Drug Administration to search the database by any field of information 
submitted in a registration described under paragraph (1), or combination of such fields; and

(B) uses the unique facility identifier system to link with other relevant databases within the Food and Drug 
Administration, including the database for submission of information under 801(r).

(3) risk-baseD inforMation anD CoorDination. — The Secretary shall ensure the accuracy and coordination 
of relevant Food and Drug Administration databases in order to identify and inform risk-based inspections under 
section 510(h).

(q) reusable MeDiCal DeViCes. — 

(1) in general. — Not later than 180 days after the date of enactment of the 21st Century Cures Act [December 
13, 2016 —Ed.], the Secretary shall identify and publish a list of reusable device types for which reports under 
subsection (k) are required to include— 

(A) instructions for use, which have been validated in a manner specified by the Secretary; and

(B) validation data, the types of which shall be specified by the Secretary;

regarding cleaning, disinfection, and sterilization, and for which a substantial equivalence determination 
may be based.
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(2) reVision of the list. — The Secretary shall revise the list under paragraph (2), as the Secretary determines 
appropriate, with notice in the Federal Register.

(3) Content of reports. — Reports under subsection (k) that are submitted after the publication of the list 
described in paragraph (1), for devices or types of devices included on such list, shall include such instructions 
for use and validation data.

seC. 511. [360a] CliniCal trial guiDanCe for antibiotiC Drugs.

(a) in general. — Not later than 1 year after the date of the enactment of this section, the Secretary shall issue 
guidance for the conduct of clinical trials with respect to antibiotic drugs, including antimicrobials to treat acute 
bacterial sinusitis, acute bacterial otitis media, and acute bacterial exacerbation of chronic bronchitis. Such guidance 
shall indicate the appropriate models and valid surrogate markers.

(b) reView. — Not later than 5 years after the date of the enactment of this section, the secretary shall review and 
update the guidance described under subsection (a) to reflect developments in scientific and medical information and 
technology.

seC. 511a. [360a-2] susCeptibility test interpretiVe Criteria for MiCroorganisMs.

(a) purpose; iDentifiCation of Criteria.—

(1) purpose.— The purpose of this section is to clarify the Secretary’s authority to—

(A) efficiently update susceptibility test interpretive criteria for antimicrobial drugs when necessary for public 
health, due to, among other things, the constant evolution of microorganisms that leads to the development 
of resistance to drugs that have been effective in decreasing morbidity and mortality for patients, which 
warrants unique management of antimicrobial drugs that is inappropriate for most other drugs in order to 
delay or prevent the development of further resistance to existing therapies;

(B) provide for public notice of the availability of recognized interpretive criteria and interpretive criteria 
standards; and

(C) clear under section 510(k), classify under section 513(f)(2), or approve under section 515, antimicrobial 
susceptibility testing devices utilizing updated, recognized susceptibility test interpretive criteria to 
characterize the in vitro susceptibility of particular bacteria, fungi, or other microorganisms, as applicable, 
to antimicrobial drugs.

(2) iDentifiCation of Criteria.—The Secretary shall identify appropriate susceptibility test interpretive criteria 
with respect to antimicrobial drugs—

(A) if such criteria are available on the date of approval of the drug under section 505 of this Act or licensure 
of the drug under section 351 of the Public Health Service Act (as applicable), upon such approval or 
licensure; or

(B) if such criteria are unavailable on such date, on the date on which such criteria are available for such 
drug.

(3) bases for initial iDentifiCation.—The Secretary shall identify appropriate susceptibility test interpretive 
criteria under paragraph (2), based on the Secretary’s review of, to the extent available and relevant—

(A) preclinical and clinical data, including pharmacokinetic, pharmacodynamic, and epidemiological data;

(B) the relationship of susceptibility test interpretive criteria to morbidity and mortality associated with the 
disease or condition for which such drug is used; and

(C) such other evidence and information as the Secretary considers appropriate.

(b) susCeptibility test interpretiVe Criteria website.— 

(1) in general.— Not later than 1 year after the date of the enactment of the 21st Century Cures Act, the Secretary 
shall establish, and maintain thereafter, on the website of the Food and Drug Administration, a dedicated website that 
contains a list of any appropriate new or updated susceptibility test interpretive criteria standards and interpretive 
criteria in accordance with paragraph (2) (referred to in this section as the “Interpretive Criteria Website”).

(2) listing of susCeptibility test interpretiVe Criteria stanDarDs anD interpretiVe Criteria.— 
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(A) in general.— The list described in paragraph (1) shall consist of any new or updated susceptibility test 
interpretive criteria standards that are—

(i) established by a nationally or internationally recognized standard development organization that—

(I) establishes and maintains procedures to address potential conflicts of interest and ensure 
transparent decisionmaking;

(II) holds open meetings to ensure that there is an opportunity for public input by interested parties, 
and establishes and maintains processes to ensure that such input is considered in decisionmaking; and 

(III) permits its standards to be made publicly available, through the National Library of Medicine 
or another similar source acceptable to the Secretary; and

(ii) recognized in whole, or in part, by the Secretary under subsection (c).

(B) other list.—The Interpretive Criteria Website shall, in addition to the list described in subparagraph 
(A), include a list of interpretive criteria, if any, that the Secretary has determined to be appropriate with 
respect to legally marketed antimicrobial drugs, where—

(i) the Secretary does not recognize, in whole or in part, an interpretive criteria standard described under 
subparagraph (A) otherwise applicable to such a drug;

(ii) the Secretary withdraws under subsection (c)(1)(A) recognition of a standard, in whole or in part, 
otherwise applicable to such a drug;

(iii) the Secretary approves an application under section 505 of this Act or section 351 of the Public 
Health Service Act, as applicable, with respect to marketing of such a drug for which there are no 
relevant interpretive criteria included in a standard recognized by the Secretary under subsection (c); or

(iv) because the characteristics of such a drug differ from other drugs with the same active ingredient, 
the interpretive criteria with respect to such drug—

(I) differ from otherwise applicable interpretive criteria included in a standard listed under 
subparagraph (A) or interpretive criteria otherwise listed under this subparagraph; and

(II) are determined by the Secretary to be appropriate for the drug.

(C) requireD stateMents.—The Interpretive Criteria Website shall include statements conveying—

(i) that the website provides information about the in vitro susceptibility of bacteria, fungi, or other 
microorganisms, as applicable to a certain drug (or drugs);

(ii) that— 

(I) the safety and efficacy of such drugs in treating clinical infections due to such bacteria, fungi, 
or other microorganisms, as applicable, may or may not have been established in adequate and 
well-controlled clinical trials in order for the susceptibility information described in clause (i) to 
be included on the website; and

(II) the clinical significance of such susceptibility information in such instances is unknown;

(iii) that the approved product labeling for specific drugs provides the uses for which the Secretary has 
approved the product; and

(iv) any other information that the Secretary determines appropriate to adequately convey the meaning 
of the data supporting the recognition or listing of susceptibility test interpretive criteria standards or 
susceptibility test interpretive criteria included on the website.

(3) notiCe.—Not later than the date on which the Interpretive Criteria Website is established, the Secretary shall 
publish a notice of that establishment in the Federal Register.

(4) inappliCability of MisbranDing proVision.—The inclusion in the approved labeling of an antimicrobial 
drug of a reference or hyperlink to the Interpretive Criteria Website, in and of itself, shall not cause the drug to 
be misbranded in violation of section 502.

(5) traDe seCrets anD ConfiDential inforMation.—Nothing in this section shall be construed as authorizing 
the Secretary to disclose any information that is a trade secret or confidential information subject to section 
552(b)(4) of title 5, United States Code.

05_FDCA_05_Part01.indd   210 29/01/18   11:47 AM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 511A [360a-2]

 STATUTORY SUPPLEMENT 211

(c) reCognition of susCeptibility test interpretiVe Criteria.—

(1) eValuation anD publiCation.—

(A) in general.—Beginning on the date of the establishment of the Interpretive Criteria Website, and at 
least every 6 months thereafter, the Secretary shall—

(i) evaluate any appropriate new or updated susceptibility test interpretive criteria standards established 
by a nationally or internationally recognized standard development organization described in subsection 
(b)(2)(A)(i); and

(ii) publish on the public website of the Food and Drug Administration a notice—

(I) withdrawing recognition of any different susceptibility test interpretive criteria standard, in 
whole or in part;

(II) recognizing the new or updated standards;

(III) recognizing one or more parts of the new or updated interpretive criteria specified in such a 
standard and declining to recognize the remainder of such standard; and

(IV) making any necessary updates to the lists under subsection (b)(2).

(B) upon approVal of a Drug.—Upon the approval of an initial or supplemental application for an 
antimicrobial drug under section 505 of this Act or section 351 of the Public Health Service Act, as applicable, 
where such approval is based on susceptibility test interpre- tive criteria which differ from those contained 
in a standard recognized, or from those otherwise listed, by the Secretary pursuant to this subsection, or for 
which there are no relevant interpretive criteria standards recognized, or interpretive criteria otherwise listed, 
by the Secretary pursuant to this subsection, the Secretary shall update the lists under subparagraphs (A) 
and (B) of subsection (b)(2) to include the susceptibility test interpretive criteria upon which such approval 
was based.

(2) bases for upDating interpretiVe Criteria stanDarDs.— In evaluating new or updated susceptibility test 
interpretive criteria standards under paragraph (1)(A), the Secretary may consider—

(A) the Secretary’s determination that such a standard is not applicable to a particular drug because the 
characteristics of the drug differ from other drugs with the same active ingredient;

(B) information provided by interested third parties, including public comment on the annual compilation of 
notices published under paragraph (3); 

(C) any bases used to identify susceptibility test interpretive criteria under subsection (a)(2); and

(D) such other information or factors as the Secretary determines appropriate.

(3) annual CoMpilation of notiCes.—Each year, the Secretary shall compile the notices published under 
paragraph (1)(A) and publish such compilation in the Federal Register and provide for public comment. If 
the Secretary receives comments, the Secretary shall review such comments and, if the Secretary determines 
appropriate, update pursuant to this subsection susceptibility test interpretive criteria standards or criteria—

(A) recognized by the Secretary under this subsection; or

(B) otherwise listed on the Interpretive Criteria Website under subsection (b)(2).

(4) relation to seCtion 514(C).—Any susceptibility test interpretive standard recognized under this subsection 
or any criteria otherwise listed under subsection (b)(2)(B) shall be deemed to be recognized as a standard by the 
Secretary under section 514(c)(1).

(5) Voluntary use of interpretiVe Criteria.—Nothing in this section prohibits a person from seeking 
approval or clearance of a drug or device, or changes to the drug or the device, on the basis of susceptibility test 
interpretive criteria which differ from those contained in a standard recognized, or from those otherwise listed, 
by the Secretary pursuant to subsection (b)(2).

(d) antiMiCrobial Drug labeling.—

(1) Drugs MarketeD prior to establishMent of interpretiVe Criteria website.—

(A) in general.—With respect to an antimicrobial drug lawfully introduced or delivered for introduction into 
interstate commerce for commercial distribution before the establishment of the Interpretive Criteria Website, 
a holder of an approved application under section 505 of this Act or section 351 of the Public Health Service 
Act, as applicable, for each such drug, not later than 1 year after establishment of the Interpretive Criteria 
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Website described in subsection (b)(1), shall remove susceptibility test interpretive criteria, if any, and related 
information from the approved drug labeling and replace it with a reference to the Interpretive Criteria Website.

(B) labeling Changes.—The labeling changes required by this section shall be considered a minor change 
under section 314.70 of title 21, Code of Federal Regulations (or any successor regulations) that may be 
implemented through documentation in the next applicable annual report.

(2) Drugs MarketeD subsequent to establishMent of interpretiVe Criteria website.—With respect 
to antimicrobial drugs approved on or after the date of the establishment of the Interpretive Criteria Website 
described in subsection (b)(1), the labeling for such a drug shall include, in lieu of susceptibility test interpretive 
criteria and related information, a reference to such Website.

(e) speCial ConDition for Marketing of antiMiCrobial susCeptibility testing DeViCes.—

(1) in general.— Notwithstanding sections 501, 502, 505, 510, 513, and 515, if the conditions specified in 
paragraph (2) are met (in addition to other applicable provisions under this chapter) with respect to an antimicrobial 
susceptibility testing device described in subsection (f)(1), the Secretary may authorize the marketing of such 
device for a use described in such subsection.

(2) ConDitions appliCable to antiMiCrobial susCeptibility testing DeViCes.—The conditions specified in 
this paragraph are the following:

(A) The device is used to make a determination of susceptibility using susceptibility test interpretive criteria 
that are—

(i) included in a standard recognized by the Secretary under subsection (c); or

(ii) otherwise listed on the Interpretive Criteria Website under subsection (b)(2).

(B) The labeling of such device includes statements conveying—

(i) that the device provides information about the in vitro susceptibility of bacteria, fungi, or other 
microorganisms, as applicable to antimicrobial drugs; 

(ii) that—

(I) the safety and efficacy of such drugs in treating clinical infections due to such bacteria, fungi, or 
other microorganisms, as applicable, may or may not have been established in adequate and well-
controlled clinical trials in order for the device to report the susceptibility of such bacteria, fungi, 
or other microorganisms, as applicable, to such drugs; and

(II) the clinical significance of such susceptibility information in those instances is unknown;

(iii) that the approved labeling for drugs tested using such a device provides the uses for which the 
Secretary has approved such drugs; and

(iv) any other information the Secretary determines appropriate to adequately convey the meaning 
of the data supporting the recognition or listing of susceptibility test interpretive criteria standards or 
susceptibility test interpretive criteria described in subparagraph (A).

(C) The antimicrobial susceptibility testing device meets all other requirements to be cleared under section 
510(k), classified under section 513(f)(2), or approved under section 515.

(f) Definitions.—In this section:

(1) The term “antimicrobial susceptibility testing device” means a device that utilizes susceptibility test 
interpretive criteria to determine and report the in vitro susceptibility of certain microorganisms to a drug (or 
drugs).

(2) The term “qualified infectious disease product” means a qualified infectious disease product designated 
under section 505E(d).

(3) The term “susceptibility test interpretive criteria” means—

(A) one or more specific numerical values which characterize the susceptibility of bacteria or other 
microorganisms to the drug tested; and

(B) related categorizations of such susceptibility, including categorization of the drug as susceptible, 
intermediate, resistant, or such other term as the Secretary determines appropriate.

(4) –
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(A) The term “antimicrobial drug” means, subject to subparagraph (B), a systemic antibacterial or antifungal 
drug that— 

(i) is intended for human use in the treatment of a disease or condition caused by a bacterium or fungus;

(ii) may include a qualified infectious disease product designated under section 505E(d); and

(iii) is subject to section 503(b)(1).

(B) If provided by the Secretary through regulations, such term may include—

(i) drugs other than systemic antibacterial and antifungal drugs; and

(ii) biological products (as such term is defined in section 351 of the Public Health Service Act) to the 
extent such products exhibit antimicrobial activity.

(5) The term “interpretive criteria standard” means a compilation of susceptibility test interpretive criteria 
developed by a standard development organization that meets the criteria set forth in subsection (b)(2)(A)(i).

(g) rule of ConstruCtion.—nothing in this section shall be construed to—

(1) alter the standards of evidence under subsection (c) or (d) of section 505 (including the substantial evidence 
standard under section 505(d)) or under section 351 of the Public Health Service Act (as applicable); or

(2) with respect to clearing devices under section 510(k), classifying devices under section 513(f)(2), or approving 
devices under section 515—

(A) apply with respect to any drug, device, or biological product, in any context other than an antimicrobial 
drug and an antimicrobial susceptibility testing device that uses susceptibility test interpretive criteria to 
characterize and report the susceptibility of certain bacteria, fungi, or other microorganisms, as applicable, 
to such drug to reflect patient morbidity and mortality in accordance with this section; or

(B) unless specifically stated, have any effect on authorities provided under other sections of this Act, 
including any regulations issued under such sections.

seC. 512. [360b] new aniMal Drugs.

(a) —

(1) A new animal drug shall, with respect to any particular use or intended use of such drug, be deemed unsafe 
for purposes of section 501(a)(5) and section 402(a)(2)(C)(ii) unless —

(A) there is in effect an approval of an application filed pursuant to subsection (b) with respect to such use or 
intended use of such drug, and such drug, its labeling, and such use conform to such approved application;

(B) there is in effect a conditional approval of an application filed pursuant to section 571 with respect to 
such use or intended use of such drug, and such drug, its labeling, and such use conform to such conditionally 
approved application; or

(C) there is in effect an index listing pursuant to section 572 with respect to such use or intended use of such 
drug in a minor species, and such drug, its labeling, and such use conform to such index listing.

 A new animal drug shall also be deemed unsafe for such purposes in the event of removal from the establishment 
of a manufacturer, packer, or distributor of such drug for use in the manufacture of animal feed in any State 
unless at the time of such removal such manufacturer, packer, or distributor has an unrevoked written statement 
from the consignee of such drug, or notice from the Secretary, to the effect that, with respect to the use of such 
drug in animal feed, such consignee

(i) holds a license issued under subsection (m) and has in its possession current approved labeling for 
such drug in animal feed; or

(ii) will, if the consignee is not a user of the drug, ship such drug only to a holder of a license issued 
under subsection (m).

(2) An animal feed bearing or containing a new animal drug shall, with respect to any particular use or intended 
use of such animal feed be deemed unsafe for purposes of section 501(a)(6) unless —

(A) there is in effect —
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(i) an approval of an application filed pursuant to subsection (b) with respect to such drug, as used in 
such animal feed, and such animal feed and its labeling, distribution, holding, and use conform to such 
approved application;

(ii) a conditional approval of an application filed pursuant to section 571 with respect to such drug, as 
used in such animal feed, and such animal feed and its labeling, distribution, holding, and use conform 
to such conditionally approved application; or

(iii) an index listing pursuant to section 572 with respect to such drug, as used in such animal feed, and 
such animal feed and its labeling, distribution, holding, and use conform to such index listing; and

(B) such animal feed is manufactured at a site for which there is in effect a license issued pursuant to 
subsection (m)(1) to manufacture such animal feed.

(3) A new animal drug or an animal feed bearing or containing a new animal drug shall not be deemed unsafe for 
the purposes of section 501(a)(5) or (6) if such article is for investigational use and conforms to the terms of an 
exemption in effect with respect thereto under section 512(j).

(4) —

(A) Except as provided in subparagraph (B), if an approval of an application filed under subsection (b) is 
in effect with respect to a particular use or intended use of a new animal drug, the drug shall not be deemed 
unsafe for the purposes of paragraph (1) and shall be exempt from the requirements of section 502(f) with 
respect to a different use or intended use of the drug, other than a use in or on animal feed, if such use or 
intended use —

(i) is by or on the lawful written or oral order of a licensed veterinarian within the context of a 
veterinarian-client-patient relationship, as defined by the Secretary; and

(ii) is in compliance with regulations promulgated by the Secretary that establish the conditions for such 
different use or intended use.

 The regulations promulgated by the Secretary under clause (ii) may prohibit particular uses of an animal 
drug and shall not permit such different use of an animal drug if the labeling of another animal drug that 
contains the same active ingredient and which is in the same dosage form and concentration provides for 
such different use.

(B) If the Secretary finds that there is a reasonable probability that a use of an animal drug authorized under 
subparagraph (A) may present a risk to the public health, the Secretary may —

(i) establish a safe level for a residue of an animal drug when it is used for such different use authorized 
by subparagraph (A); and

(ii) require the development of a practical, analytical method for the detection of residues of such drug 
above the safe level established under clause (i).

 The use of an animal drug that results in residues exceeding a safe level established under clause (i) shall be 
considered an unsafe use of such drug under paragraph (1). Safe levels may be established under clause (i) 
either by regulation or order.

(C) The Secretary may by general regulation provide access to the records of veterinarians to ascertain any 
use or intended use authorized under subparagraph (A) that the Secretary has determined may present a risk 
to the public health.

(D) If the Secretary finds, after affording an opportunity for public comment, that a use of an animal drug 
authorized under subparagraph (A) presents a risk to the public health or that an analytical method required 
under subparagraph (B) has not been developed and submitted to the Secretary, the Secretary may, by order, 
prohibit any such use.

(5) If the approval of an application filed under section 505 is in effect, the drug under such application shall not 
be deemed unsafe for purposes of paragraph (1) and shall be exempt from the requirements of section 502(f) with 
respect to a use or intended use of the drug in animals if such use or intended use —

(A) is by or on the lawful written or oral order of a licensed veterinarian within the context of a veterinarian- 
client-patient relationship, as defined by the Secretary; and

(B) is in compliance with regulations promulgated by the Secretary that establish the conditions for the use 
or intended use of the drug in animals.
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(6) For purposes of section 402(a)(2)(D) [probably should read “402(a)(2)(C)(ii)” — Ed.] a use or intended use of 
a new animal drug shall not be deemed unsafe under this section if the Secretary establishes a tolerance for such 
drug and any edible portion of any animal imported into the United States does not contain residues exceeding 
such tolerance. In establishing such tolerance, the Secretary shall rely on data sufficient to demonstrate that a 
proposed tolerance is safe based on similar food safety criteria used by the Secretary to establish tolerances 
for applications for new animal drugs filed under subsection (b)(1). The Secretary may consider and rely on 
data submitted by the drug manufacturer, including data submitted to appropriate regulatory authorities in any 
country where the new animal drug is lawfully used or data available from a relevant international organization, 
to the extent such data are not inconsistent with the criteria used by the Secretary to establish a tolerance for 
applications for new animal drugs filed under subsection (b)(1). For purposes of this paragraph, “relevant 
international organization” means the Codex Alimenterius Commission or other international organization 
deemed appropriate by the Secretary. The Secretary may, under procedures specified by regulation, revoke a 
tolerance established under this paragraph if information demonstrates that the use of the new animal drug under 
actual use conditions results in food being imported into the United States with residues exceeding the tolerance 
or if scientific evidence shows the tolerance to be unsafe.

(b) —

(1) Any person may file with the Secretary an application with respect to any intended use or uses of a new 
animal drug. Such person shall submit to the Secretary as a part of the application

(A) full reports of investigations which have been made to show whether or not such drug is safe and 
effective for use;

(B) a full list of the articles used as components of such drug;

(C) a full statement of the composition of such drug;

(D) a full description of the methods used in, and the facilities and controls used for, the manufacture, 
processing, and packing of such drug;

(E) such samples of such drug and of the articles used as components thereof, of any animal feed for use 
in or on which such drug is intended, and of the edible portions or products (before or after slaughter) of 
animals to which such drug (directly or in or on animal feed) is intended to be administered, as the Secretary 
may require;

(F) specimens of the labeling proposed to be used for such drug, or in case such drug is intended for use in 
animal feed, proposed labeling appropriate for such use, and specimens of the labeling for the drug to be 
manufactured, packed, or distributed by the applicant;

(G) a description of practicable methods for determining the quantity, if any, of such drug in or on food, and 
any substance formed in or on food, because of its use; and

(H) the proposed tolerance or withdrawal period or other use restrictions for such drug if any tolerance or 
withdrawal period or other use restrictions are required in order to assure that the proposed use of such drug 
will be safe.

 The applicant shall file with the application the patent number and the expiration date of any patent which claims 
the new animal drug for which the applicant filed the application or which claims a method of using such drug 
and with respect to which a claim of patent infringement could reasonably be asserted if a person not licensed 
by the owner engaged in the manufacture, use, or sale of the drug. If an application is filed under this subsection 
for a drug and a patent which claims such drug or a method of using such drug is issued after the filing date but 
before approval of the application, the applicant shall amend the application to include the information required 
by the preceding sentence. Upon approval of the application, the Secretary shall publish information submitted 
under the two preceding sentences.

(2) Any person may file with the Secretary an abbreviated application for the approval of a new animal drug. An 
abbreviated application shall contain the information required by subsection (n).

(3) Any person intending to file an application under paragraph (1), section 571, or a request for an investigational 
exemption under subsection (j) shall be entitled to one or more conferences prior to such submission to reach 
an agreement acceptable to the Secretary establishing a submission or an investigational requirement, which 
may include a requirement for a field investigation. A decision establishing a submission or an investigational 
requirement shall bind the Secretary and the applicant or requester unless
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(A) the Secretary and the applicant or requester mutually agree to modify the requirement, or

(B) the Secretary by written order determines that a substantiated scientific requirement essential to the 
determination of safety or effectiveness of the animal drug involved has appeared after the conference.

 No later than 25 calendar days after each such conference, the Secretary shall provide a written order setting 
forth a scientific justification specific to the animal drug and intended uses under consideration if the agreement 
referred to in the first sentence requires more than one field investigation as being essential to provide substantial 
evidence of effectiveness for the intended uses of the drug. Nothing in this paragraph shall be construed as 
compelling the Secretary to require a field investigation.

(c) —

(1) Within one hundred and eighty days after the filing of an application pursuant to subsection (b), or such 
additional period as may be agreed upon by the Secretary and the applicant, the Secretary shall either

(A) issue an order approving the application if he then finds that none of the grounds for denying approval 
specified in subsection (d) applies, or

(B) give the applicant notice of an opportunity for a hearing before the Secretary under subsection (d) on 
the question whether such application is approvable. If the applicant elects to accept the opportunity for a 
hearing by written request within thirty days after such notice, such hearing shall commence not more than 
ninety days after the expiration of such thirty days unless the Secretary and the applicant otherwise agree. 
Any such hearing shall thereafter be conducted on an expedited basis and the Secretary’s order thereon shall 
be issued within ninety days after the date fixed by the Secretary for filing final briefs.

(2) —

(A) Subject to subparagraph (C), the Secretary shall approve an abbreviated application for a drug unless 
the Secretary finds —

(i) the methods used in, or the facilities and controls used for, the manufacture, processing, and packing 
of the drug are inadequate to assure and preserve its identity, strength, quality, and purity;

(ii) the conditions of use prescribed, recommended, or suggested in the proposed labeling are not 
reasonably certain to be followed in practice or, except as provided in subparagraph (B), information 
submitted with the application is insufficient to show that each of the proposed conditions of use or 
similar limitations (whether in the labeling or published pursuant to subsection (i)) have been previously 
approved for the approved new animal drug referred to in the application;

(iii) information submitted with the application is insufficient to show that the active ingredients are the 
same as those of the approved new animal drug referred to in the application;

(iv) —

(I) if the application is for a drug whose active ingredients, route of administration, dosage form, 
strength, or use with other animal drugs in animal feed is the same as the active ingredients, route 
of administration, dosage form, strength, or use with other animal drugs in animal feed of the 
approved new animal drug referred to in the application, information submitted in the application 
is insufficient to show that the active ingredients, route of administration, dosage form, strength, or 
use with other animal drugs in animal feed is the same as that of the approved new animal drug, or

(II) if the application is for a drug whose active ingredients, route of administration, dosage form, 
strength, or use with other animal drugs in animal feed is different from that of the approved new 
animal drug referred to in the application, no petition to file an application for the drug with 
the different active ingredients, route of administration, dosage form, strength, or use with other 
animal drugs in animal feed was approved under subsection (n)(3);

(v) if the application was filed pursuant to the approval of a petition under subsection (n)(3), the 
application did not contain the information required by the Secretary respecting the active ingredients, 
route of administration, dosage form, strength, or use with other animal drugs in animal feed which is not 
the same;

(vi) information submitted in the application is insufficient to show that the drug is bioequivalent to the 
approved new animal drug referred to in the application, or if the application is filed under a petition 
approved pursuant to subsection (n)(3), information submitted in the application is insufficient to show 
that the active ingredients of the new animal drug are of the same pharmacological or therapeutic class 

05_FDCA_05_Part01.indd   216 29/01/18   11:47 AM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 512 [360b]

 STATUTORY SUPPLEMENT 217

as the pharmacological or therapeutic class of the approved new animal drug and that the new animal 
 drug can be expected to have the same therapeutic effect as the approved new animal drug when used 
in accordance with the labeling;

(vii) information submitted in the application is insufficient to show that the labeling proposed for 
the drug is the same as the labeling approved for the approved new animal drug referred to in the 
application except for changes required because of differences approved under a petition filed under 
subsection (n)(3), because of a different withdrawal period, or because the drug and the approved new 
animal drug are produced or distributed by different manufacturers;

(viii) information submitted in the application or any other information available to the Secretary shows 
that

(I) the inactive ingredients of the drug are unsafe for use under the conditions prescribed, 
recommended, or suggested in the labeling proposed for the drug,

(II) the composition of the drug is unsafe under such conditions because of the type or quantity of 
inactive ingredients included or the manner in which the inactive ingredients are included, or

(III) in the case of a drug for food producing animals, the inactive ingredients of the drug or its 
composition may be unsafe with respect to human food safety;

(ix) the approval under subsection (b)(1) of the approved new animal drug referred to in the application 
filed under subsection (b)(2) has been withdrawn or suspended for grounds described in paragraph (1) 
of subsection (e), the Secretary has published a notice of a hearing to withdraw approval of the approved 
new animal drug for such grounds, the approval under this paragraph of the new animal drug for which 
the application under subsection (b)(2) was filed has been withdrawn or suspended under subparagraph 
(G) for such grounds, or the Secretary has determined that the approved new animal drug has been 
withdrawn from sale for safety or effectiveness reasons;

(x) the application does not meet any other requirement of subsection (n); or

(xi) the application contains an untrue statement of material fact.

(B) If the Secretary finds that a new animal drug for which an application is submitted under subsection 
(b)(2) is bioequivalent to the approved new animal drug referred to in such application and that residues of 
the new animal drug are consistent with the tolerances established for such approved new animal drug but 
at a withdrawal period which is different than the withdrawal period approved for such approved new animal 
drug, the Secretary may establish, on the basis of information submitted, such different withdrawal period as 
the withdrawal period for the new animal drug for purposes of the approval of such application for such drug.

(C) Within 180 days of the initial receipt of an application under subsection (b)(2) or within such additional 
period as may be agreed upon by the Secretary and the applicant, the Secretary shall approve or disapprove 
the application.

(D) The approval of an application filed under subsection (b)(2) shall be made effective on the last applicable 
date determined under the following:

(i) If the applicant only made a certification described in clause (i) or (ii) of subsection (n)(1)(G) or in 
both such clauses, the approval may be made effective immediately.

(ii) If the applicant made a certification described in clause (iii) of subsection (n)(1)(G), the approval 
may be made effective on the date certified under clause (iii).

(iii) If the applicant made a certification described in clause (iv) of subsection (n)(1)(G), the approval 
shall be made effective immediately unless an action is brought for infringement of a patent which is 
the subject of the certification before the expiration of 45 days from the date the notice provided under 
subsection (n)(2)(B)(i) is received. If such an action is brought before the expiration of such days, the 
approval shall be made effective upon the expiration of the 30 month period beginning on the date of the 
receipt of the notice provided under subsection (n)(2)(B) or such shorter or longer period as the court 
may order because either party to the action failed to reasonably cooperate in expediting the action, 
except that if before the expiration of such period —

(I) the court decides that such patent is invalid or not infringed, the approval shall be made effective 
on the date of the court decision,
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(II) the court decides that such patent has been infringed, the approval shall be made effective on 
such date as the court orders under section 271(e)(4)(A) of title 35, United States Code, or

(III) the court grants a preliminary injunction prohibiting the applicant from engaging in the 
commercial manufacture or sale of the drug until the court decides the issues of patent validity and 
infringement and if the court decides that such patent is invalid or not infringed, the approval shall 
be made effective on the date of such court decision.

 In such an action, each of the parties shall reasonably cooperate in expediting the action. Until the 
expiration of 45 days from the date the notice made under subsection (n)(2)(B) is received, no action 
may be brought under section 2201 of title 28, United States Code, for a declaratory judgment with 
respect to the patent. Any action brought under section 2201 shall be brought in the judicial district 
where the defendant has its principal place of business or a regular and established place of business.

(iv) If the application contains a certification described in clause (iv) of subsection (n)(1)(G) and is 
for a drug for which a previous application has been filed under this subsection containing such a 
certification, the application shall be made effective not earlier than 180 days after —

(I) the date the Secretary receives notice from the applicant under the previous application of the 
first commercial marketing of the drug under the previous application, or

(II) the date of a decision of a court in an action described in subclause (III) [probably should be 
“clause (iii)(III)” — Ed.] holding the patent which is the subject of the certification to be invalid 
or not infringed,

 whichever is earlier.

(E) If the Secretary decides to disapprove an application, the Secretary shall give the applicant notice of an 
opportunity for a hearing before the Secretary on the question of whether such application is approvable. If 
the applicant elects to accept the opportunity for hearing by written request within 30 days after such notice, 
such hearing shall commence not more than 90 days after the expiration of such 30 days unless the Secretary 
and the applicant otherwise agree. Any such hearing shall thereafter be conducted on an expedited basis and 
the Secretary’s order thereon shall be issued within 90 days after the date fixed by the Secretary for filing 
final briefs.

(F) —

(i) If an application submitted under subsection (b)(1) for a drug, no active ingredient (including 
any ester or salt of the active ingredient) of which has been approved in any other application under 
subsection (b)(1), is approved after the date of the enactment of this paragraph, no application may be 
submitted under subsection (b)(2) which refers to the drug for which the subsection (b)(1) application 
was submitted before the expiration of 5 years from the date of the approval of the application under 
subsection (b)(1), except that such an application may be submitted under subsection (b)(2) after the 
expiration of 4 years from the date of the approval of the subsection (b)(1) application if it contains 
a certification of patent invalidity or noninfringement described in clause (iv) of subsection (n)(1) 
(G). The approval of such an application shall be made effective in accordance with subparagraph (B) 
except that, if an action for patent infringement is commenced during the one-year period beginning 48 
months after the date of the approval of the subsection (b) application, the 30 month period referred to 
in subparagraph (D)(iii) shall be extended by such amount of time (if any) which is required for seven 
and one-half years to have elapsed from the date of approval of the subsection (b) application.

(ii) If an application submitted under subsection (b)(1) for a drug, which includes an active ingredient 
(including any ester or salt of the active ingredient) that has been approved in another application 
approved under such subsection, is approved after the date of enactment of this paragraph, and if such 
application contains substantial evidence of the effectiveness of the drug involved, any studies of animal 
safety, or, in the case of food producing animals, human food safety studies (other than bioequivalence 
studies or residue depletion studies, except residue depletion studies for minor uses or minor species) 
required for the approval of the application and conducted or sponsored by the applicant, the Secretary 
may not make the approval of an application submitted under subsection (b)(2) for the conditions of 
approval of such drug in the subsection (b)(1) application effective before the expiration of 3 years from 
the date of the approval of the application under subsection (b)(1) for such drug.

(iii) If a supplement to an application approved under subsection (b)(1) is approved after the date of 
enactment of this paragraph, and the supplement contains substantial evidence of the effectiveness of 
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 the drug involved, any studies of animal safety, or, in the case of food producing animals, human food 
safety studies (other than bioequivalence studies or residue depletion studies, except residue depletion 
studies for minor uses or minor species) required for the approval of the supplement and conducted or 
sponsored by the person submitting the supplement, the Secretary may not make the approval of an 
application submitted under subsection (b)(2) for a change approved in the supplement effective before 
the expiration of 3 years from the date of the approval of the supplement.

(iv) An applicant under subsection (b)(1) who comes within the provisions of clause (i) of this 
subparagraph as a result of an application which seeks approval for a use solely in non-food producing 
animals, may elect, within 10 days of receiving such approval, to waive clause (i) of this subparagraph, 
in which event the limitation on approval of applications submitted under subsection (b)(2) set forth in 
clause (ii) of this subparagraph shall be applicable to the subsection (b)(1) application.

(v) If an application (including any supplement to a new animal drug application) submitted under 
subsection (b)(1) for a new animal drug for a food-producing animal use, which includes an active 
ingredient (including any ester or salt of the active ingredient) which has been the subject of a waiver 
under clause (iv) is approved after the date of enactment of this paragraph [November 16, 1998 — Ed.], 
and if the application contains substantial evidence of the effectiveness of the drug involved, any studies 
of animal safety, or human food safety studies (other than bioequivalence studies or residue depletion 
studies, except residue depletion studies for minor uses or minor species) required for the new approval 
of the application and conducted or sponsored by the applicant, the Secretary may not make the approval 
of an application (including any supplement to such application) submitted under subsection (b)(2) for 
the new conditions of approval of such drug in the subsection (b)(1) application effective before the 
expiration of five years from the date of approval of the application under subsection (b)(1) for such 
drug. The provisions of this paragraph shall apply only to the first approval for a food- producing animal 
use for the same applicant after the waiver under clause (iv).

(G) If an approved application submitted under subsection (b)(2) for a new animal drug refers to a drug the 
approval of which was withdrawn or suspended for grounds described in paragraph (1) or (2) of subsection (e) 
or was withdrawn or suspended under this subparagraph or which, as determined by the Secretary, has been 
withdrawn from sale for safety or effectiveness reasons, the approval of the drug under this paragraph shall be 
withdrawn or suspended —

(i) for the same period as the withdrawal or suspension under subsection (e) or this subparagraph, or

(ii) if the approved new animal drug has been withdrawn from sale, for the period of withdrawal from 
sale or, if earlier, the period ending on the date the Secretary determines that the withdrawal from sale 
is not for safety or effectiveness reasons.

(H) For purposes of this paragraph:

(i) The term “bioequivalence” means the rate and extent to which the active ingredient or therapeutic 
ingredient is absorbed from a new animal drug and becomes available at the site of drug action.

(ii) A new animal drug shall be considered to be bioequivalent to the approved new animal drug referred 
to in its application under subsection (n) if —

(I) the rate and extent of absorption of the drug do not show a significant difference from the rate 
and extent of absorption of the approved new animal drug referred to in the application when 
administered at the same dose of the active ingredient under similar experimental conditions in 
either a single dose or multiple doses;

(II) the extent of absorption of the drug does not show a significant difference from the extent of 
absorption of the approved new animal drug referred to in the application when administered at 
the same dose of the active ingredient under similar experimental conditions in either single dose 
or multiple doses and the difference from the approved new animal drug in the rate of absorption 
of the drug is intentional, is reflected in its proposed labeling, is not essential to the attainment of 
effective drug concentrations in use, and is considered scientifically insignificant for the drug in 
attaining the intended purposes of its use and preserving human food safety; or

(III) in any case in which the Secretary determines that the measurement of the rate and extent of 
absorption or excretion of the new animal drug in biological fluids is inappropriate or impractical, 
an appropriate acute pharmacological effects test or other test of the new animal drug and, when 
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deemed scientifically necessary, of the approved new animal drug referred to in the application in 
the species to be tested or in an appropriate animal model does not show a significant difference 
between the new animal drug and such approved new animal drug when administered at the same 
dose under similar experimental conditions.

 If the approved new animal drug referred to in the application for a new animal drug under subsection (n) is 
approved for use in more than one animal species, the bioequivalency information described in subclauses 
(I), (II), and (III) shall be obtained for one species, or if the Secretary deems appropriate based on scientific 
principles, shall be obtained for more than one species. The Secretary may prescribe the dose to be used in 
determining bioequivalency under subclause (I), (II), or (III). To assure that the residues of the new animal 
drug will be consistent with the established tolerances for the approved new animal drug referred to in the 
application under subsection (b)(2) upon the expiration of the withdrawal period contained in the application 
for the new animal drug, the Secretary shall require bioequivalency data or residue depletion studies of the 
new animal drug or such other data or studies as the Secretary considers appropriate based on scientific 
principles. If the Secretary requires one or more residue studies under the preceding sentence, the Secretary 
may not require that the assay methodology used to determine the withdrawal period of the new animal 
drug be more rigorous than the methodology used to determine the withdrawal period for the approved new 
animal drug referred to in the application. If such studies are required and if the approved new animal drug, 
referred to in the application for the new animal drug for which such studies are required, is approved for use 
in more than one animal species, such studies shall be conducted for one species, or if the Secretary deems 
appropriate based on scientific principles, shall be conducted for more than one species.

(3) If the patent information described in subsection (b)(1) could not be filed with the submission of an 
application under subsection (b)(1) because the application was filed before the patent information was required 
under subsection (b)(1) or a patent was issued after the application was approved under such subsection, the 
holder of an approved application shall file with the Secretary the patent number and the expiration date of 
any patent which claims the new animal drug for which the application was filed or which claims a method 
of using such drug and with respect to which a claim of patent infringement could reasonably be asserted if 
a person not licensed by the owner engaged in the manufacture, use, or sale of the drug. If the holder of an 
approved application could not file patent information under subsection (b)(1) because it was not required at 
the time the application was approved, the holder shall file such information under this subsection not later than 
30 days after the date of the enactment of this sentence [November 16, 1988 — Ed.], and if the holder of an 
approved application could not file patent information under subsection (b)(1) because no patent had been issued 
when an application was filed or approved, the holder shall file such information under this subsection not later 
than 30 days after the date the patent involved is issued. Upon the submission of patent information under this 
subsection, the Secretary shall publish it.

(4) A drug manufactured in a pilot or other small facility may be used to demonstrate the safety and effectiveness 
of the drug and to obtain approval for the drug prior to manufacture of the drug in a larger facility, unless 
the Secretary makes a determination that a full scale production facility is necessary to ensure the safety or 
effectiveness of the drug.

(d) —

(1) If the Secretary finds, after due notice to the applicant in accordance with subsection (c) and giving him an 
opportunity for a hearing, in accordance with said subsection, that —

(A) the investigations, reports of which are required to be submitted to the Secretary pursuant to subsection 
(b), do not include adequate tests by all methods reasonably applicable to show whether or not such drug is 
safe for use under the conditions prescribed, recommended, or suggested in the proposed labeling thereof;

(B) the results of such tests show that such drug is unsafe for use under such conditions or do not show that 
such drug is safe for use under such conditions;

(C) the methods used in, and the facilities and controls used for, the manufacture, processing, and packing 
of such drug are inadequate to preserve its identity, strength, quality, and purity;

(D) upon the basis of the information submitted to him as part of the application, or upon the basis of 
any other information before him with respect to such drug, he has insufficient information to determine 
whether such drug is safe for use under such conditions;

(E) evaluated on the basis of the information submitted to him as part of the application and any other 
information before him with respect to such drug, there is a lack of substantial evidence that the drug will 
have the effect it purports or is represented to have under the conditions of use prescribed, recommended, or 
suggested in the proposed labeling thereof;
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(F) upon the basis of information submitted to the Secretary as part of the application or any other information 
before the Secretary with respect to such drug, any use prescribed, recommended, or suggested in labeling 
proposed for such drug will result in a residue of such drug in excess of a tolerance found by the Secretary 
to be safe for such drug;

(G) the application failed to contain the patent information prescribed by subsection (b)(1);

(H) based on a fair evaluation of all material facts, such labeling is false or misleading in any particular; or

(I) such drug induces cancer when ingested by man or animal or, after tests which are appropriate for the 
evaluation of the safety of such drug, induces cancer in man or animal, except that the foregoing provisions 
of this subparagraph shall not apply with respect to such drug if the Secretary finds that, under the conditions 
of use specified in proposed labeling and reasonably certain to be followed in practice

(i) such drug will not adversely affect the animals for which it is intended, and

(ii) no residue of such drug will be found (by methods of examination prescribed or approved by the 
Secretary by regulations, which regulations shall not be subject to subsections (c), (d), and (h)), in 
any edible portion of such animals after slaughter or in any food yielded by or derived from the living 
animals;

 he shall issue an order refusing to approve the application. If, after such notice and opportunity for hearing, 
the Secretary finds that subparagraphs (A) through (I) do not apply, he shall issue an order approving the 
application.

(2) In determining whether such drug is safe for use under the conditions prescribed, recommended, or suggested 
in the proposed labeling thereof, the Secretary shall consider, among other relevant factors,

(A) the probable consumption of such drug and of any substance formed in or on food because of the use 
of such drug,

(B) the cumulative effect on man or animal of such drug, taking into account any chemically or 
pharmacologically related substance,

(C) safety factors which in the opinion of experts, qualified by scientific training and experience to evaluate 
the safety of such drugs, are appropriate for the use of animal experimentation data, and

(D) whether the conditions of use prescribed, recommended, or suggested in the proposed labeling are 
reasonably certain to be followed in practice.

 Any order issued under this subsection refusing to approve an application shall state the findings upon which it 
is based.

(3) As used in this section, the term “substantial evidence” means evidence consisting of one or more adequate 
and well controlled investigations, such as —

(A) a study in a target species;

(B) a study in laboratory animals;

(C) any field investigation that may be required under this section and that meets the requirements of 
subsection (b)(3) if a presubmission conference is requested by the applicant;

(D) a bioequivalence study; or

(E) an in vitro study;

 by experts qualified by scientific training and experience to evaluate the effectiveness of the drug involved, on 
the basis of which it could fairly and reasonably be concluded by such experts that the drug will have the effect 
it purports or is represented to have under the conditions of use prescribed, recommended, or suggested in the 
labeling or proposed labeling thereof.

(4) In a case in which an animal drug contains more than one active ingredient, or the labeling of the drug 
prescribes, recommends, or suggests use of the drug in combination with one or more other animal drugs, and 
the active ingredients or drugs intended for use in the combination have previously been separately approved 
pursuant to an application submitted under section 512(b)(1) [probably should be “subsection (b)(1) — Ed.] for 
particular uses and conditions of use for which they are intended for use in the combination —

(A) the Secretary shall not issue an order under paragraph (1)(A), (1)(B), or (1)(D) refusing to approve 
the application for such combination on human food safety grounds unless the Secretary finds that the 
application fails to establish that —
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(i) none of the active ingredients or drugs intended for use in the combination, respectively, at the 
longest withdrawal time of any of the active ingredients or drugs in the combination, respectively, 
exceeds its established tolerance; or

(ii) none of the active ingredients or drugs in the combination interferes with the methods of analysis 
for another of the active ingredients or drugs in the combination, respectively;

(B) the Secretary shall not issue an order under paragraph (1)(A), (1)(B), or (1)(D) refusing to approve the 
application for such combination on target animal safety grounds unless the Secretary finds that —

(i) —

(I) there is a substantiated scientific issue, specific to one or more of the active ingredients or animal 
drugs in the combination, that cannot adequately be evaluated based on information contained in 
the application for the combination (including any investigations, studies, or tests for which the 
applicant has a right of reference or use from the person by or for whom the investigations, studies, 
or tests were conducted); or

(II) there is a scientific issue raised by target animal observations contained in studies submitted to 
the Secretary as part of the application; and

(ii) based on the Secretary’s evaluation of the information contained in the application with respect to 
the issues identified in clauses (i) (I) and (II), paragraph (1) (A), (B), or (D) apply;

(C) except in the case of a combination that contains a nontopical antibacterial ingredient or animal drug, 
the Secretary shall not issue an order under paragraph (1)(E) refusing to approve an application for a 
combination animal drug intended for use other than in animal feed or drinking water unless the Secretary 
finds that the application fails to demonstrate that —

(i) there is substantial evidence that any active ingredient or animal drug intended only for the same 
use as another active ingredient or animal drug in the combination makes a contribution to labeled 
effectiveness;

(ii) each active ingredient or animal drug intended for at least one use that is different from all other 
active ingredients or animal drugs used in the combination provides appropriate concurrent use for the 
intended target population; or

(iii) where based on scientific information the Secretary has reason to believe the active ingredients or 
animal drugs may be physically incompatible or have disparate dosing regimens, such active ingredients 
or animal drugs are physically compatible or do not have disparate dosing regimens; and

(D) the Secretary shall not issue an order under paragraph (1)(E) refusing to approve an application for a 
combination animal drug intended for use in animal feed or drinking water unless the Secretary finds that 
the application fails to demonstrate that —

(i) there is substantial evidence that any active ingredient or animal drug intended only for the same 
use as another active ingredient or animal drug in the combination makes a contribution to the labeled 
effectiveness;

(ii) each of the active ingredients or animal drugs intended for at least one use that is different from all 
other active ingredients or animal drugs used in the combination provides appropriate concurrent use 
for the intended target population;

(iii) where a combination contains more than one nontopical antibacterial ingredient or animal drug, 
there is substantial evidence that each of the nontopical antibacterial ingredients or animal drugs 
makes a contribution to the labeled effectiveness, except that for purposes of this clause, antibacterial 
ingredient or animal drug does not include the ionophore or arsenical classes of animal drugs; or

(iv) where based on scientific information the Secretary has reason to believe the active ingredients or 
animal drugs intended for use in drinking water may be physically incompatible, such active ingredients 
or animal drugs intended for use in drinking water are physically compatible.

(5) In reviewing an application that proposes a change to add an intended use for a minor use or a minor 
species to an approved new animal drug application, the Secretary shall reevaluate only the relevant information 
in the approved application to determine whether the application for the minor use or minor species can be 
approved. A decision to approve the application for the minor use or minor species is not, implicitly or explicitly, 
a reaffirmation of the approval of the original application.
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(e) —

(1) The Secretary shall, after due notice and opportunity for hearing to the applicant, issue an order 
withdrawing approval of an application filed pursuant to subsection (b) with respect to any new animal drug 
if the Secretary finds —

(A) that experience or scientific data show that such drug is unsafe for use under the conditions of 
use upon the basis of which the application was approved or the condition of use authorized under 
subsection (a)(4) (A);

(B) that new evidence not contained in such application or not available to the Secretary until after 
such application was approved, or tests by new methods, or tests by methods not deemed reasonably 
applicable when such application was approved, evaluated together with the evidence available to the 
Secretary when the application was approved, shows that such drug is not shown to be safe for use under 
the conditions of use upon the basis of which the application was approved or that subparagraph (I) of 
paragraph (1) of subsection (d) applies to such drug;

(C) on the basis of new information before him with respect to such drug, evaluated together with the 
evidence available to him when the application was approved, that there is a lack of substantial evidence 
that such drug will have the effect it purports or is represented to have under the conditions of use 
prescribed, recommended, or suggested in the labeling thereof;

(D) the patent information prescribed by subsection (c)(3) was not filed within 30 days after the receipt 
of written notice from the Secretary specifying the failure to file such information;

(E) that the application contains any untrue statement of a material fact; or

(F) that the applicant has made any changes from the standpoint of safety or effectiveness beyond the 
variations provided for in the application unless he has supplemented the application by filing with the 
Secretary adequate information respecting all such changes and unless there is in effect an approval of 
the supplemental application. The supplemental application shall be treated in the same manner as the 
original application.

 If the Secretary (or in his absence the officer acting as Secretary) finds that there is an imminent hazard to the 
health of man or of the animals for which such drug is intended, he may suspend the approval of such application 
immediately, and give the applicant prompt notice of his action and afford the applicant the opportunity for an 
expedited hearing under this subsection; but the authority conferred by this sentence to suspend the approval of 
an application shall not be delegated.

(2) The Secretary may also, after due notice and opportunity for hearing to the applicant, issue an order withdrawing 
the approval of an application with respect to any new animal drug under this section if the Secretary finds —

(A) that the applicant has failed to establish a system for maintaining required records, or has repeatedly or 
deliberately failed to maintain such records or to make required reports in accordance with a regulation or 
order under subsection (1), or the applicant has refused to permit access to, or copying or verification of, 
such records as required by paragraph (2) of such subsection;

(B) that on the basis of new information before him, evaluated together with the evidence before him when 
the application was approved, the methods used in, or the facilities and controls used for, the manufacture, 
processing, and packing of such drug are inadequate to assure and preserve its identity, strength, quality, 
and purity and were not made adequate within a reasonable time after receipt of written notice from the 
Secretary specifying the matter complained of; or

(C) that on the basis of new information before him, evaluated together with the evidence before him when 
the application was approved, the labeling of such drug, based on a fair evaluation of all material facts, is 
false or misleading in any particular and was not corrected within a reasonable time after receipt of written 
notice from the Secretary specifying the matter complained of.

(3) Any order under this subsection shall state the findings upon which it is based.

(f) Whenever the Secretary finds that the facts so require, he shall revoke any previous order under subsection (d), 
(e), or (m) or section 571 (c), (d), or (e), refusing, withdrawing, or suspending approval of an application and shall 
approve such application or reinstate such approval, as may be appropriate.

(g) Orders of the Secretary issued under this section, or section 571 (other than orders issuing, amending, or repealing 
regulations) shall be served
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(1) in person by any officer or employee of the department designated by the Secretary or

(2) by mailing the order by registered mail or by certified mail addressed to the applicant or respondent at his last 
known address in the records of the Secretary.

(h) An appeal may be taken by the applicant from an order of the Secretary refusing or withdrawing approval of an 
application filed under subsection (b) or (m) of this section. The provisions of subsection (h) of section 505 of this 
Act shall govern any such appeal.

(i) When a new animal drug application filed pursuant to subsection (b) or section 571 is approved, the Secretary 
shall by notice, which upon publication shall be effective as a regulation, publish in the Federal Register the name and 
address of the applicant and the conditions and indications of use of the new animal drug covered by such application, 
including any tolerance and withdrawal period or other use restrictions and, if such new animal drug is intended for 
use in animal feed, appropriate purposes and conditions of use (including special labeling requirements and any 
requirement that an animal feed bearing or containing the new animal drug be limited to use under the professional 
supervision of a licensed veterinarian) applicable to any animal feed for use in which such drug is approved, and 
such other information, upon the basis of which such application was approved, as the Secretary deems necessary to 
assure the safe and effective use of such drug. Upon withdrawal of approval of such new animal drug application or 
upon its suspension or upon failure to renew a conditional approval under section 571, the Secretary shall forthwith 
revoke or suspend, as the case may be, the regulation published pursuant to this subsection (i) insofar as it is based 
on the approval of such application.

(j) To the extent consistent with the public health, the Secretary shall promulgate regulations for exempting from 
the operation of this section new animal drugs, and animal feeds bearing or containing new animal drugs, intended 
solely for investigational use by experts qualified by scientific training and experience to investigate the safety and 
effectiveness of animal drugs. Such regulations may, in the discretion of the Secretary, among other conditions 
relating to the protection of the public health, provide for conditioning such exemption upon the establishment and 
maintenance of such records, and the making of such reports to the Secretary, by the manufacturer or the sponsor of 
the investigation of such article, of data (including but not limited to analytical reports by investigators) obtained as 
a result of such investigational use of such article, as the Secretary finds will enable him to evaluate the safety and 
effectiveness of such article in the event of the filing of an application pursuant to this section. Such regulations, 
among other things, shall set forth the conditions (if any) upon which animals treated with such articles, and any 
products of such animals (before or after slaughter), may be marketed for food use.

(k) While approval of an application for a new animal drug is effective, a food shall not, by reason of bearing or 
containing such drug or any substance formed in or on the food because of its use in accordance with such application 
(including the conditions and indications of use prescribed pursuant to subsection (i)), be considered adulterated 
within the meaning of clause (1) of section 402(a).

(l) —

(1) In the case of any new animal drug for which an approval of an application filed pursuant to subsection (b) 
or section 571 is in effect, the applicant shall establish and maintain such records, and make such reports to the 
Secretary, of data relating to experience, including experience with uses authorized under subsection (a)(4)(A), 
and other data or information, received or otherwise obtained by such applicant with respect to such drug, or with 
respect to animal feeds bearing or containing such drug, as the Secretary may by general regulation, or by order 
with respect to such application, prescribe on the basis of a finding that such records and reports are necessary 
in order to enable the Secretary to determine, or facilitate determination, whether there is or may be ground for 
invoking subsection (e) or subsection (m)(4) of this section. Such regulation or order shall provide, where the 
Secretary deems it to be appropriate, for the examination, upon request, by the persons to whom such regulation 
or order is applicable, of similar information received or otherwise obtained by the Secretary.

(2) Every person required under this subsection to maintain records, and every person in charge or custody 
thereof, shall, upon request of an officer or employee designated by the Secretary, permit such officer or employee 
at all reasonable times to have access to and copy and verify such records.

(m) —

(1) Any person may file with the Secretary an application for a license to manufacture animal feeds bearing or 
containing new animal drugs. Such person shall submit to the Secretary as part of the application

(A) a full statement of the business name and address of the specific facility at which the manufacturing is 
to take place and the facility’s registration number,

(B) the name and signature of the responsible individual or individuals for that facility,
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(C) a certification that the animal feeds bearing or containing new animal drugs are manufactured and 
labeled in accordance with the applicable regulations published pursuant to subsection (i) or for indexed new 
animal drugs in accordance with the index listing published pursuant to section 572(e)(2) and the labeling 
requirements set forth in section 572(h), and

(D) a certification that the methods used in, and the facilities and controls used for, manufacturing, 
processing, packaging, and holding such animal feeds are in conformity with current good manufacturing 
practice as described in section 501(a)(2)(B).

(2) Within 90 days after the filing of an application pursuant to paragraph (1), or such additional period as may 
be agreed upon by the Secretary and the applicant, the Secretary shall

(A) issue an order approving the application if the Secretary then finds that none of the grounds for denying 
approval specified in paragraph (3) applies, or

(B) give the applicant notice of an opportunity for a hearing before the Secretary under paragraph (3) on 
the question whether such application is approvable. The procedure governing such a hearing shall be the 
procedure set forth in the last two sentences of subsection (c)(1).

(3) If the Secretary, after due notice to the applicant in accordance with paragraph (2) and giving the applicant 
an opportunity for a hearing in accordance with such paragraph, finds, on the basis of information submitted 
to the Secretary as part of the application, on the basis of a preapproval inspection, or on the basis of any other 
information before the Secretary —

(A) that the application is incomplete, false, or misleading in any particular;

(B) that the methods used in, and the facilities and controls used for, the manufacture, processing, and 
packing of such animal feed are inadequate to preserve the identity, strength, quality, and purity of the new 
animal drug therein; or

(C) that the facility manufactures animal feeds bearing or containing new animal drugs in a manner that 
does not accord with the specifications for manufacture or labels animal feeds bearing or containing new 
animal drugs in a manner that does not accord with the conditions or indications of use that are published 
pursuant to subsection (i) or an index listing pursuant to section 572(e),

 the Secretary shall issue an order refusing to approve the application. If, after such notice and opportunity 
for hearing, the Secretary finds that subparagraphs (A) through (C) do not apply, the Secretary shall issue 
an order approving the application. An order under this subsection approving an application for a license to 
manufacture animal feeds bearing or containing new animal drugs shall permit a facility to manufacture only 
those animal feeds bearing or containing new animal drugs for which there are in effect regulations pursuant 
to subsection (i) or an index listing pursuant to section 572(e) relating to the use of such drugs in or on such 
animal feed.

(4) —

(A) The Secretary shall, after due notice and opportunity for hearing to the applicant, revoke a license to 
manufacture animal feeds bearing or containing new animal drugs under this subsection if the Secretary 
finds —

(i) that the application for such license contains any untrue statement of a material fact; or

(ii) that the applicant has made changes that would cause the application to contain any untrue statements 
of material fact or that would affect the safety or effectiveness of the animal feeds manufactured at the 
facility unless the applicant has supplemented the application by filing with the Secretary adequate 
information respecting all such changes and unless there is in effect an approval of the supplemental 
application.

 If the Secretary (or in the Secretary’s absence the officer acting as the Secretary) finds that there is an 
imminent hazard to the health of humans or of the animals for which such animal feed is intended, the 
Secretary may suspend the license immediately, and give the applicant prompt notice of the action and afford 
the applicant the opportunity for an expedited hearing under this subsection; but the authority conferred by 
this sentence shall not be delegated.

(B) The Secretary may also, after due notice and opportunity for hearing to the applicant, revoke a license 
to manufacture animal feed under this subsection if the Secretary finds —
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(i) that the applicant has failed to establish a system for maintaining required records, or has repeatedly or 
deliberately failed to maintain such records or to make required reports in accordance with a regulation 
or order under paragraph (5)(A) of this subsection or section 504(a)(3)(A), or the applicant has refused 
to permit access to, or copying or verification of, such records as required by subparagraph (B) of such 
paragraph or section 504(a)(3)(B);

(ii) that on the basis of new information before the Secretary, evaluated together with the evidence 
before the Secretary when such license was issued, the methods used in, or the facilities and controls 
used for, the manufacture, processing, packing, and holding of such animal feed are inadequate to 
assure and preserve the identity, strength, quality, and purity of the new animal drug therein, and were 
not made adequate within a reasonable time after receipt of written notice from the Secretary, specifying 
the matter complained of;

(iii) that on the basis of new information before the Secretary, evaluated together with the evidence 
before the Secretary when such license was issued, the labeling of any animal feeds, based on a fair 
evaluation of all material facts, is false or misleading in any particular and was not corrected within a 
reasonable time after receipt of written notice from the Secretary specifying the matter complained of; 
or

(iv) that on the basis of new information before the Secretary, evaluated together with the evidence 
before the Secretary when such license was issued, the facility has manufactured, processed, packed, 
or held animal feed bearing or containing a new animal drug adulterated under section 501(a)(6) 
and the facility did not discontinue the manufacture, processing, packing, or holding of such animal 
feed within a reasonable time after receipt of written notice from the Secretary specifying the matter 
complained of.

(C) The Secretary may also revoke a license to manufacture animal feeds under this subsection if an applicant 
gives notice to the Secretary of intention to discontinue the manufacture of all animal feed covered under 
this subsection and waives an opportunity for a hearing on the matter.

(D) Any order under this paragraph shall state the findings upon which it is based.

(5) When a license to manufacture animal feeds bearing or containing new animal drugs has been issued —

(A) the applicant shall establish and maintain such records, and make such reports to the Secretary, or (at 
the option of the Secretary) to the appropriate person or persons holding an approved application filed under 
subsection (b), as the Secretary may by general regulation, or by order with respect to such application, 
prescribe on the basis of a finding that such records and reports are necessary in order to enable the Secretary 
to determine, or facilitate a determination, whether there is or may be ground for invoking subsection (e) or 
paragraph (4); and

(B) every person required under this subsection to maintain records, and every person in charge or custody 
thereof, shall, upon request of an officer or employee designated by the Secretary, permit such officer or 
employee at all reasonable times to have access to and copy and verify such records.

(6) To the extent consistent with the public health, the Secretary may promulgate regulations for exempting 
from the operation of this subsection facilities that manufacture, process, pack, or hold animal feeds bearing or 
containing new animal drugs.

(n) —

(1) An abbreviated application for a new animal drug shall contain —

(A) —

(i) except as provided in clause (ii), information to show that the conditions of use or similar limitations 
(whether in the labeling or published pursuant to subsection (i)) prescribed, recommended, or suggested 
in the labeling proposed for the new animal drug have been previously approved for a new animal drug 
listed under paragraph (4) (hereinafter in this subsection referred to as an “approved new animal drug”), 
and

(ii) information to show that the withdrawal period at which residues of the new animal drug will 
be consistent with the tolerances established for the approved new animal drug is the same as the 
withdrawal period previously established for the approved new animal drug or, if the withdrawal 
period is proposed to be different, information showing that the residues of the new animal drug at the 
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proposed different withdrawal period will be consistent with the tolerances established for the approved 
new animal drug;

(B) —

(i) information to show that the active ingredients of the new animal drug are the same as those of the 
approved new animal drug, and

(ii) if the approved new animal drug has more than one active ingredient, and if one of the active 
ingredients of the new animal drug is different from one of the active ingredients of the approved new 
animal drug and the application is filed pursuant to the approval of a petition filed under paragraph (3)

—

(I) information to show that the other active ingredients of the new animal drug are the same as the 
active ingredients of the approved new animal drug,

(II) information to show either that the different active ingredient is an active ingredient of another 
approved new animal drug or of an animal drug which does not meet the requirements of section 
201(v), and

(III) such other information respecting the different active ingredients as the Secretary may require;

(C) —

(i) if the approved new animal drug is permitted to be used with one or more animal drugs in animal 
feed, information to show that the proposed uses of the new animal drug with other animal drugs in 
animal feed are the same as the uses of the approved new animal drug, and

(ii) if the approved new animal drug is permitted to be used with one or more other animal drugs in 
animal feed, and one of the other animal drugs proposed for use with the new animal drug in animal 
feed is different from one of the other animal drugs permitted to be used in animal feed with the 
approved new animal drug, and the application is filed pursuant to the approval of a petition filed under 
paragraph (3) —

(I) information to show either that the different animal drug proposed for use with the approved 
new animal drug in animal feed is an approved new animal drug permitted to be used in animal 
feed or does not meet the requirements of section 201(v) when used with another animal drug in 
animal feed,

(II) information to show that other animal drugs proposed for use with the new animal drug in 
animal feed are the same as the other animal drugs permitted to be used with the approved new 
animal drug, and

(III) such other information respecting the different animal drug or combination with respect to 
which the petition was filed as the Secretary may require,

(D) information to show that the route of administration, the dosage form, and the strength of the new animal 
drug are the same as those of the approved new animal drug or, if the route of administration, the dosage 
form, or the strength of the new animal drug is different and the application is filed pursuant to the approval 
of a petition filed under paragraph (3), such information respecting the route of administration, dosage 
form, or strength with respect to which the petition was filed as the Secretary may require;

(E) information to show that the new animal drug is bioequivalent to the approved new animal drug, except 
that if the application is filed pursuant to the approval of a petition filed under paragraph (3) for the purposes 
described in subparagraph (B) or (C), information to show that the active ingredients of the new animal 
drug are of the same pharmacological or therapeutic class as the pharmacological or therapeutic class of the 
approved new animal drug and that the new animal drug can be expected to have the same therapeutic effect 
as the approved new animal drug when used in accordance with the labeling;

(F) information to show that the labeling proposed for the new animal drug is the same as the labeling 
approved for the approved new animal drug except for changes required because of differences approved 
under a petition filed under paragraph (3), because of a different withdrawal period, or because the new 
animal drug and the approved new animal drug are produced or distributed by different manufacturers;

(G) the items specified in clauses (B) through (F) of subsection (b)(1);
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(H) a certification, in the opinion of the applicant and to the best of his knowledge, with respect to each 
patent which claims the approved new animal drug or which claims a use for such approved new animal  drug 
for which the applicant is seeking approval under this subsection and for which information is required to be 
filed under subsection (b)(1) or (c)(3) —

(i) that such patent information has not been filed,

(ii) that such patent has expired,

(iii) of the date on which such patent will expire, or

(iv) that such patent is invalid or will not be infringed by the manufacture, use, or sale of the new animal 
drug for which the application is filed; and

(I) if with respect to the approved new animal drug information was filed under subsection (b)(1) or (c)(3) 
for a method of use patent which does not claim a use for which the applicant is seeking approval of an 
application under subsection (c)(2), a statement that the method of use patent does not claim such a use.

 The Secretary may not require that an abbreviated application contain information in addition to that required by 
subparagraphs (A) through (I).

(2) —

(A) An applicant who makes a certification described in paragraph (1)(G)(iv) shall include in the application 
a statement that the applicant will give the notice required by subparagraph (B) to —

(i) each owner of the patent which is the subject of the certification or the representative of such owner 
designated to receive such notice, and

(ii) the holder of the approved application under subsection (c)(1) for the drug which is claimed by 
the patent or a use of which is claimed by the patent or the representative of such holder designated to 
receive such notice.

(B) The notice referred to in subparagraph (A) shall state that an application, which contains data from 
bioequivalence studies, has been filed under this subsection for the drug with respect to which the certification 
is made to obtain approval to engage in the commercial manufacture, use, or sale of such drug before the 
expiration of the patent referred to in the certification. Such notice shall include a detailed statement of the 
factual and legal basis of the applicant’s opinion that the patent is not valid or will not be infringed.

(C) If an application is amended to include a certification described in paragraph (1)(G)(iv), the notice 
required by subparagraph (B) shall be given when the amended application is filed.

(3) If a person wants to submit an abbreviated application for a new animal drug —

(A) whose active ingredients, route of administration, dosage form, or strength differ from that of an 
approved new animal drug, or

(B) whose use with other animal drugs in animal feed differs from that of an approved new animal drug,

 such person shall submit a petition to the Secretary seeking permission to file such an application. The Secretary 
shall approve a petition for a new animal drug unless the Secretary finds that —

(C) investigations must be conducted to show the safety and effectiveness, in animals to be treated with 
the drug, of the active ingredients, route of administration, dosage form, strength, or use with other animal 
drugs in animal feed which differ from the approved new animal drug, or

(D) investigations must be conducted to show the safety for human consumption of any residues in food 
resulting from the proposed active ingredients, route of administration, dosage form, strength, or use with 
other animal drugs in animal feed for the new animal drug which is different from the active ingredients, 
route of administration, dosage form, strength, or use with other animal drugs in animal feed of the approved 
new animal drug.

 The Secretary shall approve or disapprove a petition submitted under this paragraph within 90 days of the date 
the petition is submitted.

(4) —

(A) —

(i) Within 60 days of the date of the enactment of this subsection, the Secretary shall publish and make 
available to the public a list in alphabetical order of the official and proprietary name of each new 
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animal drug which has been approved for safety and effectiveness before the date of the enactment of 
this subsection.

(ii) Every 30 days after the publication of the first list under clause (i) the Secretary shall revise the list 
to include each new animal drug which has been approved for safety and effectiveness under subsection 
(c) during the 30 day period.

(iii) When patent information submitted under subsection (b)(1) or (c)(3) respecting a new animal drug 
included on the list is to be published by the Secretary, the Secretary shall, in revisions made under 
clause (ii), include such information for such drug.

(B) A new animal drug approved for safety and effectiveness before the date of the enactment of this 
subsection or approved for safety and effectiveness under subsection (c) shall, for purposes of this subsection, 
be considered to have been published under subparagraph (A) on the date of its approval or the date of 
enactment, whichever is later.

(C) If the approval of a new animal drug was withdrawn or suspended under subsection (c)(2)(G) or for 
grounds described in subsection (e) or if the Secretary determines that a drug has been withdrawn from 
sale for safety or effectiveness reasons, it may not be published in the list under subparagraph (A) or, if the 
withdrawal or suspension occurred after its publication in such list, it shall be immediately removed from 
such list —

(i) for the same period as the withdrawal or suspension under subsection (c)(2)(G) or (e), or

(ii) if the listed drug has been withdrawn from sale, for the period of withdrawal from sale or, if earlier, 
the period ending on the date the Secretary determines that the withdrawal from sale is not for safety 
or effectiveness reasons.

 A notice of the removal shall be published in the Federal Register.

(5) If an application contains the information required by clauses (A), (G), and (H) of subsection (b)(1) and such 
information —

(A) is relied on by the applicant for the approval of the application, and

(B) is not information derived either from investigations, studies, or tests conducted by or for the applicant 
or for which the applicant had obtained a right of reference or use from the person by or for whom the 
investigations, studies, or tests were conducted,

 such application shall be considered to be an application filed under subsection (b)(2).

(o) For purposes of this section, the term “patent” means a patent issued by the United States Patent and Trademark 
Office.

(p) — 

(1) Safety and effectiveness data and information which has been submitted in an application filed under 
subsection (b)(1) or section 571(a) for a drug and which has not previously been disclosed to the public shall be 
made available to the public, upon request, unless extraordinary circumstances are shown —

(A) if no work is being or will be undertaken to have the application approved,

(B) if the Secretary has determined that the application is not approvable and all legal appeals have been 
exhausted,

(C) if approval of the application under subsection (c) is withdrawn and all legal appeals have been exhausted,

(D) if the Secretary has determined that such drug is not a new drug, or

(E) upon the effective date of the approval of the first application filed under subsection (b)(2) which refers 
to such drug or upon the date upon which the approval of an application filed under subsection (b)(2) which 
refers to such drug could be made effective if such an application had been filed.

(2) Any request for data and information pursuant to paragraph (1) shall include a verified statement by the 
person making the request that any data or information received under such paragraph shall not be disclosed by 
such person to any other person —

(A) for the purpose of, or as part of a plan, scheme, or device for, obtaining the right to make, use, or market, 
or making, using, or marketing, outside the United States, the drug identified in the application filed under 
subsection (b)(1) or section 571(a), and
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(B) without obtaining from any person to whom the data and information are disclosed an identical verified 
statement, a copy of which is to be provided by such person to the Secretary, which meets the requirements 
of this paragraph.

(q) Date of approVal in the Case of reCoMMenDeD Controls unDer the Csa

(1) in general. — In the case of an application under subsection (b) with respect to a drug for which the 
Secretary provides notice to the sponsor that the Secretary intends to issue a scientific and medical evaluation 
and recommend controls under the Controlled Substances Act, approval of such application shall not take effect 
until the interim final rule controlling the drug is issued in accordance with section 201(j) of the Controlled 
Substances Act.

(2) Date of approVal. — For purposes of this section, with respect to an application described in paragraph (1), 
the term “date of approval” shall mean the later of—

(A) the date an application under subsection (b) is approved under subsection (c); or

(B) the date of issuance of the interim final rule controlling the drug.

seC. 513. [360c] ClassifiCation of DeViCes intenDeD for huMan use.

(a) DeViCe Classes. —

(1) There are established the following classes of devices intended for human use:

(A) Class I, general Controls. —

(i) A device for which the controls authorized by or under section 501, 502, 510, 516, 518, 519, or 520 
or any combination of such sections are sufficient to provide reasonable assurance of the safety and 
effectiveness of the device.

(ii) A device for which insufficient information exists to determine that the controls referred to in clause

(iii) are sufficient to provide reasonable assurance of the safety and effectiveness of the device or to 
establish special controls to provide such assurance, but because it —

(I) is not purported or represented to be for a use in supporting or sustaining human life or for a use 
which is of substantial importance in preventing impairment of human health, and

(II) does not present a potential unreasonable risk of illness or injury, is to be regulated by the 
controls referred to in clause (i).

(B) Class II, speCial Controls. — A device which cannot be classified as a class I device because 
the general controls by themselves are insufficient to provide reasonable assurance of the safety and 
effectiveness of the device, and for which there is sufficient information to establish special controls to 
provide such assurance, including the promulgation of performance standards, postmarket surveillance, 
patient registries, development and dissemination of guidelines (including guidelines for the submission of 
clinical data in premarket notification submissions in accordance with section 510(k)), recommendations, 
and other appropriate actions as the Secretary deems necessary to provide such assurance. For a device 
that is purported or represented to be for a use in supporting or sustaining human life, the Secretary shall 
examine and identify the special controls, if any, that are necessary to provide adequate assurance of safety 
and effectiveness and describe how such controls provide such assurance.

(C) Class III, PreMarket approVal. — A device which because —

(i) it

(I) cannot be classified as a class I device because insufficient information exists to determine that 
the application of general controls are sufficient to provide reasonable assurance of the safety and 
effectiveness of the device, and

(II) cannot be classified as a class II device because insufficient information exists to determine 
that the special controls described in subparagraph (B) would provide reasonable assurance of its 
safety and effectiveness, and

(ii) —

(I) is purported or represented to be for a use in supporting or sustaining human life or for a use 
which is of substantial importance in preventing impairment of human health, or

(II) presents a potential unreasonable risk of illness or injury,
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 is to be subject, in accordance with section 515, to premarket approval to provide reasonable assurance of 
its safety and effectiveness.

 If there is not sufficient information to establish a performance standard for a device to provide reasonable 
assurance of its safety and effectiveness, the Secretary may conduct such activities as may be necessary to 
develop or obtain such information.

(2) For purposes of this section and sections 514 and 515, the safety and effectiveness of a device are to be 
determined —

(A) with respect to the persons for whose use the device is represented or intended,

(B) with respect to the conditions of use prescribed, recommended, or suggested in the labeling of the 
device, and

(C) weighing any probable benefit to health from the use of the device against any probable risk of injury 
or illness from such use.

(3) —

(A) Except as authorized by subparagraph (B), the effectiveness of a device is, for purposes of this section 
and sections 514 and 515, to be determined, in accordance with regulations promulgated by the Secretary, 
on the basis of well-controlled investigations, including 1 or more clinical investigations where appropriate, 
by experts qualified by training and experience to evaluate the effectiveness of the device, from which 
investigations it can fairly and responsibly be concluded by qualified experts that the device will have 
the effect it purports or is represented to have under the conditions of use prescribed, recommended, or 
suggested in the labeling of the device.

(B) If the Secretary determines that there exists valid scientific evidence (other than evidence derived from 
investigations described in subparagraph (A)) —

(i) which is sufficient to determine the effectiveness of a device, and

(ii) from which it can fairly and responsibly be concluded by qualified experts that the device will have 
the effect it purports or is represented to have under the conditions of use prescribed, recommended, or 
suggested in the labeling of the device,

 then, for purposes of this section and sections 514 and 515, the Secretary may authorize the effectiveness of 
the device to be determined on the basis of such evidence.

(C) In making a determination of a reasonable assurance of the effectiveness of a device for which an 
application under section 515 has been submitted, the Secretary shall consider whether the extent of data 
that otherwise would be required for approval of the application with respect to effectiveness can be reduced 
through reliance on postmarket controls.

(D) —

(i) The Secretary, upon the written request of any person intending to submit an application under 
section 515, shall meet with such person to determine the type of valid scientific evidence (within the 
meaning of subparagraphs (A) and (B)) that will be necessary to demonstrate for purposes of approval 
of an application the effectiveness of a device for the conditions of use proposed by such person. The 
written request shall include a detailed description of the device, a detailed description of the proposed 
conditions of use of the device, a proposed plan for determining whether there is a reasonable assurance 
of effectiveness, and, if available, information regarding the expected performance from the device. 
Within 30 days after such meeting, the Secretary shall specify in writing the type of valid scientific 
evidence that will provide a reasonable assurance that a device is effective under the conditions of use 
proposed by such person.

(ii) Any clinical data, including one or more well-controlled investigations, specified in writing by 
the Secretary for demonstrating a reasonable assurance of device effectiveness shall be specified 
as a result of a determination by the Secretary that such data are necessary to establish device 
effectiveness. The Secretary shall consider, in consultation with the applicant, the least burdensome 
appropriate means of evaluating device effectiveness that would have a reasonable likelihood of 
resulting in approval.
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(iii) For purposes of clause (ii), the term “necessary” means the minimum required information that 
would support a determination by the Secretary that an application provides reasonable assurance of the 
effectiveness of the device.

(iv) Nothing in this subparagraph shall alter the criteria for evaluating an application for premarket 
approval of a device.

(v) The determination of the Secretary with respect to the specification of valid scientific evidence 
under clauses (i) and (ii) shall be binding upon the Secretary, unless such determination by the Secretary 
could be contrary to the public health.

(b) ClassifiCation; ClassifiCation panels. —

(1) For purposes of —

(A) determining which devices intended for human use should be subject to the requirements of general 
controls, performance standards, or premarket approval, and

(B) providing notice to the manufacturers and importers of such devices to enable them to prepare for the 
application of such requirements to devices manufactured or imported by them,

 the Secretary shall classify all such devices (other than devices classified by subsection (f)) into the classes 
established by subsection (a). For the purpose of securing recommendations with respect to the classification 
of devices, the Secretary shall establish panels of experts or use panels of experts established before the date of 
the enactment of this section, or both. Section 14 of the Federal Advisory Committee Act shall not apply to the 
duration of a panel established under this paragraph.

(2) The Secretary shall appoint to each panel established under paragraph (1) persons who are qualified by 
training and experience to evaluate the safety and effectiveness of the devices to be referred to the panel and who, 
to the extent feasible, possess skill in the use of, or experience in the development, manufacture, or utilization of, 
such devices. The Secretary shall make appointments to each panel so that each panel shall consist of members 
with adequately diversified expertise in such fields as clinical and administrative medicine, engineering, 
biological and physical sciences, and other related professions. In addition, each panel shall include as nonvoting 
members a representative of consumer interests and a representative of interests of the device manufacturing 
industry. Scientific, trade, and consumer organizations shall be afforded an opportunity to nominate individuals 
for appointment to the panels. No individual who is in the regular full-time employ of the United States and 
engaged in the administration of this Act may be a member of any panel. The Secretary shall designate one of the 
members of each panel to serve as chairman thereof.

(3) Panel members (other than officers or employees of the United States), while attending meetings or 
conferences of a panel or otherwise engaged in its business, shall be entitled to receive compensation at rates 
to be fixed by the Secretary, but not at rates exceeding the daily equivalent of the rate in effect for grade GS–18 
of the General Schedule, for each day so engaged, including traveltime; and while so serving away from their 
homes or regular places of business each member may be allowed travel expenses (including per diem in lieu of 
subsistence) as authorized by section 5703 of title 5, United States Code, for persons in the Government service 
employed intermittently.

(4) The Secretary shall furnish each panel with adequate clerical and other necessary assistance.

(5)

(A) Classification panels covering each type of device shall be scheduled to meet at such times as may be 
appropriate for the Secretary to meet applicable statutory deadlines.

(B) When a device is specifically the subject of a review by a classification panel, the Secretary shall—

(i) ensure that adequate expertise is represented on the classification panel to assess—

(I) the disease or condition which the device is intended to cure, treat, mitigate, prevent, or diagnose; 
and

(II) the technology of the device; and

(ii) provide an opportunity for the person whose device is specifically the subject of a panel review to 
provide recommendations on the expertise needed among the voting members of the panel.

05_FDCA_05_Part01.indd   232 29/01/18   11:47 AM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 513 [360c]

 STATUTORY SUPPLEMENT 233

(C) For the purposes of subparagraph (B)(i), the term “adequate expertise” means that the membership of 
the classification panel includes—

(i) two or more voting members, with a speciality or other expertise clinically relevant to the device 
under review; and

(ii) at least one voting member who is knowledgeable about the technology of the device.

(D) The Secretary shall provide an annual opportunity for patients, representatives of patients, and sponsors 
of medical device submissions medical devices that may be specifically the subject of a review by a 
classification panel to provide recommendations for individuals with appropriate expertise to fill voting 
member positions on classification panels.

(6) —

(A) Any person whose device is specifically the subject of review by a classification panel shall have,

(i) the same access to data and information submitted to a classification panel (except for data and 
information that are not available for public disclosure under section 552 of title 5, United States Code) 
as the Secretary;

(ii) the opportunity to submit, for review by a classification panel, information that is based on the 
data or information provided in the application submitted under section 515 by the person, which 
information shall be submitted to the Secretary for prompt transmittal to the classification panel; 
and

(iii) the same opportunity as the Secretary to participate in meetings of the panel, including, subject 
to the discretion of the panel chairperson, by designating a representative who will be provided a time 
during the panel meeting to address the panel for the purpose of correcting misstatements of fact or 
providing clarifying information, and permitting the person or representative to call on experts within 
the person’s organization to address such specific issues in the time provided.

(B) 

(i) Any meeting of a classification panel with respect to the review of a device shall—

(I) provide adequate time for initial presentations by the person whose device is specifically the 
subject of such review and by the Secretary; and 

(II) encourage free and open participation by all interested persons.

(ii) Following the initial presentations described in clause (i), the panel may—

(I) Pose questions to a designated representative described in subparagraph (A)(iii); and

(II) consider the responses to such questions in the panel’s review of the device.

(7) After receiving from a classification panel the conclusions and recommendations of the panel on a matter 
that the panel has reviewed, the Secretary shall review the conclusions and recommendations, shall make a final 
decision on the matter in accordance with section 515(d)(2), and shall notify the affected persons of the decision 
in writing and, if the decision differs from the conclusions and recommendations of the panel, shall include the 
reasons for the difference.

(8) A classification panel under this subsection shall not be subject to the annual chartering and annual report 
requirements of the Federal Advisory Committee Act.

(9) The Secretary shall classify an accessory under this section based on the intended use of the accessory, 
notwithstanding the classification of any other device with which such accessory is intended to be used.

(c) ClassifiCation panel organization anD operation. —

(1) The Secretary shall organize the panels according to the various fields of clinical medicine and fundamental 
sciences in which devices intended for human use are used. The Secretary shall refer a device to be classified 
under this section to an appropriate panel established or authorized to be used under subsection (b) for its review 
and for its recommendation respecting the classification of the device. The Secretary shall by regulation prescribe 
the procedure to be followed by the panels in making their reviews and recommendations. In making their 
reviews of devices, the panels, to the maximum extent practicable, shall provide an opportunity for interested 
persons to submit data and views on the classification of the devices.
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(2) —

(A) Upon completion of a panel’s review of a device referred to it under paragraph (1), the panel shall, 
subject to subparagraphs (B) and (C), submit to the Secretary its recommendation for the classification of 
the device. Any such recommendation shall

(i) contain

(I) a summary of the reasons for the recommendation,

(II) a summary of the data upon which the recommendation is based, and

(III) an identification of the risks to health (if any) presented by the device with respect to which 
the recommendation is made, and

(ii) to the extent practicable, include a recommendation for the assignment of a priority for the 
application of the requirements of section 514 or 515 to a device recommended to be classified in class 
II or class III.

(B) A recommendation of a panel for the classification of a device in class I shall include a recommendation 
as to whether the device should be exempted from the requirements of section 510, 519, or 520(f).

(C) In the case of a device which has been referred under paragraph (1) to a panel, and which —

(i) is intended to be implanted in the human body or is purported or represented to be for a use in 
supporting or sustaining human life, and

(ii) —

(I) has been introduced or delivered for introduction into interstate commerce for commercial 
distribution before the date of enactment of this section, or

(II) is within a type of device which was so introduced or delivered before such date and is 
substantially equivalent to another device within that type,

 such panel shall recommend to the Secretary that the device be classified in class III unless the panel 
determines that classification of the device in such class is not necessary to provide reasonable assurance 
of its safety and effectiveness. If a panel does not recommend that such a device be classified in class III, it 
shall in its recommendation to the Secretary for the classification of the device set forth the reasons for not 
recommending classification of the device in such class.

(3) The panels shall submit to the Secretary within one year of the date funds are first appropriated for the 
implementation of this section their recommendations respecting all devices of a type introduced or delivered 
for introduction into interstate commerce for commercial distribution before the date of the enactment of this 
section.

(d) ClassifiCation. —

(1) Upon receipt of a recommendation from a panel respecting a device, the Secretary shall publish in the 
Federal Register the panel’s recommendation and a proposed regulation classifying such device and shall provide 
interested persons an opportunity to submit comments on such recommendation and the proposed regulation. 
After reviewing such comments, the Secretary shall, subject to paragraph (2), by regulation classify such device.

(2) —

(A) A regulation under paragraph (1) classifying a device in class I shall prescribe which, if any, of the 
requirements of section 510, 519 or 520(f) shall not apply to the device. A regulation which makes a 
requirement of section 510, 519, or 520(f) inapplicable to a device shall be accompanied by a statement of 
the reasons of the Secretary for making such requirement inapplicable.

(B) A device described in subsection (c)(2)(C) shall be classified in class III unless the Secretary determines 
that classification of the device in such class is not necessary to provide reasonable assurance of its safety 
and effectiveness. A proposed regulation under paragraph (1) classifying such a device in a class other 
than class III shall be accompanied by a full statement of the reasons of the Secretary (and supporting 
documentation and data) for not classifying such device in such class and an identification of the risks to 
health (if any) presented by such device.

(3) In the case of devices classified in class II and devices classified under this subsection in class III and 
described in section 515(b)(1) the Secretary may establish priorities which, in his discretion, shall be used in 
applying sections 514 and 515, as appropriate, to such devices.
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(e) ClassifiCation Changes. —

(1) —

(A) —

(i) Based on new information respecting a device, the Secretary may, upon the initiative of the Secretary 
or upon petition of an interested person, change the classification of such device, and revoke, on account 
of the change in classification, any regulation or requirement in effect under section 514 or 515 with 
respect to such device, by administrative order published in the Federal Register following publication 
of a proposed reclassification order in the Federal Register, a meeting of a device classification panel 
described in subsection (b), and consideration of comments to a public docket, notwithstanding 
subchapter II of chapter 5 of title 5, United States Code. The proposed reclassification order published 
in the Federal Register shall set forth the proposed reclassification, and a substantive summary of the 
valid scientific evidence concerning the proposed reclassification, including —

(I) the public health benefit of the use of the device, and the nature and, if known, incidence of the 
risk of the device;

(II) in the case of a reclassification from class II to class III, why general controls pursuant to 
subsection (a)(1)(A) and special controls pursuant to subsection (a)(1)(B) together are not sufficient 
to provide a reasonable assurance of safety and effectiveness for such device; and

(III) in the case of reclassification from class III to class II, why general controls pursuant to 
subsection (a)(1)(A) and special controls pursuant to subsection (a)(1)(B) together are sufficient to 
provide a reasonable assurance of safety and effectiveness for such device.

(ii) An order under this subsection changing the classification of a device from Class III to class II may 
provide that such reclassification shall not take effect until the effective date of a performance standard 
established under section 514 for such device.

(B) Authority to issue such administrative order shall not be delegated below the Director of the Center for 
Devices and Radiological Health, acting in consultation with the Commissioner.

(2) By an order issued under paragraph (1), the Secretary may change the classification of a device from 
class III —

(A) to class II if the Secretary determines that special controls would provide reasonable assurance of the 
safety and effectiveness of the device and that general controls would not provide reasonable assurance of 
the safety and effectiveness of the device, or

(B) to class I if the Secretary determines that general controls would provide reasonable assurance of the 
safety and effectiveness of the device.

(f) initial ClassifiCation anD reClassifiCation of Certain DeViCes. —

(1) Any device intended for human use which was not introduced or delivered for introduction into interstate 
commerce for commercial distribution before the date of the enactment of this section is classified in class III 
unless —

(A) the device —

(i) is within a type of device

(I) which was introduced or delivered for introduction into interstate commerce for commercial 
distribution before such date and which is to be classified pursuant to subsection (b), or

(II) which was not so introduced or delivered before such date and has been classified in class I or 
II, and

(ii) is substantially equivalent to another device within such type;

(B) the Secretary in response to a petition submitted under paragraph (3) has classified such device in class 
I or II; or

(C) the device is classified pursuant to a request submitted under paragraph (2).

 A device classified in class III under this paragraph shall be classified in that class until the effective date of an 
order of the Secretary under paragraph (2) or (3) classifying the device in class I or II.
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(2) —

(A) —

(i) Any person who submits a report under section 510(k) for a type of device that has not been previously 
classified under this Act, and that is classified into class III under paragraph (1), may request, after 
receiving written notice of such a classification, the Secretary to classify the device.

(ii) In lieu of submitting a report under section 510(k) and submitting a request for classification under 
clause (i) for a device, if a person determines there is no legally marketed device upon which to base a 
determination of substantial equivalence (as defined in subsection (i)), a person may submit a request 
under this clause for the Secretary to classify the device.

(iii) Upon receipt of a request under clause (i) or (ii), the Secretary shall classify the device subject to 
the request under the criteria set forth in subparagraphs (A) through (C) of subsection (a)(1) within 120 
days.

(iv) Notwithstanding clause (iii), the Secretary may decline to undertake a classification request 
submitted under clause (ii) if the Secretary identifies a legally marketed device that could provide 
a reasonable basis for review of substantial equivalence under paragraph (1), or when the Secretary 
determines that the device submitted is not of low to moderate risk or that general controls would be 
inadequate to control the risks and special controls to mitigate the risks cannot be developed.

(v) The person submitting the request for classification under this subparagraph may recommend to the 
Secretary a classification for the device and shall, if recommending classification in class II, include 
in the request an initial draft proposal for applicable special controls, as described in subsection (a) 
(1)(B), that are necessary, in conjunction with general controls, to provide reasonable assurance of 
safety and effectiveness and a description of how the special controls provide such assurance. Any such 
request shall describe the device and provide detailed information an reasons for the recommended 
classification.

(B) —

(i) The Secretary shall by written order classify the device involved. Such classification shall be the 
initial classification of the device for purposes of paragraph (1) and any device classified under this 
paragraph shall be a predicate device for determining substantial equivalence under paragraph (1).

(ii) A device that remains in Class III under this subparagraph shall be deemed to be adulterated within 
the meaning of section 501(f)(1)(B) until approved under section 515 or exempted from such approval 
under section 520(g).

(C) Within 30 days after the issuance of an order classifying a device under this paragraph, the Secretary 
shall publish a notice in the Federal Register announcing such classification.

(3) —

(A) The Secretary may initiate the reclassification of a device classified into class III under paragraph (1) of 
this subsection or the manufacturer or importer of a device classified under paragraph (1) may petition the 
Secretary (in such form and manner as he shall prescribe) for the issuance of an order classifying the device 
in class I or class II. Within thirty days of the filing of such a petition, the Secretary shall notify the petitioner 
of any deficiencies in the petition which prevent the Secretary from making a decision on the petition.

(B) —

(i) Upon determining that a petition does not contain any deficiency which prevents the Secretary 
from making a decision on the petition, the Secretary may for good cause shown refer the petition to 
an appropriate panel established or authorized to be used under subsection (b). A panel to which such 
a petition has been referred shall not later than ninety days after the referral of the petition make a 
recommendation to the Secretary respecting approval or denial of the petition. Any such recommendation 
shall contain

(I) a summary of the reasons for the recommendation,

(II) a summary of the data upon which the recommendation is based, and

(III) an identification of the risks to health (if any) presented by the device with respect to which 
the petition was filed.
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 In the case of a petition for a device which is intended to be implanted in the human body or which 
is purported or represented to be for a use in supporting or sustaining human life, the panel shall 
recommend that the petition be denied unless the panel determines that the classification in class III of 
the device is not necessary to provide reasonable assurance of its safety and effectiveness. If the panel 
recommends that such petition be approved, it shall in its recommendation to the Secretary set forth its 
reasons for such recommendation.

(ii) The requirements of paragraphs (1) and (2) of subsection (c) (relating to opportunities for 
submission of data and views and recommendations respecting priorities and exemptions from sections 
510, 519, and 520(f)) shall apply with respect to consideration by panels of petitions submitted under 
subparagraph (A).

(C) —

(i) Within ninety days from the date the Secretary receives the recommendation of a panel respecting a 
petition (but not later than 210 days after the filing of such petition) the Secretary shall by order deny or 
approve the petition. If the Secretary approves the petition, the Secretary shall order the classification 
of the device into class I or class II in accordance with the criteria prescribed by subsection (a)(1)(A) or 
(a)(1)(B). In the case of a petition for a device which is intended to be implanted in the human body or 
which is purported or represented to be for a use in supporting or sustaining human life, the Secretary 
shall deny the petition unless the Secretary determines that the classification in class III of the device 
is not necessary to provide reasonable assurance of its safety and effectiveness. An order approving 
such petition shall be accompanied by a full statement of the reasons of the Secretary (and supporting 
documentation and data) for approving the petition and an identification of the risks to health (if any) 
presented by the device to which such order applies.

(ii) The requirements of paragraphs (1) and (2)(A) of subsection (d) (relating to publication of 
recommendations, opportunity for submission of comments, and exemption from sections 510, 519 and 
520(f)) shall apply with respect to action by the Secretary on petitions submitted under subparagraph 
(A).

(4) If a manufacturer reports to the Secretary under section 510(k) that a device is substantially equivalent to 
another device —

(A) which the Secretary has classified as a class III device under subsection (b),

(B) which was introduced or delivered for introduction into interstate commerce for commercial distribution 
before December 1, 1990, and

(C) for which no final regulation requiring premarket approval has been promulgated under section 515(b), 
the manufacturer shall certify to the Secretary that the manufacturer has conducted a reasonable search of all 
information known or otherwise available to the manufacturer respecting such other device and has included 
in the report under section 510(k) a summary of and a citation to all adverse safety and effectiveness data 
respecting such other device and respecting the device for which the section 510(k) report is being made and 
which has not been submitted to the Secretary under section 519. The Secretary may require the manufacturer 
to submit the adverse safety and effectiveness data described in the report.

(5) The Secretary may not withhold a determination of the initial classification of a device under paragraph (1) 
because of a failure to comply with any provision of this Act unrelated to a substantial equivalence decision, 
including a finding that the facility in which the device is manufactured is not in compliance with good 
manufacturing requirements as set forth in regulations of the Secretary under section 520(f) (other than a finding 
that there is a substantial likelihood that the failure to comply with such regulations will potentially present a 
serious risk to human health).

(6) —

(A) Subject to the succeeding subparagraphs of this paragraph, the Secretary shall, by written order, classify 
an accessory under this section based on the risks of the accessory when used as intended and the level of 
regulatory controls necessary to provide a reasonable assurance of safety and effectiveness of the accessory, 
notwithstanding the classification of any other device with which such accessory is intended to be used.

(B) The classification of any accessory distinct from another device by regulation or written order issued 
prior to December 13, 2016, shall continue to apply unless and until the accessory is reclassified by the 
Secretary, notwithstanding the classification of any other device with which such accessory is intended to 
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be used. Nothing in this paragraph shall preclude the Secretary’s authority to initiate the classification of an 
accessory through regulation or written order, as appropriate.

(C) —

(i) In the case of a device intended to be used with an accessory, where the accessory has been included 
in an application for premarket approval of such device under section 515 or a report under section 
510(k) for clearance of such device and the Secretary has not classified such accessory distinctly from 
another device in accordance with subparagraph (A), the person filing the application or report (as 
applicable) at the time such application or report is filed —

(I) may include a written request for the proper classification of the accessory pursuant to 
subparagraph (A);

(II) shall include in any such request such information as may be necessary for the Secretary to 
evaluate, based on the least burdensome approach, the appropriate class for the accessory under 
subsection (a); and

(III) shall, if the request under subclause (I) is requesting classification of the accessory in class II, 
include in the application an initial draft proposal for special controls, if special controls would be 
required pursuant to subsection (a)(1)(B).

(ii) The Secretary’s response under section 515(d) or section 510(n) (as applicable) to an application 
or report described in clause (i) shall also contain the Secretary’s granting or denial of the request for 
classification of the accessory involved.

(iii) The Secretary’s evaluation of an accessory under clause (i) shall constitute an order establishing a 
new classification for such accessory for the specified intended use or uses of such accessory and for 
any accessory with the same intended use or uses as such accessory.

(D) For accessories that have been granted marketing authorization as part of a submission for another 
device with which the accessory involved is intended to be used, through an application for such other device 
under section 515(c), a report under section 510(k), or a request for classification under paragraph (2) of this 
subsection, the following shall apply:

(i) Not later than the date that is one year after the date of enactment of the FDA Reauthorization Act of 
2017 and at least once every 5 years thereafter, and as the Secretary otherwise determines appropriate, 
pursuant to this paragraph, the Secretary shall publish in the Federal Register a notice proposing a list 
of such accessories that the Secretary determines may be suitable for a distinct classification in class 
I and the proposed regulations for such classifications. In developing such list, the Secretary shall 
consider recommendations from sponsors of device submissions and other stakeholders for accessories 
to be included on such list. The notices shall provide for a period of not less than 60 calendar days for 
public comment. Within 180 days after the end of the comment period, the Secretary shall publish in the 
Federal Register a final action classifying such suitable accessories into class I.

(ii) A manufacturer or importer of an accessory that has been granted such marketing authorization may 
submit to the Secretary a written request for the appropriate classification of the accessory based on 
the risks and appropriate level of regulatory controls as described in subparagraph (A), and shall, if the 
request is requesting classification of the accessory in class II, include in the submission an initial draft 
proposal for special controls, if special controls would be required pursuant to subsection (a)(1)(B). Such 
request shall include such information as may be necessary for the Secretary to evaluate, based on the 
least burdensome approach, the appropriate class for the accessory under subsection (a). The Secretary 
shall provide an opportunity for a manufacturer or importer to meet with appropriate personnel of 
the Food and Drug Administration to discuss the appropriate classification of such accessory prior to 
submitting a written request under this clause for classification of the accessory.

(iii) The Secretary shall respond to a request made under clause (ii) not later than 85 calendar days after 
receiving such request by issuing a written order classifying the accessory or denying the request. If 
the Secretary does not agree with the recommendation for classification submitted by the manufacturer 
or importer, the response shall include a detailed description and justification for such determination. 
Within 30 calendar days after granting such a request, the Secretary shall publish a notice in the Federal 
Register announcing such response.
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(E) Nothing in this paragraph may be construed as precluding a manufacturer of an accessory of a new type 
from using the classification process described in subsection (f)(2) to obtain classification of such accessory 
in accordance with the criteria and requirements set forth in that subsection.

(g) inforMation. — Within sixty days of the receipt of a written request of any person for information respecting the 
class in which a device has been classified or the requirements applicable to a device under this Act, the Secretary 
shall provide such person a written statement of the classification (if any) of such device and the requirements of this 
Act applicable to the device.

(h) Definitions. — For purposes of this section and sections 501, 510, 514, 515, 516, 519, and 520 —

(1) a reference to “general controls” is a reference to the controls authorized by or under sections 501, 502, 510, 
516, 518, 519, and 520,

(2) a reference to “class I,” “class II,” or “class III” is a reference to a class of medical devices described in 
subparagraph (A), (B), or (C) of subsection (a)(1), and

(3) a reference to a “panel under section 513” is a reference to a panel established or authorized to be used under 
this section.

(i) substantial equiValenCe. —

(1) —

(A) For purposes of determinations of substantial equivalence under subsection (f) and section 520(1), the 
term “substantially equivalent” or “substantial equivalence” means, with respect to a device being compared 
to a predicate device, that the device has the same intended use as the predicate device and that the Secretary 
by order has found that the device —

(i) has the same technological characteristics as the predicate device, or

(ii) —

(I) has different technological characteristics and the information submitted that the device is 
substantially equivalent to the predicate device contains information, including appropriate clinical 
or scientific data if deemed necessary by the Secretary or a person accredited under section 523, 
that demonstrates that the device is as safe and effective as a legally marketed device, and

(II) does not raise different questions of safety and effectiveness than the predicate device.

(B) For purposes of subparagraph (A), the term “different technological characteristics” means, with respect 
to a device being compared to a predicate device, that there is a significant change in the materials, design, 
energy source, or other features of the device from those of the predicate device.

(C) To facilitate reviews of reports submitted to the Secretary under section 510(k), the Secretary shall 
consider the extent to which reliance on postmarket controls may expedite the classification of devices 
under subsection (f)(1) of this section.

(D) —

(i) Whenever the Secretary requests information to demonstrate that devices with differing technological 
characteristics are substantially equivalent, the Secretary shall only request information that is necessary 
to making substantial equivalence determinations. In making such request, the Secretary shall consider 
the least burdensome means of demonstrating substantial equivalence and request information 
accordingly.

(ii) For purposes of clause (i), the term “necessary” means the minimum required information that 
would support a determination of substantial equivalence between a new device and a predicate device.

(iii) Nothing in this subparagraph shall alter the standard for determining substantial equivalence 
between a new device and a predicate device.

(E) —

(i) Any determination by the Secretary of the intended use of a device shall be based upon the proposed 
labeling submitted in a report for the device under section 510(k). However, when determining 
that a device can be found substantially equivalent to a legally marketed device, the director of the 
organizational unit responsible for regulating devices (in this subparagraph referred to as the “Director”) 
may require a statement in labeling that provides appropriate information regarding a use of the device 
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not identified in the proposed labeling if, after providing an opportunity for consultation with the person 
who submitted such report, the Director determines and states in writing —

(I) that there is a reasonable likelihood that the device will be used for an intended use not identified 
in the proposed labeling for the device; and

(II) that such use could cause harm.

(ii) Such determination shall —

(I) be provided to the person who submitted the report within 10 days from the date of the 
notification of the Director’s concerns regarding the proposed labeling;

(II) specify the limitations on the use of the device not included in the proposed labeling; and

(III) find the device substantially equivalent if the requirements of subparagraph (A) are met and if 
the labeling for such device conforms to the limitations specified in subclause (II).

(iii) The responsibilities of the Director under this subparagraph may not be delegated.

(iv) [Repealed.]

(F) Not later than 270 days after the date of the enactment of the Food and Drug Administration Modernization 
Act of 1997 [November 21, 1997 — Ed.], the Secretary shall issue guidance specifying the general principles 
that the Secretary will consider in determining when a specific intended use of a device is not reasonably 
included within a general use of such device for purposes of a determination of substantial equivalence 
under subsection (f) or section 520(l).

(2) A device may not be found to be substantially equivalent to a predicate device that has been removed from 
the market at the initiative of the Secretary or that has been determined to be misbranded or adulterated by a 
judicial order.

(3) —

(A) As part of a submission under section 510(k) respecting a device, the person required to file a premarket 
notification under such section shall provide an adequate summary of any information respecting safety and 
effectiveness or state that such information will be made available upon request by any person.

(B) Any summary under subparagraph (A) respecting a device shall contain detailed information regarding 
data concerning adverse health effects and shall be made available to the public by the Secretary within 30 
days of the issuance of a determination that such device is substantially equivalent to another device.

(j) training anD oVersight of least burDensoMe requireMents. —

(1) The Secretary shall—

(A) ensure that each employee of the Food and Drug Administration who is involved in the review of 
premarket submissions, including supervisors, receives training regarding the meaning and implementation 
of the least burdensome requirements under subsections (a)(3)(D) and (i)(1)(D) of this section and section 
515(c)(5); and

(B) periodically assess the implementation of the least burdensome requirements, including the employee 
training under subparagraph (A), to ensure that the least burdensome requirements are fully and consistently 
applied.

(2) Not later than 18 months after the date of enactment of the 21st Century Cures Act [December 13, 2016 
—Ed.], the ombudsman for any organizational unit of the Food and Drug Administration responsible for the 
premarket review of devices shall—

(A) conduct an audit of the training described in paragraph (1)(A), including the effectiveness of such 
training in implementing the least burdensome requirements;

(B) include in such audit interviews of persons who are representatives of the device industry regarding their 
experiences in the device premarket review process, including with respect to the application of the least 
burdensome concepts to premarket review and decision-making;

(C) include in such audit a list of the measurement tools the Secretary uses to assess the implementation 
of the least burdensome requirements, including under paragraph (1)(B) and section 517A(a)(3), and may 
also provide feedback on the effectiveness of such tools in the implementation of the least burdensome 
requirements;
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(D) summarize the findings of such audit in a final audit report; and

(E) within 30 calendar days of completion of such final audit report, make such final audit report available—

(i) to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on 
Energy and Commerce of the House of Representatives; and

(ii) on the Internet website of the Food and Drug Administration.

seC. 514. [360d] perforManCe stanDarDs.

(a) proVisions of stanDarDs. —

(1) The special controls required by section 513(a)(1)(B) shall include performance standards for a class II device 
if the Secretary determines that a performance standard is necessary to provide reasonable assurance of the 
safety and effectiveness of the device. A class III device may also be considered a class II device for purposes of 
establishing a standard for the device under subsection (b) if the device has been reclassified as a class II device 
under an administrative order under section 513(e) (or a regulation promulgated under such section prior to the 
date of enactment of the Food and Drug Administration Safety and Innovation Act) but such order (or regulation) 
provides that the reclassification is not to take effect until the effective date of such a standard for the device.

(2) A performance standard established under subsection (b) for a device —

(A) shall include provisions to provide reasonable assurance of its safe and effective performance;

(B) shall, where necessary to provide reasonable assurance of its safe and effective performance, include —

(i) provisions respecting the construction, components, ingredients, and properties of the device and its 
compatibility with power systems and connections to such systems,

(ii) provisions for the testing (on a sample basis or, if necessary, on an individual basis) of the device 
or, if it is determined that no other more practicable means are available to the Secretary to assure the 
conformity of the device to the standard, provisions for the testing (on a sample basis or, if necessary, 
on an individual basis) by the Secretary or by another person at the direction of the Secretary,

(iii) provisions for the measurement of the performance characteristics of the device,

(iv) provisions requiring that the results of each or of certain of the tests of the device required to be 
made under clause (ii) show that the device is in conformity with the portions of the standard for which 
the test or tests were required, and

(v) a provision requiring that the sale and distribution of the device be restricted but only to the extent 
that the sale and distribution of a device may be restricted under a regulation under section 520(e); and

(C) shall, where appropriate, require the use and prescribe the form and content of labeling for the proper 
installation, maintenance, operation, and use of the device.

(3) The Secretary shall provide for periodic evaluation of performance standards established under subsection (b) 
to determine if such standards should be changed to reflect new medical, scientific, or other technological data.

(4) In carrying out his duties under this subsection and subsection (b), the Secretary shall, to the maximum extent 
practicable —

(A) use personnel, facilities, and other technical support available in other Federal agencies,

(B) consult with other Federal agencies concerned with standard-setting and other nationally or internationally 
recognized standard-setting entities, and

(C) invite appropriate participation, through joint or other conferences, workshops, or other means, by 
informed persons representative of scientific, professional, industry, or consumer organizations who in his 
judgment can make a significant contribution.

(b) establishMent of a stanDarD. —

(1) —

(A) The Secretary shall publish in the Federal Register a notice of proposed rulemaking for the establishment, 
amendment, or revocation of any performance standard for a device.

(B) A notice of proposed rulemaking for the establishment or amendment of a performance standard for a 
device shall —
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(i) set forth a finding with supporting justification that the performance standard is appropriate and 
necessary to provide reasonable assurance of the safety and effectiveness of the device,

(ii) set forth proposed findings with respect to the risk of illness or injury that the performance standard 
is intended to reduce or eliminate,

(iii) invite interested persons to submit to the Secretary, within 30 days of the publication of the 
notice, requests for changes in the classification of the device pursuant to section 513(e) based on new 
information relevant to the classification, and

(iv) invite interested persons to submit an existing performance standard for the device, including a 
draft or proposed performance standard, for consideration by the Secretary.

(C) A notice of proposed rulemaking for the revocation of a performance standard shall set forth a finding 
with supporting justification that the performance standard is no longer necessary to provide reasonable 
assurance of the safety and effectiveness of a device.

(D) The Secretary shall provide for a comment period of not less than 60 days.

(2) If, after publication of a notice in accordance with paragraph (1), the Secretary receives a request for a change 
in the classification of the device, the Secretary shall, within 60 days of the publication of the notice, after 
consultation with the appropriate panel under section 513, either deny the request or give notice of an intent to 
initiate such change under section 513(e).

(3) —

(A) After the expiration of the period for comment on a notice of proposed rulemaking published under 
paragraph (1) respecting a performance standard and after consideration of such comments and any report 
from an advisory committee under paragraph (5), the Secretary shall

(i) promulgate a regulation establishing a performance standard and publish in the Federal Register 
findings on the matters referred to in paragraph (1), or

(ii) publish a notice terminating the proceeding for the development of the standard together with the 
reasons for such termination.

 If a notice of termination is published, the Secretary shall (unless such notice is issued because the device is 
a banned device under section 516) initiate a proceeding under section 513(e) to reclassify the device subject 
to the proceeding terminated by such notice.

(B) A regulation establishing a performance standard shall set forth the date or dates upon which the 
standard shall take effect, but no such regulation may take effect before one year after the date of its 
publication unless

(i) the Secretary determines that an earlier effective date is necessary for the protection of the public 
health and safety, or

(ii) such standard has been established for a device which, effective upon the effective date of the 
standard, has been reclassified from class III to class II.

 Such date or dates shall be established so as to minimize, consistent with the public health and safety, 
economic loss to, and disruption or dislocation of, domestic and international trade.

(4) —

(A) The Secretary, upon his own initiative or upon petition of an interested person may by regulation, 
promulgated in accordance with the requirements of paragraphs (1), (2), and (3)(B) of this subsection, 
amend or revoke a performance standard.

(B) The Secretary may declare a proposed amendment of a performance standard to be effective on and 
after its publication in the Federal Register and until the effective date of any final action taken on such 
amendment if he determines that making it so effective is in the public interest. A proposed amendment 
of a performance standard made so effective under the preceding sentence may not prohibit, during the 
period in which it is so effective, the introduction or delivery for introduction into interstate commerce 
of a device which conforms to such standard without the change or changes provided by such proposed 
amendment.
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(5) —

(A) The Secretary —

(i) may on his own initiative refer a proposed regulation for the establishment, amendment, or revocation 
of a performance standard, or

(ii) shall, upon the request of an interested person which demonstrates good cause for referral and 
which is made before the expiration of the period for submission of comments on such proposed 
regulation refer such proposed regulation, to an advisory committee of experts, established pursuant to 
subparagraph (B) for a report and recommendation with respect to any matter involved in the proposed 
regulation which requires the exercise of scientific judgment.

 If a proposed regulation is referred under this subparagraph to an advisory committee, the Secretary shall 
provide the advisory committee with the data and information on which such proposed regulation is based. 
The advisory committee shall, within sixty days of the referral of a proposed regulation and after independent 
study of the data and information furnished to it by the Secretary and other data and information before it, 
submit to the Secretary a report and recommendation respecting such regulation, together with all underlying 
data and information and a statement of the reason or basis for the recommendation. A copy of such report 
and recommendation shall be made public by the Secretary.

(B) The Secretary shall establish advisory committees (which may not be panels under section 513) to 
receive referrals under subparagraph (A). The Secretary shall appoint as members of any such advisory 
committee persons qualified in the subject matter to be referred to the committee and of appropriately 
diversified professional background, except that the Secretary may not appoint to such a committee any 
individual who is in the regular full-time employ of the United States and engaged in the administration of 
this Act. Each such committee shall include as nonvoting members a representative of consumer interests 
and a representative of interests of the device manufacturing industry. Members of an advisory committee 
who are not officers or employees of the United States, while attending conferences or meetings of their 
committee or otherwise serving at the request of the Secretary, shall be entitled to receive compensation 
at rates to be fixed by the Secretary, which rates may not exceed the daily equivalent of the rate in effect 
for grade gs–18 of the General Schedule, for each day (including traveltime) they are so engaged; and 
while so serving away from their homes or regular places of business each member may be allowed travel 
expenses, including per diem in lieu of subsistence, as authorized by section 5703 of title 5 of the United 
States Code for persons in the Government service employed intermittently. The Secretary shall designate 
one of the members of each advisory committee to serve as chairman thereof. The Secretary shall furnish 
each advisory committee with clerical and other assistance, and shall by regulation prescribe the procedures 
to be followed by each such committee in acting on referrals made under subparagraph (A).

(c) reCognition of a stanDarD. —

(1) —

(A) In addition to establishing a performance standard under this section, the Secretary shall, by publication 
in the Federal Register (or, with respect to a susceptibility test interpretive criteria standard under section 
511A, by posting on the Interpretive Criteria Website in accordance with such section), recognize all or part 
of an appropriate standard established by a nationally or internationally recognized standard development 
organization for which a person may submit a declaration of conformity in order to meet a premarket 
submission requirement or other requirement under this Act to which such standard is applicable.

(B) If a person elects to use a standard recognized by the secretary under subparagraph (A) to meet the 
requirements described in such subparagraph, the person shall provide a declaration of conformity to the 
Secretary that certifies that the device is in conformity with such standard. A person may elect to use the 
data, or information, other than data required by a standard recognized under subparagraph (A) to meet any 
requirement regarding devices under this Act.

(C)

(i) Any person may submit a request for recognition under subparagraph (A) of all or part of an 
appropriate standard established by a nationally or internationally recognized standard organization.

(ii) Not later than 60 calendar days after the Secretary receives such a request, the Secretary shall—

(I) make a determination to recognize all, part, or none of the standard that is the subject of the 
request; and
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(II) issue to the person who submitted such request a response in writing that states the Secretary’s 
rationale for that determination, including the scientific, technical, regulatory, or other basis for 
such determination.

(iii) The Secretary shall make a response issued under clause (ii)(II) publicly available, in such a manner 
as the Secretary determines appropriate.

(iv) The Secretary shall take such actions as may be necessary to implement all or part of a standard 
recognized under clause (ii)(I), in accordance with subparagraph (A).

(D) The Secretary shall make publicly available, in such manner as the Secretary determines appropriate, the 
rationale for recognition under subparagraph (A) of all, part, or none of a standard, including the scientific, 
technical, regulatory, or other basis for the decision regarding such recognition.

(2) The Secretary may withdraw such recognition of a standard through publication of a notice in the Federal 
Register if the Secretary determines that the standard is no longer appropriate for meeting a requirement regarding 
devices under this Act.

(3) —

(A) Subject to subparagraph (B), the Secretary shall accept a declaration of conformity that a device is in 
conformity with a standard recognized under paragraph (1) unless the Secretary finds —

(i) that the data or information submitted to support such declaration does not demonstrate that the 
device is in conformity with the standard identified in the declaration of conformity; or

(ii) that the standard identified in the declaration of conformity is not applicable to the particular device 
under review.

(B) The Secretary may request, at any time, the data or information relied on by the person to make a 
declaration of conformity with respect to a standard recognized under paragraph (1).

(C) A person making a declaration of conformity with respect to a standard recognized under paragraph (1) 
shall maintain the data and information demonstrating conformity of the device to the standard for a period 
of two years after the date of the classification or approval of the device by the Secretary or a period equal 
to the expected design life of the device, whichever is longer.

(4) The Secretary shall provide to all employees of the Food and Drug Administration who review premarket 
submissions for devices periodic training on the concept and use of recognized standards for purposes of meeting 
a premarket submission requirement or other applicable requirement under this Act, including standards relevant 
to an employee’s area of device review.

(d) pilot aCCreDitation sCheMe for ConforMity assessMent.— 

(1) in general.—The Secretary shall establish a pilot program under which—

(A) testing laboratories may be accredited, by accreditation bodies meeting criteria specified by the Secretary, 
to assess the conformance of a device with certain standards recognized under this section; and

(B) subject to paragraph (2), determinations by testing laboratories so accredited that a device conforms 
with such standard or standards shall be accepted by the Secretary for purposes of demonstrating such 
conformity under this section unless the Secretary finds that a particular such determination shall not be so 
accepted. 

(2) seCretarial reView of aCCreDiteD laboratory DeterMinations. — The Secretary may —

(A) review determinations by testing laboratories accredited pursuant to this subsection, including by 
conducting periodic audits of such determinations or processes of accredited bodies or testing laboratories 
and, following such review, taking additional measures under this Act, such as suspension or withdrawal of 
accreditation of such testing laboratory under paragraph (1)(A) or requesting additional information with 
respect to such device, as the Secretary determines appropriate; and

(B) if the Secretary becomes aware of information materially bearing on safety or effectiveness of a 
device assessed for conformity by a testing laboratory so accredited, take such additional measures under 
this Act as the Secretary determines appropriate, such as suspension or withdrawal of accreditation of 
such testing laboratory under paragraph (1)(A), or requesting additional information with regard to such 
device. 
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(3) iMpleMentation anD reporting. — 

(A) publiC Meeting. — The Secretary shall publish in the Federal Register a notice of a public meeting to be 
held no later than September 30, 2018, to discuss and obtain input and recommendations from stakeholders 
regarding the goals and scope of, and a suitable framework and procedures and requirements for, the pilot 
program under this subsection. 

(B) pilot prograM guiDanCe. — The Secretary shall —

(i) not later than September 30, 2019, issue draft guidance regarding the goals and implementation of 
the pilot program under this subsection; and

(ii) not later than September 30, 2021, issue final guidance with respect to the implementation of such 
program. 

(C) pilot prograM initiation.—Not later than September 30, 2020, the Secretary shall initiate the pilot 
program under this subsection. 

(D) report.—The Secretary shall make available on the internet website of the Food and Drug Administration 
an annual report on the progress of the pilot program under this subsection. 

(4) sunset.—As of October 1, 2022—

(A) the authority for accreditation bodies to accredit testing laboratories pursuant to paragraph (1)(A) shall 
cease to have force or effect;

(B) the Secretary—

(i) may not accept a determination pursuant to paragraph (1)(B) made by a testing laboratory after such 
date; and

(ii) may accept such a determination made prior to such date;

(C) except for purposes of accepting a determination described in subparagraph (B)(ii), the Secretary 
shall not continue to recognize the accreditation of testing laboratories accredited under paragraph (1)
(A); and

(D) the Secretary may take actions in accordance with paragraph (2) with respect to the determinations made 
prior to such date and recognition of the accreditation of testing laboratories pursuant to determinations 
made prior to such date.

seC. 515. [360e] preMarket approVal.

(a) general requireMent. — A class III device —

(1) which is subject to an order issued under subsection (b) (or a regulation promulgated under such subsection 
prior to the date of enactment of the Food and Drug Administration Safety and Innovation Act); or

(2) which is a class III device because of section 513(f),

 is required to have, unless exempt under section 520(g), an approval under this section of an application for premarket 
approval or, as applicable, an approval under subsection (c)(2) of a report seeking premarket approval.

(b) orDer to require preMarket approVal. —

(1) In the case of a class III device which —

(A) was introduced or delivered for introduction into interstate commerce for commercial distribution before 
the date of enactment of this section; or

(B) is

(i) of a type so introduced or delivered, and

(ii) is substantially equivalent to another device within that type;

 the Secretary shall by administrative order following publication of a proposed order in the Federal Register, a 
meeting of a device classification panel described in section 513(b), and consideration of comments from all 
affected stakeholders, including patients, payors, and providers, notwithstanding subchapter II of chapter 5 of 
title 5, United States Code, require that such device have an approval under this section of an application for 
premarket approval. Authority to issue such administrative order shall not be delegated below the Director of the 
Center for Devices and Radiological Health, acting in consultation with the Commissioner.
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(2) A proposed order required under paragraph (1) shall contain —

(A) the proposed order;

(B) proposed findings with respect to the degree of risk of illness or injury designed to be eliminated or 
reduced by requiring the device to have an approved application for premarket approval and the benefit to 
the public from use of the device;

(C) opportunity for the submission of comments on the proposed order and the proposed findings; and

(D) opportunity to request a change in the classification of the device based on new information relevant to 
the classification of the device.

(3) After the expiration of the period for comment on a proposed order and proposed findings published under 
paragraph (2), consideration of comments submitted on such proposed order and findings and a meeting of a 
device classification panel described in section 513(b), the Secretary shall

(A) issue an administrative order under paragraph (1) and publish in the Federal Register findings on the 
matters referred to in paragraph (2)(B), or

(B) publish a notice terminating the proceeding for the issuance of the administrative order together with the 
reasons for such termination. If a notice of termination is published, the Secretary shall (unless such notice 
is issued because the device is a banned device under section 516) initiate a proceeding under section 513(e) 
to reclassify the device subject to the proceeding terminated by such notice.

(c) appliCation for preMarket approVal. —

(1) Any person may file with the Secretary an application for premarket approval for a class III device. Such an 
application for a device shall contain —

(A) full reports of all information, published or known to or which should reasonably be known to the 
applicant, concerning investigations which have been made to show whether or not such device is safe and 
effective;

(B) a full statement of the components, ingredients, and properties and of the principle or principles of 
operation, of such device;

(C) a full description of the methods used in, and the facilities and controls used for, the manufacture, 
processing, and, when relevant, packing and installation of, such device;

(D) an identifying reference to any performance standard under section 514 which would be applicable 
to any aspect of such device if it were a class II device, and either adequate information to show that 
such aspect of such device fully meets such performance standard or adequate information to justify any 
deviation from such standard;

(E) such samples of such device and of components thereof as the Secretary may reasonably require, except 
that where the submission of such samples is impracticable or unduly burdensome, the requirement of this 
subparagraph may be met by the submission of complete information concerning the location of one or more 
such devices readily available for examination and testing;

(F) specimens of the labeling proposed to be used for such device;

(G) the certification required under section 402(j)(5)(B) of the Public Health Service Act (which shall not 
be considered an element of such application); and

(H) such other information relevant to the subject matter of the application as the Secretary, with the 
concurrence of the appropriate panel under section 513, may require.

(2) —

(A) Any person may file with the Secretary a report seeking premarket approval for a class III device 
referred to in subsection (a) that is a reprocessed single-use device. Such a report shall contain the following:

(i) The device name, including both the trade or proprietary name and the common or usual name.

(ii) The establishment registration number of the owner or operator submitting the report.

(iii) Actions taken to comply with performance standards under section 514.

(iv) Proposed labels, labeling, and advertising sufficient to describe the device, its intended use, and 
directions for use.
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(v) Full reports of all information, published or known to or which should be reasonably known to the 
applicant, concerning investigations which have been made to show whether or not the device is safe 
or effective.

(vi) A description of the device’s components, ingredients, and properties.

(vii) A full description of the methods used in, and the facilities and controls used for, the reprocessing 
and packing of the device.

(viii) Such samples of the device that the Secretary may reasonably require.

(ix) A financial certification or disclosure statement or both, as required by part 54 of title 21, Code of 
Federal Regulations.

(x) A statement that the applicant believes to the best of the applicant’s knowledge that all data and 
information submitted to the Secretary are truthful and accurate and that no material fact has been 
omitted in the report.

(xi) Any additional data and information, including information of the type required in paragraph (1) for 
an application under such paragraph, that the Secretary determines is necessary to determine whether 
there is reasonable assurance of safety and effectiveness for the reprocessed device.

(xii) Validation data described in section 510(o)(1)(A) that demonstrates that the reasonable assurance 
of the safety or effectiveness of the device will remain after the maximum number of times the device 
is reprocessed as intended by the person submitting such report.

(B) In the case of a class III device referred to in subsection (a) that is a reprocessed single-use device:

(i) Subparagraph (A) of this paragraph applies in lieu of paragraph (1).

(ii) Subject to clause (i), the provisions of this section apply to a report under subparagraph (A) to the 
same extent and in the same manner as such provisions apply to an application under paragraph (1).

(iii) Each reference in other sections of this Act to an application under this section, other than such a 
reference in section 737 or 738, shall be considered to be a reference to a report under subparagraph 
(A).

(iv) Each reference in other sections of this Act to a device for which an application under this section 
has been approved, or has been denied, suspended, or withdrawn, other than such a reference in section 
737 or 738, shall be considered to be a reference to a device for which a report under subparagraph (A) 
has been approved, or has been denied, suspended, or withdrawn, respectively.

(3) Upon receipt of an application meeting the requirements set forth in paragraph (1), the Secretary —

(A) may on the Secretary’s own initiative, or

(B) shall, upon the request of an applicant unless the Secretary finds that the information in the application 
which would be reviewed by a panel substantially duplicates information which has previously been reviewed 
by a panel appointed under section 513,

 refer such application to the appropriate panel under section 513 for study and for submission (within such 
period as he may establish) of a report and recommendation respecting approval of the application, together 
with all underlying data and the reasons or basis for the recommendation. Where appropriate, the Secretary shall 
ensure that such panel includes, or consults with, one or more pediatric experts.

(4) —

(A) Prior to the submission of an application under this subsection, the Secretary shall accept and review any 
portion of the application that the applicant and the Secretary agree is complete, ready, and appropriate for 
review, except that such requirement does not apply, and the Secretary has discretion whether to accept and 
review such portion, during any period in which, under section 738(h) 738(g), the Secretary does not have 
the authority to collect fees under section 738(a).

(B) Each portion of a submission reviewed under subparagraph (A) and found acceptable by the Secretary 
shall not be further reviewed after receipt of an application that satisfies the requirements of paragraph (1), 
unless a significant issue of safety or effectiveness provides the Secretary reason to review such accepted 
portion.

(C) Whenever the Secretary determines that a portion of a submission under subparagraph (A) is unacceptable, 
the Secretary shall, in writing, provide to the applicant a description of any deficiencies in such portion and 
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identify the information that is required to correct these deficiencies, unless the applicant is no longer 
pursuing the application and such application shall include the certification required under section 402(j)(5) 
(B) of the Public Health Service Act (which shall not be considered an element of such application).

(5) —

(A) In requesting additional information with respect to an application under this section, the Secretary shall 
consider the least burdensome appropriate means necessary to demonstrate a reasonable assurance of device 
safety and effectiveness.

(B) For purposes of subparagraph (A), the term “necessary” means the minimum required information that 
would support a determination by the Secretary that an application provides a reasonable assurance of the 
safety and effectiveness of the device.

(C) For purposes of this paragraph, the Secretary shall consider the role of postmarket information in 
determining the least burdensome means of demonstrating a reasonable assurance of device safety and 
effectiveness.

(D) Nothing in this paragraph alters the standards for premarket approval of a device.

(d) aCtion on an appliCation for preMarket approVal. —

(1) —

(A) As promptly as possible, but in no event later than one hundred and eighty days after the receipt of an 
application under subsection (c) (except as provided in section 520(1)(3)(D)(ii) or unless, in accordance 
with subparagraph (B)(i), an additional period as agreed upon by the Secretary and the applicant), the 
Secretary, after considering the report and recommendation submitted under paragraph (2) of such 
subsection, shall —

(i) issue an order approving the application if he finds that none of the grounds for denying approval 
specified in paragraph (2) of this subsection applies; or

(ii) deny approval of the application if he finds (and sets forth the basis for such finding as part of 
or accompanying such denial) that one or more grounds for denial specified in paragraph (2) of this 
subsection apply.

 In making the determination whether to approve or deny the application, the Secretary shall rely on the 
conditions of use included in the proposed labeling as the basis for determining whether or not there is a 
reasonable assurance of safety and effectiveness, if the proposed labeling is neither false nor misleading. 
In determining whether or not such labeling is false or misleading, the Secretary shall fairly evaluate all 
material facts pertinent to the proposed labeling.

(B) —

(i) The Secretary may not enter into an agreement to extend the period in which to take action with 
respect to an application submitted for a device subject to a regulation promulgated under subsection (b) 
unless he finds that the continued availability of the device is necessary for the public health.

(ii) An order approving an application for a device may require as a condition to such approval that the 
sale and distribution of the device be restricted but only to the extent that the sale and distribution of a 
device may be restricted under a regulation under section 520(e).

(iii) The Secretary shall accept and review statistically valid and reliable data and any other information 
from investigations conducted under the authority of regulations required by section 520(g) to make a 
determination of whether there is a reasonable assurance of safety and effectiveness of a device subject 
to a pending application under this section if —

(I) the data or information is derived from investigations of an earlier version of the device, the 
device has been modified during or after the investigation (but prior to submission of an application 
under subsection (c)) and such a modification of the device does not constitute a significant change 
in the design or in the basic principles of operation of the device that would invalidate the data or 
information; or

(II) the data or information relates to a device approved under this section, is available for use 
under this Act, and is relevant to the design and intended use of the device for which the application 
is pending.
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(2) The Secretary shall deny approval of an application for a device if, upon the basis of the information submitted 
to the Secretary as part of the application and any other information before him with respect to such device, the 
Secretary finds that —

(A) there is a lack of a showing of reasonable assurance that such device is safe under the conditions of use 
prescribed, recommended, or suggested in the proposed labeling thereof;

(B) there is a lack of a showing of reasonable assurance that the device is effective under the conditions of 
use prescribed, recommended, or suggested in the proposed labeling thereof;

(C) the methods used in, or the facilities or controls used for, the manufacture, processing, packing, or 
installation of such device do not conform to the requirements of section 520(f);

(D) based on a fair evaluation of all material facts, the proposed labeling is false or misleading in any 
particular; or

(E) such device is not shown to conform in all respects to a performance standard in effect under section 
514 compliance with which is a condition to approval of the application and there is a lack of adequate 
information to justify the deviation from such standard.

 Any denial of an application shall, insofar as the Secretary determines to be practicable, be accompanied by a 
statement informing the applicant of the measures required to place such application in approvable form (which 
measures may include further research by the applicant in accordance with one or more protocols prescribed by 
the Secretary).

(3) —

(A) —

(i) The Secretary shall, upon the written request of an applicant, meet with the applicant, not later than 
100 days after the receipt of an application that has been filed as complete under subsection (c), to 
discuss the review status of the application.

(ii) The Secretary shall, in writing and prior to the meeting, provide to the applicant a description of 
any deficiencies in the application that, at that point, have been identified by the Secretary based on 
an interim review of the entire application and identify the information that is required to correct those 
deficiencies.

(iii) The Secretary shall notify the applicant promptly of —

(I) any additional deficiency identified in the application, or

(II) any additional information required to achieve completion of the review and final action on 
the application,

 that was not described as a deficiency in the written description provided by the Secretary under clause (ii).

(B) The Secretary and the applicant may, by mutual consent, establish a different schedule for a meeting 
required under this paragraph.

(4) An applicant whose application has been denied approval may, by petition filed on or before the thirtieth 
day after the date upon which he receives notice of such denial, obtain review thereof in accordance with 
either paragraph (1) or (2) of subsection (g), and any interested person may obtain review, in accordance with 
paragraph (1) or (2) of subsection (g), of an order of the Secretary approving an application.

(5) —

(A) —

(i) A supplemental application shall be required for any change to a device subject to an approved 
application under this subsection that affects safety or effectiveness, unless such change is a modification 
in a manufacturing procedure or method of manufacturing and the holder of the approved application 
submits a written notice to the Secretary that describes in detail the change, summarizes the data or 
information supporting the change, and informs the Secretary that the change has been made under the 
requirements of section 520(f).

(ii) The holder of an approved application who submits a notice under clause (i) with respect to 
a manufacturing change of a device may distribute the device 30 days after the date on which the 

05_FDCA_05_Part01.indd   249 29/01/18   11:47 AM



§ 515 [360e] Federal Food, Drug, and Cosmetic Act

250 FOOD AND DRUG LAW INSTITUTE

Secretary receives the notice, unless the Secretary within such 30-day period notifies the holder 
that the notice is not adequate and describes such further information or action that is required 
for acceptance of such change. If the Secretary notifies the holder that a supplemental application 
is required, the Secretary shall review the supplement within 135 days after the receipt of the 
supplement. The time used by the Secretary to review the notice of the manufacturing change shall 
be deducted from the 135-day review period if the notice meets appropriate content requirements for 
premarket approval supplements.

(B) —

(i) Subject to clause (ii), in reviewing a supplement to an approved application, for an incremental 
change to the design of a device that affects safety or effectiveness, the Secretary shall approve such 
supplement if —

(I) nonclinical data demonstrate that the design modification creates the intended additional 
capacity, function, or performance of the device; and

(II) clinical data from the approved application and any supplement to the approved application 
provide a reasonable assurance of safety and effectiveness for the changed device.

(ii) The Secretary may require, when necessary, additional clinical data to evaluate the design 
modification of the device to provide a reasonable assurance of safety and effectiveness.

(e) withDrawal anD teMporary suspension of approVal of appliCation. —

(1) The Secretary shall, upon obtaining, where appropriate, advice on scientific matters from a panel or panels 
under section 513, and after due notice and opportunity for informal hearing to the holder of an approved 
application for a device, issue an order withdrawing approval of the application if the Secretary finds—

(A) that such device is unsafe or ineffective under the conditions of use prescribed, recommended, or 
suggested in the labeling thereof;

(B) on the basis of new information before him with respect to such device, evaluated together with the 
evidence available to him when the application was approved, that there is a lack of a showing of reasonable 
assurance that the device is safe or effective under the conditions of use prescribed, recommended, or 
suggested in the labeling thereof;

(C) that the application contained or was accompanied by an untrue statement of a material fact;

(D) that the applicant

(i) has failed to establish a system for maintaining records, or has repeatedly or deliberately failed to 
maintain records or to make reports, required by an applicable regulation under section 519(a),

(ii) has refused to permit access to, or copying or verification of, such records as required by section 704, or

(iii) has not complied with the requirements of section 510;

(E) on the basis of new information before him with respect to such device, evaluated together with the 
evidence before him when the application was approved, that the methods used in, or the facilities and 
controls used for, the manufacture, processing, packing, or installation of such device do not conform with 
the requirements of section 520(f) and were not brought into conformity with such requirements within a 
reasonable time after receipt of written notice from the Secretary of nonconformity;

(F) on the basis of new information before him, evaluated together with the evidence before him when the 
application was approved, that the labeling of such device, based on a fair evaluation of all material facts, is 
false or misleading in any particular and was not corrected within a reasonable time after receipt of written 
notice from the Secretary of such fact; or

(G) on the basis of new information before him, evaluated together with the evidence before him when the 
application was approved, that such device is not shown to conform in all respects to a performance standard 
which is in effect under section 514 compliance with which was a condition to approval of the application 
and that there is a lack of adequate information to justify the deviation from such standard.

(2) The holder of an application subject to an order issued under paragraph (1) withdrawing approval of the 
application may, by petition filed on or before the thirtieth day after the date upon which he receives notice of 
such withdrawal, obtain review thereof in accordance with either paragraph (1) or (2) of subsection (g).
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(3) If, after providing an opportunity for an informal hearing, the Secretary determines there is reasonable 
probability that the continuation of distribution of a device under an approved application would cause serious, 
adverse health consequences or death, the Secretary shall by order temporarily suspend the approval of the 
application approved under this section. If the Secretary issues such an order, the Secretary shall proceed 
expeditiously under paragraph (1) to withdraw such application.

(f) proDuCt DeVelopMent protoCol. —

(1) In the case of a class III device which is required to have an approval of an application submitted under 
subsection (c), such device shall be considered as having such an approval if a notice of completion of testing 
conducted in accordance with a product development protocol approved under paragraph (4) has been declared 
completed under paragraph (6).

(2) Any person may submit to the Secretary a proposed product development protocol with respect to a device. 
Such a protocol shall be accompanied by data supporting it. If, within thirty days of the receipt of such a 
protocol, the Secretary determines that it appears to be appropriate to apply the requirements of this subsection 
to the device with respect to which the protocol is submitted, the Secretary —

(A) may, at the initiative of the Secretary, refer the proposed protocol to the appropriate panel under section 
513 for its recommendation respecting approval of the protocol; or

(B) shall so refer such protocol upon the request of the submitter, unless the Secretary finds that the proposed 
protocol and accompanying data which would be reviewed by such panel substantially duplicate a product 
development protocol and accompanying data which have previously been reviewed by such a panel.

(3) A proposed product development protocol for a device may be approved only if —

(A) the Secretary determines that it is appropriate to apply the requirements of this subsection to the device 
in lieu of the requirement of approval of an application submitted under subsection (c); and

(B) the Secretary determines that the proposed protocol provides —

(i) a description of the device and the changes which may be made in the device,

(ii) a description of the preclinical trials (if any) of the device and a specification of

(I) the results from such trials to be required before the commencement of clinical trials of the 
device, and

(II) any permissible variations in preclinical trials and the results therefrom,

(iii) a description of the clinical trials (if any) of the device and a specification of

(I) the results from such trials to be required before the filing of a notice of completion of the 
requirements of the protocol, and

(II) any permissible variations in such trials and the results therefrom,

(iv) a description of the methods to be used in, and the facilities and controls to be used for, the 
manufacture, processing, and when relevant, packing and installation of the device,

(v) an identifying reference to any performance standard under section 514 to be applicable to any 
aspect of such device,

(vi) if appropriate, specimens of the labeling proposed to be used for such device,

(vii) such other information relevant to the subject matter of the protocol as the Secretary, with the 
concurrence of the appropriate panel or panels under section 513, may require, and

(viii) a requirement for submission of progress reports and, when completed, records of the trials 
conducted under the protocol which records are adequate to show compliance with the protocol.

(4) The Secretary shall approve or disapprove a proposed product development protocol submitted under 
paragraph (2) within one hundred and twenty days of its receipt unless an additional period is agreed upon by the 
Secretary and the person who submitted the protocol. Approval of a protocol or denial of approval of a protocol 
is final agency action subject to judicial review under chapter 7 of title 5, United States Code.

(5) At any time after a product development protocol for a device has been approved pursuant to paragraph (4), 
the person for whom the protocol was approved may submit a notice of completion—
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(A) stating

(i) his determination that the requirements of the protocol have been fulfilled and that, to the best of his 
knowledge, there is no reason bearing on safety or effectiveness why the notice of completion should 
not become effective, and

(ii) the data and other information upon which such determination was made, and

(B) setting forth the results of the trials required by the protocol and all the information required by 
subsection (c)(1).

(6) —

(A) The Secretary may, after providing the person who has an approved protocol an opportunity for an 
informal hearing and at any time prior to receipt of notice of completion of such protocol, issue a final order 
to revoke such protocol if he finds that—

(i) such person has failed substantially to comply with the requirements of the protocol,

(ii) the results of the trials obtained under the protocol differ so substantially from the results required 
by the protocol that further trials cannot be justified, or

(iii) the results of the trials conducted under the protocol or available new information do not demonstrate 
that the device tested under the protocol does not present an unreasonable risk to health and safety.

(B) After the receipt of a notice of completion of an approved protocol the Secretary shall, within the ninety- 
day period beginning on the date such notice is received, by order either declare the protocol completed 
or declare it not completed. An order declaring a protocol not completed may take effect only after the 
Secretary has provided the person who has the protocol opportunity for an informal hearing on the order. 
Such an order may be issued only if the Secretary finds —

(i) such person has failed substantially to comply with the requirements of the protocol,

(ii) the results of the trials obtained under the protocol differ substantially from the results required by 
the protocol, or

(iii) there is a lack of a showing of reasonable assurance of the safety and effectiveness of the device 
under the conditions of use prescribed, recommended, or suggested in the proposed labeling thereof.

(C) A final order issued under subparagraph (A) or (B) shall be in writing and shall contain the reasons to 
support the conclusions thereof.

(7) At any time after a notice of completion has become effective the Secretary may issue an order (after due 
notice and opportunity for an informal hearing to the person for whom the notice is effective) revoking the 
approval of a device provided by a notice of completion which has become effective as provided in subparagraph 
(B) if he finds that any of the grounds listed in subparagraphs (A) through (G) of subsection (e)(1) of this section 
apply. Each reference in such subparagraphs to an application shall be considered for purposes of this paragraph 
as a reference to a protocol and the notice of completion of such protocol, and each reference to the time when 
an application was approved shall be considered for purposes of this paragraph as a reference to the time when 
a notice of completion took effect.

(8) A person who has an approved protocol subject to an order issued under paragraph (6)(A) revoking such 
protocol, a person who has an approved protocol with respect to which an order under paragraph (6)(B) was 
issued declaring that the protocol had not been completed, or a person subject to an order issued under paragraph 
(7) revoking the approval of a device may, by petition filed on or before the thirtieth day after the date upon 
which he receives notice of such order, obtain review thereof in accordance with either paragraph (1) or (2) of 
subsection (g).

(g) reView. —

(1) Upon petition for review of —

(A) an order under subsection (d) approving or denying approval of an application or an order under 
subsection (e) withdrawing approval of an application, or

(B) an order under subsection (f)(6)(A) revoking an approved protocol, under subsection (f)(6)(B) declaring 
that an approved protocol has not been completed, or under subsection (f)(7) revoking the approval of a 
device,
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 the Secretary shall, unless he finds the petition to be without good cause or unless a petition for review of 
such order has been submitted under paragraph (2), hold a hearing, in accordance with section 554 of title 
5 of the United States Code, on the order. The panel or panels which considered the application, protocol, 
or device subject to such order shall designate a member to appear and testify at any such hearing upon 
request of the Secretary, the petitioner, or the officer conducting the hearing, but this requirement does not 
preclude any other member of the panel or panels from appearing and testifying at any such hearing. Upon 
completion of such hearing and after considering the record established in such hearing, the Secretary shall 
issue an order either affirming the order subject to the hearing or reversing such order and, as appropriate, 
approving or denying approval of the application, reinstating the application’s approval, approving the 
protocol, or placing in effect a notice of completion.

(2) —

(A) Upon petition for review of —

(i) an order under subsection (d) approving or denying approval of an application or an order under 
subsection (e) withdrawing approval of an application, or

(ii) an order under subsection (f)(6)(A) revoking an approved protocol, under subsection (f)(6)(B) 
declaring that an approved protocol has not been completed, or under subsection (f)(7) revoking the 
approval of a device,

 the Secretary shall refer the application or protocol subject to the order and the basis for the order 
to an advisory committee of experts established pursuant to subparagraph (B) for a report and 
recommendation with respect to the order. The advisory committee shall, after independent study 
of the data and information furnished to it by the Secretary and other data and information before 
it, submit to the Secretary a report and recommendation, together with all underlying data and 
information and a statement of the reasons or basis for the recommendation. A copy of such report 
shall be promptly supplied by the Secretary to any person who petitioned for such referral to the 
advisory committee.

(B) The Secretary shall establish advisory committees (which may not be panels under section 513) to 
receive referrals under subparagraph (A). The Secretary shall appoint as members of any such advisory 
committee persons qualified in the subject matter to be referred to the committee and of appropriately 
diversified professional backgrounds, except that the Secretary may not appoint to such a committee any 
individual who is in the regular full-time employ of the United States and engaged in the administration 
of this Act. Members of an advisory committee (other than officers or employees of the United States), 
while attending conferences or meetings of their committee or otherwise serving at the request of the 
Secretary, shall be entitled to receive compensation at rates to be fixed by the Secretary which rates 
may not exceed the daily equivalent for grade Gs–18 of the General Schedule for each day (including 
traveltime) they are so engaged; and while so serving away from their homes or regular places of business 
each member may be allowed travel expenses, including per diem in lieu of subsistence, as authorized 
by section 5703 of title 5 of the United States Code for persons in the Government service employed 
intermittently. The Secretary shall designate the chairman of an advisory committee from its members. 
The Secretary shall furnish each advisory committee with clerical and other assistance, and shall by 
regulation prescribe the procedures to be followed by each such committee in acting on referrals made 
under subparagraph (A).

(C) The Secretary shall make public the report and recommendation made by an advisory committee with 
respect to an application and shall by order, stating the reasons therefor, either affirm the order referred to 
the advisory committee or reverse such order and, if appropriate, approve or deny approval of the application, 
reinstate the application’s approval, approve the protocol, or place in effect a notice of completion.

(h) serViCe of orDers. — Orders of the Secretary under this section shall be served

(1) in person by any officer or employee of the department designated by the Secretary, or

(2) by mailing the order by registered mail or certified mail addressed to the applicant at his last known address 
in the records of the Secretary.

(i) reVision. —

(1) Before December 1, 1995, the Secretary shall by order require manufacturers of devices, which were 
introduced or delivered for introduction into interstate commerce for commercial distribution before May 28, 
1976, and which are subject to revision of classification under paragraph (2), to submit to the Secretary a 
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summary of and citation to any information known or otherwise available to the manufacturer respecting such 
devices, including adverse safety or effectiveness information which has not been submitted under section 519. 
The Secretary may require the manufacturer to submit the adverse safety or effectiveness data for which a 
summary and citation were submitted, if such data are available to the manufacturer.

(2) After the issuance of an order under paragraph (1) but before the date that is 2 years after the date of 
enactment of the Food and Drug Administration Safety and Innovation Act, the Secretary shall issue an 
administrative order following publication of a proposed order in the Federal Register, a meeting of a device 
classification panel described in section 513(b), and consideration of comments from all affected stakeholders, 
including patients, payors, and providers, notwithstanding subchapter II of chapter 5 of title 5, United States 
Code, for each device —

(A) which the Secretary has classified as a class III device, and

(B) for which no administrative order has been issued under subsection (b) (or no regulation has been 
promulgated under such subsection prior to the date of enactment of the Food and Drug Administration 
Safety and Innovation Act),

revising the classification of the device so that the device is classified into class I or class II, unless the 
administrative order issued under this paragraph requires the device to remain in class III. In determining whether 
to revise the classification of a device or to require a device to remain in class III, the Secretary shall apply the 
criteria set forth in section 513(a).

(3) The Secretary shall, as promptly as is reasonably achievable, but not later than 12 months after the effective 
date of the order requiring a device to remain in class III, establish a schedule for the issuance of an administrative 
order under subsection (b) for each device which is subject to the order requiring the device to remain in class III.

seC. 515a. [360e-1] peDiatriC uses of DeViCes.

(a) new DeViCes. —

(1) in general. — A person that submits to the Secretary an application under section 520(m), or an application 
(or supplement to an application) or a product development protocol under section 515, shall include in the 
application or protocol the information described in paragraph (2).

(2) requireD inforMation. — The application or protocol described in paragraph (1) shall include, with respect 
to the device for which approval is sought and if readily available —

(A) a description of any pediatric subpopulations that suffer from the disease or condition that the device is 
intended to treat, diagnose, or cure; and

(B) the number of affected pediatric patients.

(3) annual report. — Not later than 18 months after the date of the enactment of this section, and annually 
thereafter, the Secretary shall submit to the Committee on Health, Education, Labor, and Pensions of the Senate 
and the Committee on Energy and Commerce of the House of Representatives a report that includes —

(A) the number of devices approved in the year preceding the year in which the report is submitted, for which 
there is a pediatric subpopulation that suffers from the disease or condition that the device is intended to 
treat, diagnose, or cure;

(B) any information, based on a review of data available to the Secretary, regarding devices used in pediatric 
patients but not labeled for such use for which the Secretary determines that approved pediatric labeling 
could confer a benefit to pediatric patients; 

(C) the number of pediatric devices that receive a humanitarian use exemption under section 520(m);

(B) (D) the number of devices approved in the year preceding the year in which the report is submitted, 
labeled for use in pediatric patients;

(C) (E) the number of pediatric devices approved in the year preceding the year in which the report is 
submitted, exempted from a fee pursuant to section 738(a)(2)(B)(v); and

(D) (F) the review time for each device described in subparagraphs (A), (B), and  (C) (C), (D), and (E);

(G) the number of devices for which the Secretary relied on data with respect to adults to support a 
determination of a reasonable assurance of safety and effectiveness in pediatric patients;
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(H) the number of devices for which the Secretary relied on data from one pediatric subpopulation to support 
a determination of a reasonable assurance of safety and effectiveness in another pediatric subpopulation.

For the items described in this paragraph, such report shall disaggregate the number of devices by pediatric 
subpopulation.

(b) DeterMination of peDiatriC effeCtiVeness baseD on siMilar Course of Disease or ConDition or siMilar 
effeCt of DeViCe on aDults. —

(1) in general. — If the course of the disease or condition and the effects of the device are sufficiently similar in 
adults and pediatric patients, the Secretary may conclude that adult data may be used to support a determination 
of a reasonable assurance of effectiveness in pediatric populations, as appropriate.

(2) extrapolation between subpopulations. — A study may not be needed in each pediatric subpopulation if 
data from one subpopulation can be extrapolated to another subpopulation.

(c) peDiatriC subpopulation. — For purposes of this section, the term “pediatric subpopulation” has the meaning 
given the term in section 520(m)(6)(E)(ii).

seC. 515b. [360e-3] breakthrough DeViCes.

(a) purpose. —The purpose of this section is to encourage the Secretary, and provide the Secretary with sufficient 
authority, to apply efficient and flexible approaches to expedite the development of, and prioritize the Food and Drug 
Administration’s review of, devices that represent breakthrough technologies.

(b) establishMent of prograM. —The Secretary shall establish a program to expedite the development of, and 
provide for the priority review for, devices, as determined by the Secretary—

(1) That provide for more effective treatment or diagnosis of life-threatening or irreversiably debilitating human 
disease or conditions; and 

(2)  

(A) that represent breakthrough technologies;

(B) for which no approved or cleared alternatives exist;

(C) that offer significant advantages over existing approved or cleared alternatives, including the potential, 
compared to existing approved alternatives, to reduce or eliminate the need for hospitalization, improve 
patient quality of life, facilitate patients’ ability to manage their own care (such as through self-directed 
personal assistance), or establish long-term clinical efficiencies; or

(D) the availability of which is in the best interest of patients.

(c) request for Designation. —A sponsor of a device may request that the Secretary designate such device for 
expedited development and priority review under this section. Any such request for designation may be made at any 
time prior to the submission of an application under section 515(c), a notification under section 510(k), or a petition 
for classification under section 513(f)(2).

(d) Designation proCess. —

(1) in general. —Not later than 60 calendar days after the receipt of a request under subsection (c), the Secretary 
shall determine whether the device that is the subject of the request meets the criteria described in subsection 
(b). If the Secretary determines that the device meets the criteria, the Secretary shall designate the device for 
expedited development and priority review.

(2) reView. —Review of a request under subsection (c) shall be undertaken by a team that is composed of 
experienced staff and senior managers of the Food and Drug Administration.

(3) withDrawal. —The Secretary may not withdraw a designation granted under this section on the basis of 
the criteria under subsection (b) no longer applying because of the subsequent clearance or approval of another 
device that—

(A) was designated under this section; or

(B) was given priority review under section 515(d)(5), as in effect prior to the date of enactment of the 21st 
Century Cures Act [December 13, 2016 —Ed.].
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(e) expeDiteD DeVelopMent anD priority reView. —

(1) aCtions. —For purposes of expediting the development and review of devices designated under subsection 
(d) the Secretary shall—

(A) assign a team of staff, including a team leader with appropriate subject matter expertise and experience, 
for each device for which a request is submitted under subsection (c);

(B) provide for oversight of the team by senior agency personnel to facilitate the efficient development of 
the device and the efficient review of any submission described in subsection (c) for the device;

(C) adopt an efficient process for timely dispute resolution;

(D) provide for interactive and timely communication with the sponsor of the device during the development 
program and review process;

(E) expedite the Secretary’s review of manufacturing and quality systems compliance, as applicable;

(F) disclose to the sponsor, not less than 5 business days in advance, the topics of any consultation the 
Secretary intends to undertake with external experts or an advisory committee concerning the sponsor’s 
device and provide the sponsor the opportunity to recommend such external experts;

(G) provide for advisory committee input, as the Secretary determines appropriate (including the response 
to the request of the sponsor) for applications submitted under section 515(c); and

(H) assign staff to be available within a reasonable time to address questions by institutional review 
committees concerning the conditions and clinical testing requirements applicable to the investigational use 
of the device pursuant to an exemption under section 520(g).

(2) aDDitional aCtions. —In addition to the actions described in paragraph (1), for purposes of expediting 
the development and review of devices designated under subsection (d), the Secretary, in collaboration with the 
device sponsor, may, as appropriate—

(A) coordinate with the sponsor regarding early agreement on a data development plan;

(B) take steps to ensure the design of clinical trials is as efficient and flexible as practicable, when 
scientifically appropriate;

(C) facilitate, when scientifically appropriate, expedited and efficient development and review of the device 
through utilization of timely postmarket data collection with regard to application for approval under section 
515(c); and 

(D) agree in writing to clinical protocols that the Secretary will consider binding on the Secretary and the 
sponsor, subject to—

(i) changes to such protocols agreed to in writing by the sponsor and the Secretary; or

(ii) a decision, made by the director of the office responsible for reviewing the device submission, that 
a substantial scientific issue essential to determining the safety or effectiveness of such device exists, 
provided that such decision is in writing, and is made only after the Secretary provides to the device 
sponsor or applicant an opportunity for a meeting at which the director and the sponsor or applicant are 
present and at which the director documents the substantial scientific issue.

(f) priority reView guiDanCe. —

(1) Content. —Not later than 1 year after the date of enactment of the 21st Century Cures Act [December 13, 
2016 —Ed.], the Secretary shall issue guidance on the implementation of this section. Such guidance shall—

(A) set forth the process by which a person may seek a designation under subsection (d);

(B) provide a template for requests under subsection (c);

(C) identify the criteria the Secretary will use in evaluating a request for designation under this section; and

(D) identify the criteria and processes the Secretary will use to assign a team of staff, including team leaders, 
to review devices designated for expedited development and priority review, including any training required 
for such personnel to ensure effective and efficient review.

(2) proCess. —Prior to finalizing the guidance under paragraph (1), the Secretary shall seek public comment on 
a proposed guidance. a draft version of that guidance.
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(g) rule of ConstruCtion. —Nothing in this section shall be construed to affect —

(1) the criteria and standards for evaluating an application pursuant to section 515(c), a report and request for 
classification under section 513(f)(2), or a report under section 510(k), including the recognition of valid scientific 
evidence as described in section 513(a)(3)(B) and consideration and application of the least burdensome means 
of evaluating device effectiveness or demonstrating substantial equivalence between devices with differing 
technological characteristics, as applicable;

(2) the authority of the Secretary with respect to clinical holds under section 520(g)(8)(A);

(3) the authority of the Secretary to act on an application pursuant to section 515(d) before completion of an 
establishment inspection, as the Secretary determines appropriate; or

(4) the authority of the Secretary with respect to postmarket surveillance under sections 519(h) and 522.

seC. 516. [360f] banneD DeViCes.

(a) general rule. — Whenever the Secretary finds, on the basis of all available data and information, that —

(1) a device intended for human use presents substantial deception or an unreasonable and substantial risk of 
illness or injury; and

(2) in the case of substantial deception or an unreasonable and substantial risk of illness or injury which the 
Secretary determined could be corrected or eliminated by labeling or change in labeling and with respect to 
which the Secretary provided written notice to the manufacturer specifying the deception or risk of illness or 
injury, the labeling or change in labeling to correct the deception or eliminate or reduce such risk, and the period 
within which such labeling or change in labeling was to be done, such labeling or change in labeling was not 
done within such period;

 he may initiate a proceeding to promulgate a regulation to make such device a banned device.

(b) speCial effeCtiVe Date. — The Secretary may declare a proposed regulation under subsection (a) to be effective 
upon its publication in the Federal Register and until the effective date of any final action taken respecting such 
regulation if

(1) he determines, on the basis of all available data and information, that the deception or risk of illness or injury 
associated with the use of the device which is subject to the regulation presents an unreasonable, direct, and 
substantial danger to the health of individuals, and

(2) before the date of the publication of such regulation, the Secretary notifies the manufacturer of such device 
that such regulation is to be made so effective. If the Secretary makes a proposed regulation so effective, he shall, 
as expeditiously as possible, give interested persons prompt notice of his action under this subsection, provide 
reasonable opportunity for an informal hearing on the proposed regulation, and either affirm, modify, or revoke 
such proposed regulation

seC. 517. [360g] JuDiCial reView.

(a) appliCation of seCtion. — Not later than thirty days after —

(1) the promulgation of a regulation under section 513 classifying a device in class I, an administrative order 
changing the classification of a device to class I, or an order under subsection (f)(2) of such section reclassifying 
a device or denying a petition for reclassification of a device,

(2) the promulgation of a regulation under section 514 establishing, amending, or revoking a performance 
standard for a device,

(3) the issuance of an order under section 514(b)(2) or 515(b)(2)(B) denying a request for reclassification of a 
device,

(4) the promulgation of a regulation under paragraph (3) of section 515(b) requiring a device to have an approval 
of a premarket application, a regulation under paragraph (4) of that section amending or revoking a regulation 
under paragraph (3), or an order pursuant to section 515(g)(1) or 515(g)(2)(C),

(5) the promulgation of a regulation under section 516 (other than a proposed regulation made effective under 
subsection (b) of such section upon the regulation’s publication) making a device a banned device,

(6) the issuance of an order under section 520(f)(2),
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(7) an order under section 520(g)(4) disapproving an application for an exemption of a device for investigational 
use or an order under section 520(g)(5) withdrawing such an exemption for a device,

(8) an order pursuant to section 513(i), or

(9) a regulation under section 515(i)(2) or 520(1)(5)(B),

 any person adversely affected by such regulation or order may file a petition with the United States Court of Appeals 
for the District of Columbia or for the circuit wherein such person resides or has his principal place of business for 
judicial review of such regulation or order. A copy of the petition shall be transmitted by the clerk of the court to 
the Secretary or other officer designated by him for that purpose. The Secretary shall file in the court the record of 
the proceedings on which the Secretary based his regulation or order as provided in section 2112 of title 28, United 
States Code. For purposes of this section, the term “record” means all notices and other matter published in the 
Federal Register with respect to the regulation or order reviewed, all information submitted to the Secretary with 
respect to such regulation or order, proceedings of any panel or advisory committee with respect to such regulation 
or order, any hearing held with respect to such regulation or order, and any other information identified by the 
Secretary, in the administrative proceeding held with respect to such regulation or order, as being relevant to such 
regulation or order.

(b) AdditionAl dAtA, Views, And Arguments. — If the petitioner applies to the court for leave to adduce additional 
data, views, or arguments respecting the regulation or order being reviewed and shows to the satisfaction of the court 
that such additional data, views, or arguments are material and that there were reasonable grounds for the petitioner’s 
failure to adduce such data, views, or arguments in the proceedings before the Secretary, the court may order the 
Secretary to provide additional opportunity for the oral presentation of data, views, or arguments and for written 
submissions. The Secretary may modify his findings, or make new findings by reason of the additional data, views, 
or arguments so taken and shall file with the court such modified or new findings, and his recommendation, if any, 
for the modification or setting aside of the regulation or order being reviewed, with the return of such additional data, 
views, or arguments.

(c) stAndArd for reView. — Upon the filing of the petition under subsection (a) of this section for judicial review of 
a regulation or order, the court shall have jurisdiction to review the regulation or order in accordance with chapter 7 
of title 5, United States Code, and to grant appropriate relief, including interim relief, as provided in such chapter. A 
regulation described in paragraph (2) or (5) of subsection (a) and an order issued after the review provided by section 
515(g) shall not be affirmed if it is found to be unsupported by substantial evidence on the record taken as a whole.

(d) finAlity of Judgments. — The judgment of the court affirming or setting aside, in whole or in part, any regulation 
or order shall be final, subject to review by the Supreme Court of the United States upon certiorari or certification, 
as provided in section 1254 of title 28 of the United States Code.

(e) other remedies. — The remedies provided for in this section shall be in addition to and not in lieu of any other 
remedies provided by law.

(f) stAtement of reAsons. — To facilitate judicial review under this section or under any other provision of law of a 
regulation or order issued under section 513, 514, 515, 516, 518, 519, 520, or 521 each such regulation or order shall 
contain a statement of the reasons for its issuance and the basis, in the record of the proceedings held in connection 
with its issuance, for its issuance.

sec. 517A. [360g-1] Agency documentAtion And reView of significAnt decisions regArding deVices.

(a) documentAtion of rAtionAle for significAnt decisions. —

(1) in generAl. — The Secretary shall provide a substantive summary of the scientific and regulatory rationale 
for any significant decision of the Center for Devices and Radiological Health regarding submission or review 
of a report under section 510(k), an application under section 515, a request for designation under section 515C, 
or an application for an exemption under section 520(g), including documentation of significant controversies or 
differences of opinion and the resolution of such controversies or differences of opinion.

(2) ProVision of documentAtion. — Upon request, the Secretary shall furnish such substantive summary to the 
person who is seeking to submit, or who has submitted, such report or application.

(3)   APPlicAtion of leAst Burdensome requirements. — The substantive summary required under this 
subsection shall include a brief statement regarding how the least burdensome requirements were considered and 
applied consistent with section 513(i)(1)(D), section 513(a)(3)(D), and section 515(c)(5), as applicable.
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(b) reView of significAnt decisions. —

(1)  request for suPerVisory reView of significAnt decision. — Any person may request a supervisory 
review of the significant decision described in subsection (a)(1). Such review may be conducted at the next 
supervisory level or higher above the individual who made the significant decision

(2) suBmission of request. — A person requesting a supervisory review under paragraph (1) shall submit such 
request to the Secretary not later than 30 days after such decision and shall indicate in the request whether such 
person seeks an in-person meeting or a teleconference review.

(3) timefrAme. —

(A) in generAl. — Except as provided in subparagraph (B), the Secretary shall schedule an in-person 
or teleconference review, if so requested, not later than 30 days after such request is made. The Secretary 
shall issue a decision to the person requesting a review under this subsection not later than 45 days after 
the request is made under paragraph (1), or, in the case of a person who requests an in-person meeting or 
teleconference, 30 days after such meeting or teleconference.

(B) excePtion. — Subparagraph (A) shall not apply in cases that are referred to experts outside of the Food 
and Drug Administration.

sec. 518. [360h] notificAtion And other remedies.

(a) notificAtion. — If the Secretary determines that —

(1) a device intended for human use which is introduced or delivered for introduction into interstate commerce 
for commercial distribution presents an unreasonable risk of substantial harm to the public health, and

(2) notification under this subsection is necessary to eliminate the unreasonable risk of such harm and no more 
practicable means is available under the provisions of this Act (other than this section) to eliminate such risk,

the Secretary may issue such order as may be necessary to assure that adequate notification is provided in an 
appropriate form, by the persons and means best suited under the circumstances involved, to all health professionals 
who prescribe or use the device and to any other person (including manufacturers, importers, distributors, retailers, 
and device users) who should properly receive such notification in order to eliminate such risk. An order under this 
subsection shall require that the individuals subject to the risk with respect to which the order is to be issued be 
included in the persons to be notified of the risk unless the Secretary determines that notice to such individuals would 
present a greater danger to the health of such individuals than no such notification. If the Secretary makes such a 
determination with respect to such individuals, the order shall require that the health professionals who prescribe or 
use the device provide for the notification of the individuals whom the health professionals treated with the device of 
the risk presented by the device and of any action which may be taken by or on behalf of such individuals to eliminate 
or reduce such risk. Before issuing an order under this subsection, the Secretary shall consult with the persons who 
are to give notice under the order.

(b) rePAir, rePlAcement, or refund. —

(1) —

(A) If, after affording opportunity for an informal hearing, the Secretary determines that —

(i) a device intended for human use which is introduced or delivered for introduction into interstate 
commerce for commercial distribution presents an unreasonable risk of substantial harm to the public 
health.

(ii) there are reasonable grounds to believe that the device was not properly designed or manufactured 
with reference to the state of the art as it existed at the time of its design or manufacture,

(iii) there are reasonable grounds to believe that the unreasonable risk was not caused by failure of a 
person other than a manufacturer, importer, distributor, or retailer of the device to exercise due care in 
the installation, maintenance, repair, or use of the device, and

(iv) the notification authorized by subsection (a) would not by itself be sufficient to eliminate the 
unreasonable risk and action described in paragraph (2) of this subsection is necessary to eliminate 
such risk,

the Secretary may order the manufacturer, importer, or any distributor of such device, or any combination of 
such persons, to submit to him within a reasonable time a plan for taking one or more of the actions described 
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in paragraph (2). An order issued under the preceding sentence which is directed to more than one person 
shall specify which person may decide which action shall be taken under such plan and the person specified 
shall be the person who the Secretary determines bears the principal, ultimate financial responsibility for 
action taken under the plan unless the Secretary cannot determine who bears such responsibility or the 
Secretary determines that the protection of the public health requires that such decision be made by a person 
(including a device user or health professional) other than the person he determines bears such responsibility.

(B) The Secretary shall approve a plan submitted pursuant to an order issued under subparagraph (A) 
unless he determines (after affording opportunity for an informal hearing) that the action or actions to 
be taken under the plan or the manner in which such action or actions are to be taken under the plan will 
not assure that the unreasonable risk with respect to which such order was issued will be eliminated. If 
the Secretary disapproves a plan, he shall order a revised plan to be submitted to him within a reasonable 
time. If the Secretary determines (after affording opportunity for an informal hearing) that the revised 
plan is unsatisfactory or if no revised plan or no initial plan has been submitted to the Secretary within the 
prescribed time, the Secretary shall

(i) prescribe a plan to be carried out by the person or persons to whom the order issued under 
subparagraph (A) was directed, or

(ii) after affording an opportunity for an informal hearing, by order prescribe a plan to be carried out by 
a person who is a manufacturer, importer, distributor, or retailer of the device with respect to which the 
order was issued but to whom the order under subparagraph (A) was not directed.

(2) The actions which may be taken under a plan submitted under an order issued under paragraph (1) are as 
follows:

(A) To repair the device so that it does not present the unreasonable risk of substantial harm with respect to 
which the order under paragraph (1) was issued.

 (B) To replace the device with a like or equivalent device which is in conformity with all applicable 
requirements of this Act.

(C) To refund the purchase price of the device (less a reasonable allowance for use if such device has been 
in the possession of the device user for one year or more —

(i) at the time of notification ordered under subsection (a), or

(ii) at the time the device user receives actual notice of the unreasonable risk with respect to which the 
order was issued under paragraph (1), whichever first occurs).

(3) No charge shall be made to any person (other than a manufacturer, importer, distributor or retailer) for availing 
himself of any remedy, described in paragraph (2) and provided under an order issued under paragraph (1), and 
the person subject to the order shall reimburse each person (other than a manufacturer, importer, distributor, or 
retailer) who is entitled to such a remedy for any reasonable and foreseeable expenses actually incurred by such 
person in availing himself of such remedy.

(c) reimBursement. — An order issued under subsection (b) with respect to a device may require any person who is 
a manufacturer, importer, distributor, or retailer of the device to reimburse any other person who is a manufacturer, 
importer, distributor, or retailer of such device for such other person’s expenses actually incurred in connection 
with carrying out the order if the Secretary determines such reimbursement is required for the protection of the 
public health. Any such requirement shall not affect any rights or obligations under any contract to which the person 
receiving reimbursement or the person making such reimbursement is a party.

(d) effect on other liABility. — Compliance with an order issued under this section shall not relieve any person 
from liability under Federal or State law. In awarding damages for economic loss in an action brought for the 
enforcement of any such liability, the value to the plaintiff in such action of any remedy provided him under such 
order shall be taken into account.

(e) recAll Authority. —

(1) If the Secretary finds that there is a reasonable probability that a device intended for human use would cause 
serious, adverse health consequences or death, the Secretary shall issue an order requiring the appropriate person 
(including the manufacturers, importers, distributors, or retailers of the device) —

(A) to immediately cease distribution of such device, and

(B) to immediately notify health professionals and device user facilities of the order and to instruct such 
professionals and facilities to cease use of such device.
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 The order shall provide the person subject to the order with an opportunity for an informal hearing, to be held not 
later than 10 days after the date of the issuance of the order, on the actions required by the order and on whether 
the order should be amended to require a recall of such device. If, after providing an opportunity for such a 
hearing, the Secretary determines that inadequate grounds exist to support the actions required by the order, the 
Secretary shall vacate the order.

(2) —

(A) If, after providing an opportunity for an informal hearing under paragraph (1), the Secretary determines 
that the order should be amended to include a recall of the device with respect to which the order was issued, 
the Secretary shall, except as provided in subparagraphs (B) and (C), amend the order to require a recall. The 
Secretary shall specify a timetable in which the device recall will occur and shall require periodic reports to 
the Secretary describing the progress of the recall.

(B) An amended order under subparagraph (A) —

(i) shall —

(I) not include recall of a device from individuals, and

(II) not include recall of a device from device user facilities if the Secretary determines that the risk 
of recalling such device from the facilities presents a greater health risk than the health risk of not 
recalling the device from use, and

(ii) shall provide for notice to individuals subject to the risks associated with the use of such device.

 In providing the notice required by clause (ii), the Secretary may use the assistance of health professionals who 
prescribed or used such a device for individuals. If a significant number of such individuals cannot be identified, 
the Secretary shall notify such individuals pursuant to section 705(b).

(3) The remedy provided by this subsection shall be in addition to remedies provided by subsections (a), (b), and (c).

sec. 518A. [360h-1] ProgrAm to imProVe the deVice recAll system.

(a) in generAl. — The Secretary shall —

(1) establish a program to routinely and systematically assess information relating to device recalls and use such 
information to proactively identify strategies for mitigating health risks presented by defective or unsafe devices;

(2) clarify procedures for conducting device recall audit checks to improve the ability of investigators to perform 
those checks in a consistent manner;

(3) develop detailed criteria for assessing whether a person performing a device recall has performed an effective 
correction or action plan for the recall; and

(4) document the basis for each termination by the Food and Drug Administration of a device recall.

(b) Assessment content. — The program established under subsection (a)(1) shall, at a minimum, identify —

(1) trends in the number and types of device recalls;

(2) devices that are most frequently the subject of a recall; and

(3) underlying causes of device recalls.

(c) definition. — In this section, the term “recall” means —

(1) the removal from the market of a device pursuant to an order of the Secretary under subsection (b) or (e) of 
section 518; or

(2) the correction or removal from the market of a device at the initiative of the manufacturer or importer of the 
device that is required to be reported to the Secretary under section 519(g).

sec. 519. [360i] Records And RePorts on DeVices.

(a) generAl rule. — Every person who is a manufacturer or importer of a device intended for human use shall 
establish and maintain such records, make such reports, and provide such information, as the Secretary may by 
regulation reasonably require to assure that such device is not adulterated or misbranded and to otherwise assure its 
safety and effectiveness. Regulations prescribed under the preceding sentence —
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(1) shall require a device manufacturer or importer to report to the Secretary whenever the manufacturer or 
importer receives or otherwise becomes aware of information that reasonably suggests that one of its marketed 
devices —

(A) may have caused or contributed to a death or serious injury, or

(B) has malfunctioned and that such device or a similar device marketed by the manufacturer or importer 
would be likely to cause or contribute to a death or serious injury if the malfunction were to recur, which 
report under this subparagraph—

(i) shall be submitted in accordance with part 803 of title 21, Code of Federal Regulations (or successor 
regulations), unless the Secretary grants an exemption or variance from, or an alternative to, a 
requirement under such regulations pursuant to section 803.19 of such part, if the device involved is—

(I) a class III device;

(II) a class II device that is permanently implantable, is life supporting, or is life sustaining; or

(III) a type of device which the Secretary has, by notice published in the Federal Register or letter 
to the person who is the manufacturer or importer of the device, indicated should be subject to such 
part 803 in order to protect the public health;

(ii) shall, if the device is not subject to clause (i), be submitted in accordance with criteria established 
by the Secretary for reports made pursuant to this clause, which criteria shall require the reports to be 
in summary form and made on a quarterly basis; or

(iii) shall, if the device is imported into the United States and for which part 803 of title 21, Code 
of Federal Regulations (or successor regulations) requires an importer to submit a report to the 
manufacturer, be submitted by the importer to the manufacturer in accordance with part 803 of title 21, 
Code of Federal Regulations (or successor regulations)

(2) shall define the term “serious injury” to mean an injury that —

(A) is life threatening,

(B) results in permanent impairment of a body function or permanent damage to a body structure, or

(C) necessitates medical or surgical intervention to preclude permanent impairment of a body function or 
permanent damage to a body structure;

(3) shall require reporting of other significant adverse device experiences as determined by the Secretary to be 
necessary to be reported;

(4) shall not impose requirements unduly burdensome to a device manufacturer or importer taking into account 
his cost of complying with such requirements and the need for the protection of the public health and the 
implementation of this Act;

(5) which prescribe the procedure for making requests for reports or information shall require that each request 
made under such regulations for submission of a report or information to the Secretary state the reason or 
purpose for such request and identify to the fullest extent practicable such report or information;

(6) which require submission of a report or information to the Secretary shall state the reason or purpose for the 
submission of such report or information and identify to the fullest extent practicable such report or information;

(7) may not require that the identity of any patient be disclosed in records, reports, or information required under 
this subsection unless required for the medical welfare of an individual, to determine the safety or effectiveness 
of a device, or to verify a record, report, or information submitted under this Act; and

(8) may not require a manufacturer or importer of a class I device to —

(A) maintain for such a device records respecting information not in the possession of the manufacturer or 
importer, or

(B) to submit for such a device to the Secretary any report or information —

(i) not in the possession of the manufacturer or importer, or

(ii) on a periodic basis,

unless such report or information is necessary to determine if the device should be reclassified or if the 
device is adulterated or misbranded.

 In prescribing such regulations, the Secretary shall have due regard for the professional ethics of the medical 
profession and the interests of patients. The prohibitions of paragraph (7) of this subsection continue to apply to 
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records, reports, and information concerning any individual who has been a patient, irrespective of whether or not he 
ceases to be a patient. The Secretary shall by regulation require distributors to keep records and make such records 
available to the Secretary upon request. Paragraphs (4) and (8) apply to distributors to the same extent and in the same 
manner as such paragraphs apply to manufacturers and importers.

(b) user rePorts. —

(1) —

(A) Whenever a device user facility receives or otherwise becomes aware of information that reasonably 
suggests that a device has or may have caused or contributed to the death of a patient of the facility, 
the facility shall, as soon as practicable but not later than 10 working days after becoming aware of the 
information, report the information to the Secretary and, if the identity of the manufacturer is known, to the 
manufacturer of the device. In the case of deaths, the Secretary may by regulation prescribe a shorter period 
for the reporting of such information.

(B) Whenever a device user facility receives or otherwise becomes aware of —

(i) information that reasonably suggests that a device has or may have caused or contributed to the 
serious illness of, or serious injury to, a patient of the facility, or

(ii) other significant adverse device experiences as determined by the Secretary by regulation to be 
necessary to be reported,

 the facility shall, as soon as practicable but not later than 10 working days after becoming aware of the 
information, report the information to the manufacturer of the device or to the Secretary if the identity of 
the manufacturer is not known.

(C) Each device user facility shall submit to the Secretary on an annual basis a summary of the reports 
made under subparagraphs (A) and (B). Such summary shall be submitted on January 1 of each year. The 
summary shall be in such form and contain such information from such reports as the Secretary may require 
and shall include —

(i) sufficient information to identify the facility which made the reports for which the summary is 
submitted,

(ii) in the case of any product which was the subject of a report, the product name, serial number, and 
model number,

(iii) the name and the address of the manufacturer of such device, and

(iv) a brief description of the event reported to the manufacturer.

(D) For purposes of subparagraphs (A), (B), and (C), a device user facility shall be treated as having received 
or otherwise become aware of information with respect to a device of that facility when medical personnel 
who are employed by or otherwise formally affiliated with the facility receive or otherwise become aware of 
information with respect to that device in the course of their duties.

(2) The Secretary may not disclose the identity of a device user facility which makes a report under paragraph 
(1) except in connection with —

(A) an action brought to enforce section 301(q), or

(B) a communication to a manufacturer of a device which is the subject of a report under paragraph (1).

This paragraph does not prohibit the Secretary from disclosing the identity of a device user facility making a 
report under paragraph (1) or any information in such a report to employees of the Department of Health and 
Human Services, to the Department of Justice, or to the duly authorized committees and subcommittees of the 
Congress.

(3) No report made under paragraph (1) by —

(A) a device user facility,

(B) an individual who is employed by or otherwise formally affiliated with such a facility, or

(C) a physician who is not required to make such a report,

shall be admissible into evidence or otherwise used in any civil action involving private parties unless the facility, 
individual, or physician who made the report had knowledge of the falsity of the information contained in the 
report.
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(4) A report made under paragraph (1) does not affect any obligation of a manufacturer who receives the report 
to file a report as required under subsection (a).

(5) With respect to device user facilities:

(A) The Secretary shall by regulation plan and implement a program under which the Secretary limits user 
reporting under paragraphs (1) through (4) to a subset of other user facilities that constitutes a representative 
profile of user reports for device deaths and serious illnesses or serious injuries.

(B) During the period of planning the program under subparagraph (A), paragraphs (1) through (4) continue 
to apply.

(C) During the period in which the Secretary is providing for a transition to the full implementation of the 
program, paragraphs (1) through (4) apply except to the extent that the Secretary determines otherwise.

(D) On and after the date on which the program is fully implemented, paragraphs (1) through (4) do not 
apply to a user facility unless the facility is included in the subset referred to in subparagraph (A).

(E) Not later than 2 years after the date of the enactment of the Food and Drug Administration Modernization 
Act of 1997 [November 21, 1997 —Ed.], the Secretary shall submit to the Committee on Commerce of the 
House of Representatives, and to the Committee on Labor and Human Resources of the Senate, a report 
describing the plan developed by the Secretary under subparagraph (A) and the progress that has been made 
toward the implementation of the plan.

(6) For purposes of this subsection:

(A) The term “device user facility” means a hospital, ambulatory surgical facility, nursing home, or outpatient 
treatment facility which is not a physician’s office. The Secretary may by regulation include an outpatient 
diagnostic facility which is not a physician’s office in such term.

(B) The terms “serious illness” and “serious injury” mean illness or injury, respectively, that —

(i) is life threatening,

(ii) results in permanent impairment of a body function or permanent damage to a body structure, or

(iii) necessitates medical or surgical intervention to preclude permanent impairment of a body function 
or permanent damage to a body structure.

(c) Persons exemPt. — Subsection (a) shall not apply to —

(1) any practitioner who is licensed by law to prescribe or administer devices intended for use in humans and who 
manufactures or imports devices solely for use in the course of his professional practice;

(2) any person who manufactures or imports devices intended for use in humans solely for such person’s use in 
research or teaching and not for sale (including any person who uses a device under an exemption granted under 
section 520(g)); and

(3) any other class of persons as the Secretary may by regulation exempt from subsection (a) upon a finding that 
compliance with the requirements of such subsection by such class with respect to a device is not necessary to

(A) assure that a device is not adulterated or misbranded or

(B) otherwise to assure its safety and effectiveness.

(d) [Repealed.]

(e) deVice trAcking. —

(1) The Secretary may by order require a manufacturer to adopt a method of tracking a class II or class III device —

(A) the failure of which would be reasonably likely to have serious adverse health consequences; or

(B) which is —

(i) intended to be implanted in the human body for more than one year, or

(ii) a life sustaining or life supporting device used outside a device user facility.

(2) Any patient receiving a device subject to tracking under paragraph (1) may refuse to release, or refuse 
permission to release, the patient’s name, address, social security number, or other identifying information for 
the purpose of tracking.

(f) unique deVice identificAtion system. — Not later than December 31, 2012, the Secretary shall issue proposed 
regulations establishing a unique device identification system for medical devices requiring the label of devices 
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to bear a unique identifier, unless the Secretary requires an alternative placement or provides an exception for a 
particular device or type of device. The unique identifier shall adequately identify the device through distribution and 
use, and may include information on the lot or serial number. The Secretary shall finalize the proposed regulations 
not later than 6 months after the close of the comment period and shall implement the final regulations with respect 
to devices that are implantable, life-saving, or life sustaining not later than 2 years after the regulations are finalized, 
taking into account patient access to medical devices and therapies.

(g) rePorts of remoVAls And corrections. —

(1) Except as provided in paragraph (2), the Secretary shall by regulation require a manufacturer or importer of a 
device to report promptly to the Secretary any correction or removal of a device undertaken by such manufacturer 
or importer if the removal or correction was undertaken —

(A) to reduce a risk to health posed by the device, or

(B) to remedy a violation of this Act caused by the device which may present a risk to health.

A manufacturer or importer of a device who undertakes a correction or removal of a device which is not 
required to be reported under this paragraph shall keep a record of such correction or removal.

(2) No report of the corrective action or removal of a device may be required under paragraph (1) if a report of 
the corrective action or removal is required and has been submitted under subsection (a).

(3) For purposes of paragraphs (1) and (2), the terms “correction” and “removal” do not include routine servicing.

(h) inclusion of deVices in the PostmArket risk identificAtion And AnAlysis system. —

(1) in generAl. —

(A) APPlicAtion to deVices. — The Secretary shall amend the procedures established and maintained under 
clauses (i), (ii), (iii), and (v) of section 505(k)(3)(C) in order to expand the postmarket risk identification and 
analysis system established under such section to include and apply to devices.

(B) excePtion. — Subclause (II) of clause (i) of section 505(k)(3)(C) shall not apply to devices.

(C) clArificAtion. — With respect to devices, the private sector health-related electronic data provided 
under section 505(k)(3)(C)(i)(III)(bb) may include medical device utilization data, health insurance claims 
data, and procedure and device registries.

(2) dAtA. — In expanding the system as described in paragraph (1)(A), the Secretary shall use relevant data with 
respect to devices cleared under section 510(k) or approved under section 515, including claims data, patient 
survey data, and any other data deemed appropriate by the Secretary.

(3) stAkeholder inPut. — To help ensure effective implementation of the system as described in paragraph (1) 
with respect to devices, the Secretary shall engage outside stakeholders in development of the system, and gather 
information from outside stakeholders regarding the content of an effective sentinel program, through a public 
hearing, advisory committee meeting, maintenance of a public docket, or other similar public measures.

(4) VoluntAry surVeys. — Chapter 35 of title 44, United States Code, shall not apply to the collection of 
voluntary information from health care providers, such as voluntary surveys or questionnaires, initiated by the 
Secretary for purposes of postmarket risk identification, mitigation, and analysis for devices.

(i) PostmArket Pilot. —

(1) in generAl. — In order to provide timely and reliable information on the safety and effectiveness of devices 
approved under section 515, cleared under section 510(k), or classified under section 513(f)(2), including 
responses to adverse events and malfunctions, and to advance the objectives of part 803 of title 21, Code of 
Federal Regulations (or successor regulations), and advance the objectives of, and evaluate innovative new 
methods of compliance with, this section and section 522, the Secretary shall, within one year of the date of 
enactment of the FDA Reauthorization Act of 2017, initiate one or more pilot projects for voluntary participation 
by a manufacturer or manufacturers of a device or device type, or continue existing projects, in accordance with 
paragraph (3), that —

(A) are designed to efficiently generate reliable and timely safety and active surveillance data for use by the 
Secretary or manufacturers of the devices that are involved in the pilot project;

(B) inform the development of methods, systems, data criteria, and programs that could be used to support 
safety and active surveillance activities for devices included or not included in such project;
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(C) may be designed and conducted in coordination with a comprehensive system for evaluating medical 
device technology that operates under a governing board with appropriate representation of stakeholders, 
including patient groups and device manufacturers;

(D) use electronic health data including claims data, patient survey data, or any other data, as the Secretary 
determines appropriate; and

(E) prioritize devices and device types that meet one or more of the following criteria:

(i) Devices and device types for which the collection and analysis of real world evidence regarding a 
device’s safety and effectiveness is likely to advance public health.

(ii) Devices and device types that are widely used.

(iii) Devices and device types, the failure of which has significant health consequences.

(iv) Devices and device types for which the Secretary —

(i) has received public recommendations in accordance with paragraph (2)(B); and

(ii) has determined to meet one or more of the criteria under clause (i), (ii), or (iii) and is appropriate 
for such a pilot project.

(2) PArticiPAtion. — The Secretary shall establish the conditions and processes —

(A) under which a manufacturer of a device may voluntarily participate in a pilot project described in 
paragraph (1); and

(B) for facilitating public recommendations for devices to be prioritized under such a pilot project, including 
requirements for the data necessary to support such a recommendation.

(3) continuAtion of ongoing Projects. — The Secretary may continue or expand projects, with respect to 
providing timely and reliable information on the safety and effectiveness of devices approved under section 515, 
cleared under section 510(k), or classified under section 513(f)(2), that are being carried out as of the date of the 
enactment of the FDA Reauthorization Act of 2017. The Secretary shall, beginning on such date of enactment, 
take such steps as may be necessary —

(A) to ensure such projects meet the requirements of subparagraphs (A) through (E) of paragraph (1); and

(B) to increase the voluntary participation in such projects of manufacturers of devices and facilitate public 
recommendations for any devices prioritized under such a project.

(4) imPlementAtion. —

(A) contrActing Authority. — The Secretary may carry out a pilot project meeting the criteria specified 
in subparagraphs (A) through (E) of paragraph (1) or a project continued or expanded under paragraph (3) 
by entering into contracts, cooperative agreements, grants, or other appropriate agreements with public or 
private entities that have a significant presence in the United States and meet the following conditions:

(i) If such an entity is a component of another organization, the entity and the organization have 
established an agreement under which appropriate security measures are implemented to maintain the 
confidentiality and privacy of the data described in paragraph (1)(D) and such agreement ensures that the 
entity will not make an unauthorized disclosure of such data to the other components of the organization 
in breach of requirements with respect to confidentiality and privacy of such data established under 
such security measures.

(ii) In the case of the termination or nonrenewal of such a contract, cooperative agreement, grant, or 
other appropriate agreement, the entity or entities involved shall comply with each of the following:

(i) The entity or entities shall continue to comply with the requirements with respect to 
confidentiality and privacy referred to in clause (i) with respect to all data disclosed to the entity 
under such an agreement.

(ii) The entity or entities shall return any data disclosed to such entity pursuant to this subsection 
and to which it would not otherwise have access or, if returning such data is not practicable, destroy 
the data.

(iii) The entity or entities shall have one or more qualifications with respect to—

(i) research, statistical, epidemiologic, or clinical capability and expertise to conduct and complete 
the activities under this subsection, including the capability and expertise to provide the Secretary 
access to de-identified data consistent with the requirements of this subsection;
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(ii) an information technology infrastructure to support electronic data and operational standards 
to provide security for such data, as appropriate;

(iii) experience with, and expertise on, the development of research on, and surveillance of, device 
safety and effectiveness using electronic health data; or

(iV) such other expertise which the Secretary determines necessary to carry out such a project.

(B) reView of contrAct in the eVent of A merger or Acquisition. — The Secretary shall review 
any contract, cooperative agreement, grant, or other appropriate agreement entered into under this 
paragraph with an entity meeting the conditions specified in subparagraph (A) in the event of a merger 
or acquisition of the entity in order to ensure that the requirements specified in this subsection will 
continue to be met.

(5) comPliAnce with requirements for records or rePorts on deVices. — The participation of a 
manufacturer in pilot projects under this subsection or a project continued or expanded under paragraph (3) shall 
not affect the eligibility of such manufacturer to participate in any quarterly reporting program with respect to 
devices carried out under this section 519 or section 522. The Secretary may determine that, for a specified time 
period to be determined by the Secretary, a manufacturer’s participation in a pilot project under this subsection 
or a project continued or expanded under paragraph (3) may meet the applicable requirements of this section or 
section 522, if— 

(A) the project has demonstrated success in capturing relevant adverse event information; and

(B) the Secretary has established procedures for making adverse event and safety information collected 
from such project public, to the extent possible.

(6) PriVAcy requirements. — With respect to the disclosure of any health information collected through a 
project conducted under this subsection —

(A) individually identifiable health information so collected shall not be disclosed when presenting any 
information from such project; and

(B) any such disclosure shall be made in compliance with regulations issued pursuant to section 264(c) of 
the Health Insurance Portability and Accountability Act of 1996 (42 U.S.C. 1320d–2 note) and sections 552 
and 552a of title 5, United States Code.

(7) limitAtions. — No pilot project under this subsection, or in coordination with the comprehensive system 
described in paragraph (1)(C), may allow for an entity participating in such project, other than the Secretary, to 
make determinations of safety or effectiveness, or substantial equivalence, for purposes of this Act.

(8) other Projects required to comPly. — Paragraphs (1)(B), (4)(A)(i), (4)(A)(ii), (5), (6), and (7) shall 
apply with respect to any pilot project undertaken in coordination with the comprehensive system described in 
paragraph (1)(C) that relates to the use of real world evidence for devices in the same manner and to the same 
extent as such paragraphs apply with respect to pilot projects conducted under this subsection.

(9) rePort to congress. — Not later than 18 months after the date of enactment of this Act, and annually 
thereafter, the Secretary shall submit to the Committee on Energy and Commerce of the House of Representatives 
and the Committee on Health, Education, Labor and Pensions of the Senate a report containing a description 
of the pilot projects being conducted under this subsection and projects continued or expanded pursuant to 
paragraph (3), including for each such project—

(A) how the project is being implemented in accordance with paragraph (4), including how such project 
is being implemented through a contract, cooperative agreement, grant, or other appropriate agreement, if 
applicable;

(B) the number of manufacturers that have agreed to participate in such project;

(c) the data sources used to conduct such project;

(d) the devices or device categories involved in such project;

(e) the number of patients involved in such project; and

(f) the findings of the project in relation to device safety, including adverse events, malfunctions, and other 
safety information.

(10) sunset. — The Secretary may not carry out a pilot project initiated by the Secretary under this subsection 
after October 1, 2022.
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sec. 520. [360j] generAl ProVisions resPecting control of deVices intended for humAn use.

(a) generAl rule. — Any requirement authorized by or under section 501, 502, 510, or 519 applicable to a device 
intended for human use shall apply to such device until the applicability of the requirement to the device has been 
changed by action taken under section 513, 514, or 515 or under subsection (g) of this section, and any requirement 
established by or under section 501, 502, 510, or 519 which is inconsistent with a requirement imposed on such 
device under section 514 or 515 or under subsection (g) of this section shall not apply to such device.

(b) custom deVices. —

(1) in generAl. — The requirements of sections 514 and 515 shall not apply to a device that —

(A) is created or modified in order to comply with the order of an individual physician or dentist (or any other 
specially qualified person designated under regulations promulgated by the Secretary after an opportunity 
for an oral hearing);

(B) in order to comply with an order described in subparagraph (A), necessarily deviates from an otherwise 
applicable performance standard under section 514 or requirement under section 515;

(C) is not generally available in the United States in finished form through labeling or advertising by the 
manufacturer, importer, or distributor for commercial distribution;

(D) is designed to treat a unique pathology or physiological condition that no other device is domestically 
available to treat;

(E) —

(i) is intended to meet the special needs of such physician or dentist (or other specially qualified person 
so designated) in the course of the professional practice of such physician or dentist (or other specially 
qualified person so designated); or

(ii) is intended for use by an individual patient named in such order of such physician or dentist (or other 
specially qualified person so designated);

(F) is assembled from components or manufactured and finished on a case-by-case basis to accommodate 
the unique needs of individuals described in clause (i) or (ii) of subparagraph (E); and

(G) may have common, standardized design characteristics, chemical and material compositions, and 
manufacturing processes as commercially distributed devices.

(2) limitAtions. — Paragraph (1) shall apply to a device only if —

(A) such device is for the purpose of treating a sufficiently rare condition, such that conducting clinical 
investigations on such device would be impractical;

(B) production of such device under paragraph (1) is limited to no more than 5 units per year of a particular 
device type, provided that such replication otherwise complies with this section; and

(C) the manufacturer of such device notifies the Secretary on an annual basis, in a manner prescribed by the 
Secretary, of the manufacture of such device.

(3) guidAnce. — Not later than 2 years after the date of enactment of this section, the Secretary shall issue final 
guidance on replication of multiple devices described in paragraph (2)(B).

(c) trAde secrets. — Any information reported to or otherwise obtained by the Secretary or his representative 
under section 513, 514, 515, 516, 518, 519, or 704 or under subsection (f) or (g) of this section which is exempt from 
disclosure pursuant to subsection (a) of section 552 of title 5, United States Code, by reason of subsection (b)(4) of 
such section shall be considered confidential and shall not be disclosed and may not be used by the Secretary as the 
basis for the reclassification of a device from class III to class II or class I or as the basis for the establishment or 
amendment of a performance standard under section 514 for a device reclassified from class III to class II, except

(1) in accordance with subsection (h), and

(2) that such information may be disclosed to other officers or employees concerned with carrying out this Act 
or when relevant in any proceeding under this Act (other than section 513 or 514 thereof).

(d) notices And findings. — Each notice of proposed rulemaking under section 513, 514, 515, 516, 518, or 519, or 
under this section, any other notice which is published in the Federal Register with respect to any other action taken 
under any such section and which states the reasons for such action, and each publication of findings required to be 
made in connection with rulemaking under any such section shall set forth —
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(1) the manner in which interested persons may examine data and other information on which the notice or 
findings is based, and

(2) the period within which interested persons may present their comments on the notice or findings (including 
the need therefor) orally or in writing, which period shall be at least sixty days but may not exceed ninety days 
unless the time is extended by the Secretary by a notice published in the Federal Register stating good cause 
therefor.

(e) restricted deVices. —

(1) The Secretary may by regulation require that a device be restricted to sale, distribution, or use —

(A) only upon the written or oral authorization of a practitioner licensed by law to administer or use such 
device, or

(B) upon such other conditions as the Secretary may prescribe in such regulation,

if, because of its potentiality for harmful effect or the collateral measures necessary to its use, the Secretary 
determines that there cannot otherwise be reasonable assurance of its safety and effectiveness. No condition 
prescribed under subparagraph (B) may restrict the use of a device to persons with specific training or experience 
in its use or to persons for use in certain facilities unless the Secretary determines that such a restriction is 
required for the safe and effective use of the device. No such condition may exclude a person from using a device 
solely because the person does not have the training or experience to make him eligible for certification by a 
certifying board recognized by the American Board of Medical Specialties or has not been certified by such a 
Board. A device subject to a regulation under this subsection is a restricted device.

(2) The label of a restricted device shall bear such appropriate statements of the restrictions required by a 
regulation under paragraph (1) as the Secretary may in such regulation prescribe.

(f) good mAnufActuring PrActice requirements. —

(1) —

(A) The Secretary may, in accordance with subparagraph (B), prescribe regulations requiring that the methods 
used in, and the facilities and controls used for, the manufacture, pre-production design validation (including 
a process to assess the performance of a device but not including an evaluation of the safety or effectiveness 
of a device), packing, storage, and installation of a device conform to current good manufacturing practice, 
as prescribed in such regulations, to assure that the device will be safe and effective and otherwise in 
compliance with this Act.

(B) Before the Secretary may promulgate any regulation under subparagraph (A) he shall —

(i) afford the advisory committee established under paragraph (3) an opportunity to submit 
recommendations to him with respect to the regulation proposed to be promulgated;

(ii) afford opportunity for an oral hearing; and

(iii) ensure that such regulation conforms, to the extent practicable, with internationally recognized 
standards defining quality systems, or parts of the standards, for medical devices.

The Secretary shall provide the advisory committee a reasonable time to make its recommendation with respect 
to proposed regulations under subparagraph (A).

(2) —

(A) Any person subject to any requirement prescribed by regulations under paragraph (1) may petition the 
Secretary for an exemption or variance from such requirement. Such a petition shall be submitted to the 
Secretary in such form and manner as he shall prescribe and shall —

(i) in the case of a petition for an exemption from a requirement, set forth the basis for the petitioner’s 
determination that compliance with the requirement is not required to assure that the device will be safe 
and effective and otherwise in compliance with this Act,

(ii) in the case of a petition for a variance from a requirement, set forth the methods proposed to be 
used in, and the facilities and controls proposed to be used for, the manufacture, packing, storage, and 
installation of the device in lieu of the methods, facilities, and controls prescribed by the requirement, 
and

(iii) contain such other information as the Secretary shall prescribe.

(B) The Secretary may refer to the advisory committee established under paragraph (3) any petition submitted 
under subparagraph (A). The advisory committee shall report its recommendations to the Secretary with 
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respect to a petition referred to it within sixty days of the date of the petition’s referral. Within sixty days 
after —

(i) the date the petition was submitted to the Secretary under subparagraph (A), or

(ii) if the petition was referred to an advisory committee, the expiration of the sixty-day period beginning 
on the date the petition was referred to the advisory committee,

whichever occurs later, the Secretary shall by order either deny the petition or approve it.

(C) The Secretary may approve —

(i) a petition for an exemption for a device from a requirement if he determines that compliance with 
such requirement is not required to assure that the device will be safe and effective and otherwise in 
compliance with this Act, and

(ii) a petition for a variance for a device from a requirement if he determines that the methods to be used 
in, and the facilities and controls to be used for, the manufacture, packing, storage, and installation of 
the device in lieu of the methods, controls, and facilities prescribed by the requirement are sufficient to 
assure that the device will be safe and effective and otherwise in compliance with this Act.

An order of the Secretary approving a petition for a variance shall prescribe such conditions respecting the 
methods used in, and the facilities and controls used for, the manufacture, packing, storage, and installation 
of the device to be granted the variance under the petition as may be necessary to assure that the device will 
be safe and effective and otherwise in compliance with this Act.

(D) After the issuance of an order under subparagraph (B) respecting a petition, the petitioner shall have an 
opportunity for an informal hearing on such order.

(3) The Secretary shall establish an advisory committee for the purpose of advising and making recommendations 
to him with respect to regulations proposed to be promulgated under paragraph (1)(A) and the approval or 
disapproval of petitions submitted under paragraph (2). The advisory committee shall be composed of nine 
members as follows:

(A) Three of the members shall be appointed from persons who are officers or employees of any State or 
local government or of the Federal Government.

(B) Two of the members shall be appointed from persons who are representative of interests of the device 
manufacturing industry; two of the members shall be appointed from persons who are representative of the 
interests of physicians and other health professionals; and two of the members shall be representative of the 
interests of the general public.

Members of the advisory committee who are not officers or employees of the United States, while attending 
conferences or meetings of the committee or otherwise engaged in its business, shall be entitled to receive 
compensation at rates to be fixed by the Secretary, which rates may not exceed the daily equivalent of the rate 
in effect for grade GS–18 of the General Schedule, for each day (including traveltime) they are so engaged; 
and while so serving away from their homes or regular places of business each member may be allowed travel 
expenses, including per diem in lieu of subsistence, as authorized by section 5703 of title 5 of the United States 
Code for persons in the Government service employed intermittently. The Secretary shall designate one of the 
members of the advisory committee to serve as its chairman. The Secretary shall furnish the advisory committee 
with clerical and other assistance. Section 14 of the Federal Advisory Committee Act shall not apply with respect 
to the duration of the advisory committee established under this paragraph.

(g) exemPtion for deVices for inVestigAtionAl use. —

(1) It is the purpose of this subsection to encourage to the extent consistent with the protection of the public health 
and safety and with ethical standards, the discovery and development of useful devices intended for human use 
and to that end to maintain optimum freedom for scientific investigators in their pursuit of that purpose.

(2) —

(A) The Secretary shall, within the one hundred and twenty-day period beginning on the date of the enactment 
of this section, by regulation prescribe procedures and conditions under which devices intended for human 
use may upon application be granted an exemption from the requirements of section 502, 510, 514, 515, 
516, 519, or 721 or subsection (e) or (f) of this section or from any combination of such requirements to 
permit the investigational use of such devices by experts qualified by scientific training and experience to 
investigate the safety and effectiveness of such devices.
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(B) The conditions prescribed pursuant to subparagraph (A) shall include the following:

(i) A requirement that an application be submitted to the Secretary before an exemption may be granted 
and that the application be submitted in such form and manner as the Secretary shall specify.

(ii) A requirement that the person applying for an exemption for a device assure the establishment and 
maintenance of such records, and the making of such reports to the Secretary of safety or effectiveness 
data obtained as a result of the investigational use of the device during the exemption, as the Secretary 
determines will enable him to assure compliance with such conditions, review the progress of the 
investigation, and evaluate the safety and effectiveness of the device.

(iii) Such other requirements as the Secretary may determine to be necessary for the protection of the 
public health and safety.

(C) Procedures and conditions prescribed pursuant to subparagraph (A) for an exemption may appropriately 
vary depending on

(i) the scope and duration of clinical testing to be conducted under such exemption,

(ii) the number of human subjects that are to be involved in such testing,

(iii) the need to permit changes to be made in the device subject to the exemption during testing 
conducted in accordance with a clinical testing plan required under paragraph (3)(A), and

(iv) whether the clinical testing of such device is for the purpose of developing data to obtain approval 
for the commercial distribution of such device.

(3) Procedures and conditions prescribed pursuant to paragraph (2)(A) shall require, as a condition to the 
exemption of any device to be the subject of testing involving human subjects, that the person applying for the 
exemption —

(A) submit a plan for any proposed clinical testing of the device and a report of prior investigations of the 
device (including, where appropriate, tests on animals) adequate to justify the proposed clinical testing —

(i) to the institutional review committee established in accordance with regulations of the Secretary 
to supervise clinical testing of devices in the facilities where the proposed clinical testing is to be 
conducted, or

(ii) to the Secretary, if —

(I) no such committee exists, or

(II) the Secretary finds that the process of review by such committee is inadequate (whether or not 
the plan for such testing has been approved by such committee),

for review for adequacy to justify the commencement of such testing; and, unless the plan and report are 
submitted to the Secretary, submit to the Secretary a summary of the plan and a report of prior investigations 
of the device (including, where appropriate, tests on animals);

(B) promptly notify the Secretary (under such circumstances and in such manner as the Secretary prescribes) 
of approval by an institutional review committee of any clinical testing plan submitted to it in accordance 
with subparagraph (A);

(C) in the case of a device to be distributed to investigators for testing, obtain signed agreements from each 
of such investigators that any testing of the device involving human subjects will be under such investigator’s 
supervision and in accordance with subparagraph (D) and submit such agreements to the Secretary; and

(D) assure that informed consent will be obtained from each human subject (or his representative) of 
proposed clinical testing involving such device, except where, subject to such conditions as the Secretary 
may prescribe—

(i) the proposed clinical testing poses no more than minimal risk to the human subject and includes 
appropriate safeguards to protect the rights, safety, and welfare of the human subject; or

(ii) the investigator conducting or supervising the proposed clinical testing of the device determines in 
writing that there exists a life threatening situation involving the human subject of such testing which 
necessitates the use of such device and it is not feasible to obtain informed consent from the subject and 
there is not sufficient time to obtain such consent from his representative.

05_FDCA_05_Part02.indd   271 29/01/18   11:48 AM



§ 520 [360j] Federal Food, Drug, and Cosmetic Act

272 FOOD AND DRUG LAW INSTITUTE

The determination required by subparagraph (D)(ii) shall be concurred in by a licensed physician who is not 
involved in the testing of the human subject with respect to which such determination is made unless immediate 
use of the device is required to save the life of the human subject of such testing and there is not sufficient time 
to obtain such concurrence.

(4) —

(A) An application, submitted in accordance with the procedures prescribed by regulations under paragraph    
(2), for an exemption for a device (other than an exemption from section 516) shall be deemed approved 
on the thirtieth day after the submission of the application to the Secretary unless on or before such day the 
Secretary by order disapproves the application and notifies the applicant of the disapproval of the application.

(B) The Secretary may disapprove an application only if he finds that the investigation with respect to which 
the application is submitted does not conform to procedures and conditions prescribed under regulations 
under paragraph (2). Such a notification shall contain the order of disapproval and a complete statement 
of the reasons for the Secretary’s disapproval of the application and afford the applicant opportunity for an 
informal hearing on the disapproval order.

(C) Consistent with paragraph (1), the Secretary shall not disapprove an application under this subsection 
because the Secretary determines that —

(i) the investigation may not support a substantial equivalence or de novo classification determination 
or approval of the device;

(ii) the investigation may not meet a requirement, including a data requirement, relating to the approval 
or clearance of a device; or

(iii) an additional or different investigation may be necessary to support clearance or approval of the 
device.

(5) The Secretary may by order withdraw an exemption granted under this subsection for a device if the Secretary 
determines that the conditions applicable to the device under this subsection for such exemption are not met. 
Such an order may be issued only after opportunity for an informal hearing, except that such an order may 
be issued before the provision of an opportunity for an informal hearing if the Secretary determines that the 
continuation of testing under the exemption with respect to which the order is to be issued will result in an 
unreasonable risk to the public health.

(6) —

(A) Not later than 1 year after the date of the enactment of the Food and Drug Administration Modernization 
Act of 1997 [November 21, 1997 — Ed.], the Secretary shall by regulation establish, with respect to a 
device for which an exemption under this subsection is in effect, procedures and conditions that, without 
requiring an additional approval of an application for an exemption or the approval of a supplement to such 
an application, permit —

(i) developmental changes in the device (including manufacturing changes) that do not constitute 
a significant change in design or in basic principles of operation and that are made in response to 
information gathered during the course of an investigation; and

(ii) changes or modifications to clinical protocols that do not affect —

(I) the validity of the data or information resulting from the completion of an approved protocol, or 
the relationship of likely patient risk to benefit relied upon to approve a protocol;

(II) the scientific soundness of an investigational plan submitted under paragraph (3)(A); or

(III) the rights, safety, or welfare of the human subjects involved in the investigation.

(B) Regulations under subparagraph (A) shall provide that a change or modification described in such 
subparagraph may be made if —

(i) the sponsor of the investigation determines, on the basis of credible information (as defined by the 
Secretary) that the applicable conditions under subparagraph (A) are met; and

(ii) the sponsor submits to the Secretary, not later than 5 days after making the change or modification, 
a notice of the change or modification.

05_FDCA_05_Part02.indd   272 29/01/18   11:48 AM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 520 [360j]

 STATUTORY SUPPLEMENT 273

(7) —

(A) In the case of a person intending to investigate the safety or effectiveness of a class III device or any 
implantable device, the Secretary shall ensure that the person has an opportunity, prior to submitting an 
application to the Secretary or to an institutional review committee, to submit to the Secretary, for review, an 
investigational plan (including a clinical protocol). If the applicant submits a written request for a meeting 
with the Secretary regarding such review, the Secretary shall, not later than 30 days after receiving the 
request, meet with the applicant for the purpose of reaching agreement regarding the investigational plan 
(including a clinical protocol). The written request shall include a detailed description of the device, a 
detailed description of the proposed conditions of use of the device, a proposed plan (including a clinical 
protocol) for determining whether there is a reasonable assurance of effectiveness, and, if available, 
information regarding the expected performance from the device.

(B) Any agreement regarding the parameters of an investigational plan (including a clinical protocol) that is 
reached between the Secretary and a sponsor or applicant shall be reduced to writing and made part of the 
administrative record by the Secretary. Any such agreement shall not be changed, except —

(i) with the written agreement of the sponsor or applicant; or

(ii) pursuant to a decision, made in accordance with subparagraph (C) by the director of the office in 
which the device involved is reviewed, that a substantial scientific issue essential to determining the 
safety and effectiveness of the device has been identified.

(C) A decision under paragraph (B)(ii) by the director shall be in writing, and may be made only after the 
Secretary has provided to the sponsor or applicant an opportunity for a meeting at which the director and the 
sponsor or applicant are present and at which the director documents the scientific issue involved.

(8)

(A) At any time, the Secretary may prohibit the sponsor of an investigation from conducting the investigation 
(referred to in this paragraph as a “clinical hold”) if the Secretary makes a determination described in 
subparagraph (B). The Secretary shall specify the basis for the clinical hold, including the specific 
information available to the Secretary which served as the basis for such clinical hold, and confirm such 
determination in writing.

(B) For purposes of subparagraph (A), a determination described in this subparagraph with respect to a 
clinical hold is a determination that —

(i) the device involved represents an unreasonable risk to the safety of the persons who are the subjects of 
the clinical investigation, taking into account the qualifications of the clinical investigators, information 
about the device, the design of the clinical investigation, the condition for which the device is to be 
investigated, and the health status of the subjects involved; or

(ii) the clinical hold should be issued for such other reasons as the Secretary may by regulation establish.

(C) Any written request to the Secretary from the sponsor of an investigation that a clinical hold be removed 
shall receive a decision, in writing and specifying the reasons therefor, within 30 days after receipt of such 
request. Any such request shall include sufficient information to support the removal of such clinical hold.

(h) releAse of sAfety And effectiVeness informAtion. —

(1) The Secretary shall promulgate regulations under which a detailed summary of information respecting the 
safety and effectiveness of a device which information was submitted to the Secretary and which was the basis 
for —

(A) an order under section 515(d)(1)(A) approving an application for premarket approval for the device or 
denying approval of such an application or an order under section 515(e) withdrawing approval of such an 
application for the device,

(B) an order under section 515(f)(6)(A) revoking an approved protocol for the device, an order under section 
515(f)(6)(B) declaring a protocol for the device completed or not completed, or an order under section 
515(f)(7) revoking the approval of the device, or

(C) an order approving an application under subsection (g) for an exemption for the device from section 516 
or an order disapproving, or withdrawing approval of, an application for an exemption under such subsection 
for the device,
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shall be made available to the public upon issuance of the order. Summaries of information made available 
pursuant to this paragraph respecting a device shall include information respecting any adverse effects on health 
of the device.

(2) The Secretary shall promulgate regulations under which each advisory committee established under section 
515(g)(2)(B) shall make available to the public a detailed summary of information respecting the safety and 
effectiveness of a device which information was submitted to the advisory committee and which was the basis 
for its recommendation to the Secretary made pursuant to section 515(g)(2)(A). A summary of information upon 
which such a recommendation is based shall be made available pursuant to this paragraph only after the issuance 
of the order with respect to which the recommendation was made and each summary shall include information 
respecting any adverse effect on health of the device subject to such order.

(3) Except as provided in paragraph (4), any information respecting a device which is made available pursuant to 
paragraph (1) or (2) of this subsection

(A) may not be used to establish the safety or effectiveness of another device for purposes of this Act by any 
person other than the person who submitted the information so made available, and

(B) shall be made available subject to subsection (c) of this section.

(4) —

(A) Subject to subparagraph (C), any information contained in an application for premarket approval filed 
with the Secretary pursuant to section 515(c) (including information from clinical and pre-clinical tests or 
studies that demonstrate the safety and effectiveness of a device, but excluding descriptions of methods of 
manufacture and product composition and other trade secrets) shall be available, 6 years after the application 
has been approved by the Secretary, for use by the Secretary in —

(i) approving another device;

(ii) determining whether a product development protocol has been completed, under section 515 for 
another device;

(iii) establishing a performance standard or special control under this Act; or

(iv) classifying or reclassifying another device under section 513 and subsection (l)(2).

(B) The publicly available detailed summaries of information respecting the safety and effectiveness of 
devices required by paragraph (1)(A) shall be available for use by the Secretary as the evidentiary basis for 
the regulatory action described in subparagraph (A).

(C) No information contained in an application for premarket approval filed with the Secretary pursuant 
to section 515(c) may be used to approve or clear any application submitted under section 515 or 510(k) or 
to classify a product under section 513(f)(2) for a combination product containing as a constituent part an 
approved drug (as defined in section 503(g)(5)(B)) unless—

(i) the application includes the certification or statement referenced in section 503(g)(5)(A);

(ii) the applicant provides notice as described in section 503(g)(5)(A); and

(iii) the Secretary’s approval of such application is subject to the provisions in section 503(g)(5)(C).

(i) Proceedings of AdVisory PAnels And committees. — Each panel under section 513 and each advisory committee 
established under section 514(b)(5)(B) or 515(g) or under subsection (f) of this section shall make and maintain 
a transcript of any proceeding of the panel or committee. Each such panel and committee shall delete from any 
transcript made pursuant to this subsection information which under subsection (c) of this section is to be considered 
confidential.

(j) trAceABility requirements. — Except as provided in section 519(e), no regulation under this Act may impose 
on a type or class of device requirements for the traceability of such type or class of device unless such requirements 
are necessary to assure the protection of the public health.

(k) reseArch And deVeloPment. — The Secretary may enter into contracts for research, testing, and demonstrations 
respecting devices and may obtain devices for research, testing, and demonstration purposes without regard to 
sections 3648 and 3709 of the Revised Statutes (31 U.S.C. 529, 41 U.S.C. 5).

(l) trAnsitionAl ProVisions for deVices considered As new drugs. —

(1) Any device intended for human use —
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(A) for which on the date of enactment of the Medical Device Amendments of 1976 [May 28, 1976 — Ed.] 
(hereinafter in this subsection referred to as the “enactment date”) an approval of an application submitted 
under section 505(b) was in effect;

(B) for which such an application was filed on or before the enactment date and with respect to which 
application no order of approval or refusing to approve had been issued on such date under subsection (c) 
or (d) of such section;

(C) for which on the enactment date an exemption under subsection (i) of such section was in effect;

(D) which is within a type of device described in subparagraph (A), (B), or (C) and is substantially equivalent 
to another device within that type;

(E) which the Secretary in a notice published in the Federal Register before the enactment date has declared 
to be a new drug subject to section 505; or

(F) with respect to which on the enactment date an action is pending in a United States court under section 
302, 303, or 304 for an alleged violation of a provision of section 301 which enforces a requirement of 
section 505 or for an alleged violation of section 505(a),

is classified in class III unless the Secretary in response to a petition submitted under paragraph (2) has classified 
such device in class I or II.

(2) The Secretary may initiate the reclassification of a device classified into class III under paragraph (1) of 
this subsection or the manufacturer or importer of a device classified under paragraph (1) may petition the 
Secretary (in such form and manner as he shall prescribe) for the issuance of an order classifying the device 
in class I or class II. Within thirty days of the filing of such a petition, the Secretary shall notify the petitioner 
of any deficiencies in the petition which prevent the Secretary from making a decision on the petition. Except 
as provided in paragraph (3)(D)(ii), within one hundred and eighty days after the filing of a petition under this 
paragraph, the Secretary shall, after consultation with the appropriate panel under section 513, by order either 
deny the petition or order the classification, in accordance with the criteria prescribed by section 513(a)(1)(A) or 
513(a)(1)(B), of the device in class I or class II.

(3) —

(A) In the case of a device which is described in paragraph (1)(A) and which is in class III —

(i) such device shall on the enactment date be considered a device with an approved application under 
section 515, and

(ii) the requirements applicable to such device before the enactment date under section 505 shall 
continue to apply to such device until changed by the Secretary as authorized by this Act.

(B) In the case of a device which is described in paragraph (1)(B) and which is in class III, an application for 
such device shall be considered as having been filed under section 515 on the enactment date. The period in 
which the Secretary shall act on such application in accordance with section 515(d)(1) shall be one hundred 
and eighty days from the enactment date (or such greater period as the Secretary and the applicant may agree 
upon after the Secretary has made the finding required by section 515(d)(1)(B)(i)) less the number of days 
in the period beginning on the date an application for such device was filed under section 505 and ending 
on the enactment date. After the expiration of such period such device is required, unless exempt under 
subsection (g), to have in effect an approved application under section 515.

(C) A device which is described in paragraph (1)(C) and which is in class III shall be considered a new drug 
until the expiration of the ninety-day period beginning on the date of the promulgation of regulations under 
subsection (g) of this section. After the expiration of such period such device is required, unless exempt 
under subsection (g), to have in effect an approved application under section 515.

(D) —

(i) Except as provided in clauses (ii) and (iii), a device which is described in subparagraph (D), (E), 
or (F) of paragraph (1) and which is in class III is required, unless exempt under subsection (g) of this 
section, to have on and after sixty days after the enactment date in effect an approved application under 
section 515.

(ii) If —

(I) a petition is filed under paragraph (2) for a device described in subparagraph (D), (E), or (F) of 
paragraph (1), or
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(II) an application for premarket approval is filed under section 515 for such a device,

within the sixty-day period beginning on the enactment date (or within such greater period as the Secretary, 
after making the finding required under section 515(d)(1)(B), and the petitioner or applicant may agree 
upon), the Secretary shall act on such petition or application in accordance with paragraph (2) or section 
515 except that the period within which the Secretary must act on the petition or application shall be within 
the one hundred and twenty-day period beginning on the date the petition or application is filed. If such a 
petition or application is filed within such sixty-day (or greater) period, clause (i) of this subparagraph shall 
not apply to such device before the expiration of such one hundred and twenty- day period, or if such petition 
is denied or such application is denied approval, before the date of such denial, whichever occurs first.

(iii) In the case of a device which is described in subparagraph (E) of paragraph (1), which the Secretary in 
a notice published in the Federal Register after March 31, 1976, declared to be a new drug subject to section 
505, and which is in class III —

(I) the device shall, after eighteen months after the enactment date, have in effect an approved application 
under section 515 unless exempt under subsection (g) of this section, and

(II) the Secretary may, during the period beginning one hundred and eighty days after the enactment 
date and ending eighteen months after such date, restrict the use of the device to investigational use 
by experts qualified by scientific training and experience to investigate the safety and effectiveness of 
such device, and to investigational use in accordance with the requirements applicable under regulations 
under subsection (g) of this section to investigational use of devices granted an exemption under such 
subsection.

If the requirements under subsection (g) of this section are made applicable to the investigational use of such 
a device, they shall be made applicable in such a manner that the device shall be made reasonably available 
to physicians meeting appropriate qualifications prescribed by the Secretary.

(4) [Repealed.]

(5) —

(A) Before December 1, 1991, the Secretary shall by order require manufacturers of devices described 
in paragraph (1), which are subject to revision of classification under subparagraph (B), to submit to the 
Secretary a summary of and citation to any information known or otherwise available to the manufacturers 
respecting the devices, including adverse safety or effectiveness information which has not been submitted 
under section 519. The Secretary may require a manufacturer to submit the adverse safety or effectiveness 
data for which a summary and citation were submitted, if such data are available to the manufacturer.

(B) Except as provided in subparagraph (C), after the issuance of an order under subparagraph (A) but 
before December 1, 1992, the Secretary shall publish a regulation in the Federal Register for each device 
which is classified in class III under paragraph (1) revising the classification of the device so that the 
device is classified into class I or class II, unless the regulation requires the device to remain in class III. 
In determining whether to revise the classification of a device or to require a device to remain in class 
III, the Secretary shall apply the criteria set forth in section 513(a). Before the publication of a regulation 
requiring a device to remain in class III or revising its classification, the Secretary shall publish a proposed 
regulation respecting the classification of a device under this subparagraph and provide an opportunity for 
the submission of comments on any such regulation. No regulation under this subparagraph requiring a 
device to remain in class III or revising its classification may take effect before the expiration of 90 days 
from the date of the publication in the Federal Register of the proposed regulation.

(C) The Secretary may by notice published in the Federal Register extend the period prescribed by 
subparagraph (B) for a device for an additional period not to exceed 1 year.

(m) humAnitAriAn deVice exemPtion. —

(1) To the extent consistent with the protection of the public health and safety and with ethical standards, it is 
the purpose of this subsection to encourage the discovery and use of devices intended to benefit patients in the 
treatment and diagnosis of diseases or conditions that affect not more than 8,000 individuals in the United States.

(2) The Secretary may grant a request for an exemption from the effectiveness requirements of sections 514 and 
515 for a device for which the Secretary finds that —

(A) the device is designed to treat or diagnose a disease or condition that affects not more than 8,000 
individuals in the United States,
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(B) the device would not be available to a person with a disease or condition referred to in subparagraph 
(A) unless the Secretary grants such an exemption and there is no comparable device, other than under this 
exemption, available to treat or diagnose such disease or condition, and

(C) the device will not expose patients to an unreasonable or significant risk of illness or injury and the 
probable benefit to health from the use of the device outweighs the risk of injury or illness from its use, 
taking into account the probable risks and benefits of currently available device or alternative forms of 
treatment.

The request shall be in the form of an application submitted to the Secretary and such application shall include 
the certification required under section 402(i)(5)(B) of the Public Health Services Act (which shall not be 
considered an element of such application. Not later than 75 days after the date of the receipt of the application, 
the Secretary shall issue an order approving or denying the application.

(3) Except as provided in paragraph (6), no person granted an exemption under paragraph (2) with respect to a 
device may sell the device for an amount that exceeds the costs of research and development, fabrication, and 
distribution of the device.

(4) Devices granted an exemption under paragraph (2) may only be used —

(A) in facilities in which clinical testing of devices is supervised by an institutional review committee 
established in accordance with the regulations of the Secretary; and

(B) if, before the use of a device, an institutional review committee or an appropriate local committee 
approves the use in the treatment or diagnosis of a disease or condition referred to in paragraph (2)(A), unless 
a physician determines in an emergency situation that approval from an institutional review committee or 
an appropriate local committee can not be obtained in time to prevent serious harm or death to a patient.

In a case described in subparagraph (B) in which a physician uses a device without an approval from an 
institutional review committee or an appropriate local committee, the physician shall, after the use of the device, 
notify the chairperson of the institutional review committee or an appropriate local committee of such use. Such 
notification shall include the identification of the patient involved, the date on which the device was used, and 
the reason for the use.

(5) The Secretary may require a person granted an exemption under paragraph (2) to demonstrate continued 
compliance with the requirements of this subsection if the Secretary believes such demonstration to be necessary 
to protect the public health, if the Secretary has reason to believe that the requirements of paragraph (6) are 
no longer met, or if the Secretary has reason to believe that the criteria for the exemption are no longer met. 
If the person granted an exemption under paragraph (2) fails to demonstrate continued compliance with the 
requirements of this subsection, the Secretary may suspend or withdraw the exemption from the effectiveness 
requirements of sections 514 and 515 for a humanitarian device only after providing notice and an opportunity 
for an informal hearing.

(6) —

(A) Except as provided in subparagraph (D), the prohibition in paragraph (3) shall not apply with respect to 
a person granted an exemption under paragraph (2) if each of the following conditions apply:

(i) The device with respect to which the exemption is granted —

(I) is intended for the treatment or diagnosis of a disease or condition that occurs in pediatric 
patients or in a pediatric subpopulation, and such device is labeled for use in pediatric patients or 
in a pediatric subpopulation in which the disease or condition occurs; or

(II) is intended for the treatment or diagnosis of a disease or condition that does not occur in 
pediatric patients or that occurs in pediatric patients in such numbers that the development of the 
device for such patients is impossible, highly impracticable, or unsafe.

(ii) During any calendar year, the number of such devices distributed during that year under each 
exemption granted under this subsection does not exceed the annual distribution number for such 
device. In this paragraph, the term “annual distribution number” means the number of such devices 
reasonably needed to treat, diagnose, or cure a population of 8,000 individuals in the United States. The 
Secretary shall determine the annual distribution number when the Secretary grants such exemption.

(iii) Such person immediately notifies the Secretary if the number of such devices distributed during 
any calendar year exceeds the annual distribution number referred to in clause (ii).
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(iv) The request for such exemption is submitted on or before October 1, 2022.

(B) The Secretary may inspect the records relating to the number of devices distributed during any calendar 
year of a person granted an exemption under paragraph (2) for which the prohibition in paragraph (3) does 
not apply.

(C) A person may petition the Secretary to modify the annual distribution number determined by the 
Secretary under subparagraph (A)(ii) with respect to a device if additional information arises, and the 
Secretary may modify such annual distribution number.

(D) If a person notifies the Secretary, or the Secretary determines through an inspection under subparagraph 
(B), that the number of devices distributed during any calendar year exceeds the annual distribution number, 
as required under subparagraph (A)(iii), and modified under subparagraph (C), if applicable, then the 
prohibition in paragraph (3) shall apply with respect to such person for such device for any sales of such 
device after such notification.

(E) —

(i) In this subsection, the term “pediatric patients” means patients who are 21 years of age or younger 
at the time of the diagnosis or treatment.

(ii) In this subsection, the term “pediatric subpopulation” means 1 of the following populations:

(I) Neonates.

(II) Infants.

(III) Children.

(IV) Adolescents.

(7) The Secretary shall refer any report of an adverse event regarding a device described in paragraph (6)(A)(i) (I) for 
which the prohibition under paragraph (3) does not apply pursuant to paragraph (6)(A) that the Secretary receives 
to the Office of Pediatric Therapeutics, established under section 6 of the Best Pharmaceuticals for Children 
Act (Public Law 107–109). In considering the report, the Director of the Office of Pediatric Therapeutics, in 
consultation with experts in the Center for Devices and Radiological Health, shall provide for periodic review of 
the report by the Pediatric Advisory Committee, including obtaining any recommendations of such committee 
regarding whether the Secretary should take action under this Act in response to the report.

(8) The Secretary, acting through the Office of Pediatric Therapeutics and the Center for Devices and Radiological 
Health, shall provide for an annual review by the Pediatric Advisory Committee of all devices described in 
paragraph (6)(A)(i)(I) to ensure that the exemption under paragraph (2) remains appropriate for the pediatric 
populations for which it is granted.

(n) regulAtion of contAct lenses As deVices.

(1) All contact lenses shall be deemed to be devices under section 201(h).

(2) Paragraph (1) shall not be construed as bearing on or being relevant to the questions of whether any product 
other than a contact lens is a device as defined by section 201(h) or a drug as defined by section 201(g).

(o) regulAtion of medicAl And certAin decisions suPPort softwAre—

(1) The term device, as defined in section 201(j), shall not include a software function that is intended—

(A) for administrative support of a health care facility, including the processing and maintenance of 
financial records, claims or billing information, appointment schedules, business analytics, information 
about patient populations, admissions, practice and inventory management, analysis of historical claims 
data to predict future utilization or cost-effectiveness, determination of health benefit eligibility, population 
health management, and laboratory workflow;

(B) for maintaining or encouraging a healthy lifestyle and is unrelated to the diagnosis, cure, mitigation, 
prevention, or treatment of a disease or condition;

(C) to serve as electronic patient reocrds, including patient-provided information, to the extent that such 
records are intended to transfer, store, convert formats, or display the equivalent of a paper medical chart, 
so long as—

05_FDCA_05_Part02.indd   278 29/01/18   11:48 AM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 520 [360j]

 STATUTORY SUPPLEMENT 279

(i) such records were created, stored, transferred, or reviewed by health care professionals, or by 
individuals working under supervision of such professionals;

(ii) such records are part of health information technology that is certified under section 3001(c)(5) of 
the Public Health Service Act; and

(iii) such function is not intended to interpret or analyze patient records, including medical image data, 
for the purpose of the diagnosis, cure, mitigation, prevention, or treatment of a disease or condition;

(D) For transferring, storing, converting formats, or displaying clinical laboratory test or other device data 
and results, findings by a health care professional with respect to such data and results, general information 
about such findings, and general background information about such laboratory test or other device, unless 
such function is intended to interpret or analyze clinical laboratory test or other device data, results, and 
findings; or

(E) Unless the function is intended to acquire, process, or analyze a medical image or a signal from an in 
vitro diagnostic device or a pattern or signal from a signal acquisition system, for the purpose of—

(i) displaying, analyzing, or printing medical information about a patient or other medical information 
(such as peer-reviewed clinical studies and clinical practice guidelines);

(ii) supporting or providing recommendations to a health care professional about prevention, diagnosis, 
or treatment of a disease or condition; and

(iii) enabling such health care professional to independently review the basis for such recommendation 
that such software presents so that it is not the intent that such health care professional rely primarily on 
any of such recommendations to make a clinical diagnosis or treatment decision regarding an individual 
patient.

(2) In the case of a product with multiple functions that contains—

(A) at least one software function that meets the criteria under paragraph (1) or that otherwise does not meet 
the definition of device under section 201(h); and

(B) at least one function that does not meet the criteria under paragraph (1) and that otherwise meets the 
definition of a device under section 201(h),

the Secretary shall not regulate the software function of such product described in subparagraph (A) as a 
device. Notwithstanding the preceding sentence, when assessing the safety and effectiveness of the device 
function or functions of such product described in subparagraph (B), the Secretary may assess the impact of 
the software function or functions described in subparagraph (A) have on such device function or functions.

(3)

(A) Notwithstanding paragraph (1), a software function described in subparagraph (C), (D), or (E) of 
paragraph (1) shall not be excluded from the definition of a device under section 201(h) if—

(i) the Secretary makes a finding that use of such software function would be reasonably likely to have 
serious adverse health consequences; and

(ii) the software function has been identified in a final order issued by the Secretary under subparagraph 
(B).

(B) Subparagraph (A) shall apply only if the Secretary—

(i) publishes a notification and proposed order in the Federal Register;

(ii) includes in such notification the Secretary’s finding, including the rationale and identification of the 
evidence on which such finding was based, as described in subparagraph (A)(i); and 

(iii) provides for a period of not less than 30 calendar days for public comment before issuing a final 
order or withdrawing such proposed order.

(C) In making a finding under subparagraph (A)(i) with respect to a software function, the Secretary shall 
consider—

(i) the likelihood and severity of patient harm if the software function were not to perform as intended;

(ii) the extent to which the software function is intended to support the clinical judgment of a health 
care professional;

(iii) whether there is a reasonable opportunity for a health care professional to review the basis of the 
information or treatment recommendation provided by the software function; and
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(iv) the intended user and user environment, such as whether a health care professional will use a 
software function of a type described in subparagraph (E) of paragraph (1).

(4) Nothing in this subsection shall be construed as limiting the authority of the Secretary to—

(A) exercise enforcement discretion as to any device subject to regulation under this Act;

(B) regulate software used in the manufacture and transfusion of blood and blood components to assist in 
the prevention of disease in humans; or

(C) regulate software as a device under this Act if such software meets the criteria under section 513(a)(1)(C). 

(p) diAgnostic imAging deVices intended for use with contrAst Agents. —

(1) in generAl.—The Secretary may, subject to the succeeding provisions of this subsection, approve an 
application (or a supplement to such an application) submitted under section 515 with respect to an applicable 
medical imaging device, or, in the case of an applicable medical imaging device for which a notification is 
submitted under section 510(k), may make a substantial equivalence determination with respect to an applicable 
medical imaging device, or may grant a request submitted under section 513(f)(2) for an applicable medical 
imaging device, if such application, notification, or request involves the use of a contrast agent that is not —

(A) in a concentration, rate of administration, or route of administration that is different from those described 
in the approved labeling of the contrast agent, except that the Secretary may approve such application, make 
such substantial equivalence determination, or grant such request if the Secretary determines that such 
differences in concentration, rate of administration, or route of administration exist but do not adversely 
affect the safety and effectiveness of the contrast agent when used with the device;

(B) in a region, organ, or system of the body that is different from those described in the approved labeling of 
the contrast agent, except that the Secretary may approve such application, make such substantial equivalence 
determination, or grant such request if the Secretary determines that such differences in region, organ, or 
system of the body exist but do not adversely affect the safety and effectiveness of the contrast agent when 
used with the device;

(c) in a patient population that is different from those described in the approved labeling of the contrast agent, 
except that the Secretary may approve such application, make such substantial equivalence determination, 
or grant such request if the Secretary determines such differences in patient population exist but do not 
adversely affect the safety and effectiveness of the contrast agent when used with the device; or

(d) in an imaging modality that is different from those described in the approved labeling of the contrast 
agent.

(2) PremArket reView. — The agency center charged with premarket review of devices shall have primary 
jurisdiction with respect to the review of an application, notification, or request described in paragraph (1). In 
conducting such review, such agency center may —

(A) consult with the agency center charged with the premarket review of drugs or biological products; and

(B) review information and data provided to the Secretary by the sponsor of a contrast agent in an application 
submitted under section 505 of this Act or section 351 of the Public Health Service Act, so long as the sponsor 
of such contrast agent has provided to the sponsor of the applicable medical imaging device that is the subject 
of such review a right of reference and the application is submitted in accordance with this subsection.

(3) APPlicABle requirements. — An application submitted under section 515, a notification submitted under 
section 510(k), or a request submitted under section 513(f)(2), as described in paragraph (1), with respect 
to an applicable medical imaging device shall be subject to the requirements of such respective section. Such 
application, notification, or request shall only be subject to the requirements of this Act applicable to devices.

(4) definitions. — For purposes of this subsection  —

(A) the term ‘applicable medical imaging device’ means a device intended to be used in conjunction with a 
contrast agent (or class of contrast agents) for an imaging use that is not described in the approved labeling of 
such contrast agent (or the approved labeling of any contrast agent in the same class as such contrast agent); 
and

(B) the term ‘contrast agent’ means a drug that is approved under section 505 or licensed under section 351 of 
the Public Health Service Act, is intended for use in conjunction with an applicable medical imaging device, 
and —

(i) is a diagnostic radiopharmaceutical, as defined in section 315.2 and 601.31 of title 21, Code of 
Federal Regulations (or any successor regulations); or
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(ii) is a diagnostic agent that improves the visualization of structure or function within the body by 
increasing the relative difference in signal intensity within the target tissue, structure, or fluid.

(q) regulAtion of oVer-the-counter heAring Aids. —

(1) definition. —

(A) in generAl. — In this subsection, the term ‘over-the-counter hearing aid’ means a device that—

(i) uses the same fundamental scientific technology as air conduction hearing aids (as defined in 
section 874.3300 of title 21, Code of Federal Regulations) (or any successor regulation) or wireless air 
conduction hearing aids (as defined in section 874.3305 of title 21, Code of Federal Regulations) (or 
any successor regulation);

(ii) is intended to be used by adults age 18 and older to compensate for perceived mild to moderate 
hearing impairment;

(iii) through tools, tests, or software, allows the user to control the over-the-counter hearing aid and 
customize it to the user’s hearing needs;

(iv) may —

(I) use wireless technology; or

(II) include tests for self-assessment of hearing loss; and

(v) is available over-the-counter, without the supervision, prescription, or other order, involvement, or 
intervention of a licensed person, to consumers through in-person transactions, by mail, or online.

(B) excePtion. — Such term does not include a personal sound amplification product intended to amplify 
sound for nonhearing impaired consumers in situations including hunting and bird-watching.

(2) regulAtion. — An over-the-counter hearing aid shall be subject to the regulations promulgated in accordance 
with section 709(b) of the FDA Reauthorization Act of 2017 and shall be exempt from sections 801.420 and 
801.421 of title 21, Code of Federal Regulations (or any successor regulations).

sec. 521. [360k] stAte And locAl requirements resPecting deVices.

(a) generAl rule. — Except as provided in subsection (b), no State or political subdivision of a State may establish 
or continue in effect with respect to a device intended for human use any requirement —

(1) which is different from, or in addition to, any requirement applicable under this Act to the device, and

(2) which relates to the safety or effectiveness of the device or to any other matter included in a requirement 
applicable to the device under this Act.

(b) exemPt requirements. — Upon application of a State or a political subdivision thereof, the Secretary may, by 
regulation promulgated after notice and opportunity for an oral hearing, exempt from subsection (a), under such 
conditions as may be prescribed in such regulation, a requirement of such State or political subdivision applicable to 
a device intended for human use if —

(1) the requirement is more stringent than a requirement under this Act which would be applicable to the device 
if an exemption were not in effect under this subsection; or

(2) the requirement —

(A) is required by compelling local conditions, and

(B) compliance with the requirement would not cause the device to be in violation of any applicable 
requirement under this Act.

sec. 522. [360l] PostmArket surVeillAnce.

(a) PostmArket surVeillAnce. —

(1) in generAl . —

(A) conduct. —The Secretary may by order, at the time of approval or clearance of a device or at any time 
thereafter, require a manufacturer to conduct postmarket surveillance for any device of the manufacturer that 
is a class II or class III device —
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(i) the failure of which would be reasonably likely to have serious adverse health consequences;

(ii) that is expected to have significant use in pediatric populations; or

(iii) that is intended to be—

(I) implanted in the human body for more than 1 year; or

(II) a life-sustaining or life-supporting device used outside a device user facility.

(B) condition. — The Secretary may order a postmarket surveillance under subparagraph (A) as a condition 
to approval or clearance of a device described in subparagraph (A)(ii).

(2) rule of construction. —

The provisions of paragraph (1) shall have no effect on authorities otherwise provided under the Act or 
regulations issued under this Act.

(b) surVeillAnce APProVAl. —

(1) in generAl. — Each manufacturer required to conduct a surveillance of a device shall, within 30 days of 
receiving an order from the Secretary prescribing that the manufacturer is required under this section to conduct 
such surveillance, submit, for the approval of the Secretary, a plan for the required surveillance. The Secretary, 
within 60 days of the receipt of such plan, shall determine if the person designated to conduct the surveillance 
has appropriate qualifications and experience to undertake such surveillance and if the plan will result in the 
collection of useful data that can reveal unforeseen adverse events or other information necessary to protect 
the public health. The manufacturer shall commence surveillance under this section not later than 15 months 
after the day on which the Secretary issues an order under this section. Except as provided in paragraph (2), the 
Secretary, in consultation with the manufacturer, may by order require a prospective surveillance period of up 
to 36 months. Except as provided in paragraph (2), any determination by the Secretary that a longer period is 
necessary shall be made by mutual agreement between the Secretary and the manufacturer or, if no agreement 
can be reached, after the completion of a dispute resolution process as described in section 562.

(2) longer surVeillAnce for PediAtric deVices. — The Secretary may by order require a prospective 
surveillance period of more than 36 months with respect to a device that is expected to have significant use in 
pediatric populations if such period of more than 36 months is necessary in order to assess the impact of the 
device on growth and development, or the effects of growth, development, activity level, or other factors on the 
safety or efficacy of the device.

(c) disPute resolution. — A manufacturer may request review under section 562 of any order or condition 
requiring postmarket surveillance under this section. During the pendency of such review, the device subject to such 
a postmarket surveillance order or condition shall not, because of noncompliance with such order or condition, be 
deemed in violation of section 301(q)(1)(C), adulterated under section 501(f)(1), misbranded under section 502(t)(3), 
or in violation of, as applicable, section 510(k) or section 515, unless deemed necessary to protect the public health.

sec. 523. [360m] Accredited Persons.

(a) in generAl. —

(1) reView And clAssificAtion of deVices. — Not later than 1 year after the date of enactment of the Food and 
Drug Administration Modernization Act of 1997 [November 21, 1997 — Ed.], the Secretary shall, subject to 
paragraph (3), accredit persons for the purpose of reviewing reports submitted under section 510(k) and making 
recommendations to the Secretary regarding the initial classification of devices under section 513(f)(1).

(2) requirements regArding reView. —

(A) in generAl. — In making a recommendation to the Secretary under paragraph (1), an accredited person 
shall notify the Secretary in writing of the reasons for the recommendation.

(B) time Period for reView. — Not later than 30 days after the date on which the Secretary is notified 
under subparagraph (A) by an accredited person with respect to a recommendation of an initial classification 
of a device, the Secretary shall make a determination with respect to the initial classification.

(C) sPeciAl rule. — The Secretary may change the initial classification under section 513(f)(1) that is 
recommended under paragraph (1) by an accredited person, and in such case shall provide to such person, 
and the person who submitted the report under section 510(k) for the device, a statement explaining in detail 
the reasons for the change.
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(3) certAin deVices. —

(A) in generAl. — An accredited person may not be used to perform a review of —

(i) a class III device;

(ii) a class II device which is intended to be permanently implantable or life sustaining or life supporting; or

(iii) a class II device which requires clinical data in the report submitted under section 510(k) for the 
device, except that the number of class II devices to which the Secretary applies this clause for a year, 
less the number of such reports to which clauses (i) and (ii) apply, may not exceed 6 percent of the 
number that is equal to the total number of reports submitted to the Secretary under such section for 
such year less the number of such reports to which such clauses apply for such year.

(ii) a device classified under section 513(f)(2) or designated under section 515C(d);

(iii) a device that is intended to be permanently implantable, life sustaining, or life supporting, unless 
otherwise determined by the Secretary in accordance with subparagraph (B)(i)(II) and listed as eligible 
for review under subparagraph (B)(iii); or

(iv) a device that is of a type, or subset of a type, listed as not eligible for review under subparagraph 
(B)(iii).

(B) Adjustment. — In determining for a year the ratio described in subparagraph (A)(iii), the Secretary 
shall not include in the numerator class III devices that the Secretary reclassified into class II, and the 
Secretary shall include in the denominator class II devices for which reports under section 510(k) were not 
required to be submitted by reason of the operation of section 510(m).

(B) DesignAtion for ReView. — The Secretary shall —

(i) issue draft guidance on the factors the Secretary will use in determining whether a class I or class II 
device type, or subset of such device types, is eligible for review by an accredited person, including—

(I) the risk of the device type, or subset of such device type; and

(II) whether the device type, or subset of such device type, is permanently implantable, life 
sustaining, or life supporting, and whether there is a detailed public health justification for 
permitting the review by an accredited person of such device type or subset;

(ii) not later than 24 months after the date on which the Secretary issues such draft guidance, finalize 
such guidance; and

(iii) beginning on the date such guidance is finalized, designate and post on the internet website of the 
Food and Drug Administration, an updated list of class I and class II device types, or subsets of such 
device types, and the Secretary’s determination with respect to whether each such device type, or subset 
of a device type, is eligible or not eligible for review by an accredited person under this section based 
on the factors described in clause (i). 

(C) Interim Rule. — Until the date on which the updated list is designated and posted in accordance with 
subparagraph (B)(iii), the list in effect on the date of enactment the Medical Device User Fee Amendments 
of 2017 shall be in effect.

(b) AccreditAtion. —

(1) ProgrAms. — The Secretary shall provide for such accreditation through programs administered by the Food 
and Drug Administration, other government agencies, or by other qualified nongovernment organizations.

(2) AccreditAtion. —

(A) in generAl. — Not later than 180 days after the date of the enactment of the Food and Drug 
Administration Modernization Act of 1997 [November 21, 1997 — Ed.], the Secretary shall establish and 
publish in the Federal Register criteria to accredit or deny accreditation to persons who request to perform 
the duties specified in subsection (a). The Secretary shall respond to a request for accreditation within 60 
days of the receipt of the request. The accreditation of such person shall specify the particular activities 
under subsection (a) for which such person is accredited.

(B) withdrAwAl of AccreditAtion. — The Secretary may suspend or withdraw accreditation of any person 
accredited under this paragraph, after providing notice and an opportunity for an informal hearing, when 
such person is substantially not in compliance with the requirements of this section or poses a threat to 
public health or fails to act in a manner that is consistent with the purposes of this section.
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(C) PerformAnce Auditing. — To ensure that persons accredited under this section will continue to meet 
the standards of accreditation, the Secretary shall —

(i) make onsite visits on a periodic basis to each accredited person to audit the performance of such 
person; and

(ii) take such additional measures as the Secretary determines to be appropriate.

(d) AnnuAl rePort. — The Secretary shall include in the annual report required under section 1003(g) the 
names of all accredited persons and the particular activities under subsection (a) for which each such person 
is accredited and the name of each accredited person whose accreditation has been withdrawn during the year.

(E) (d) Periodic reAccreditAtion. —

(i) Period. — Subject to suspension or withdrawal under subparagraph (B), any accreditation under this 
section shall be valid for a period of 3 years after its issuance.

(ii) resPonse to reAccreditAtion request. — Upon the submission of a request by an accredited 
person for reaccreditation under this section, the Secretary shall approve or deny such request not later 
than 60 days after receipt of the request.

(iii) criteriA. — Not later than 120 days after the date of enactment of this subparagraph, the Secretary 
shall establish and publish in the Federal Register criteria to reaccredit or deny reaccreditation to persons 
under this section. The reaccreditation of persons under this section shall specify the particular activities 
under subsection (a), and the devices, for which such persons are reaccredited.

(3) quAlificAtions. — An accredited person shall, at a minimum, meet the following requirements:

(A) Such person may not be an employee of the Federal Government.

(B) Such person shall be an independent organization which is not owned or controlled by a manufacturer, 
supplier, or vendor of devices and which has no organizational, material, or financial affiliation with such a 
manufacturer, supplier, or vendor.

(C) Such person shall be a legally constituted entity permitted to conduct the activities for which it seeks 
accreditation.

(D) Such person shall not engage in the design, manufacture, promotion, or sale of devices.

(E) The operations of such person shall be in accordance with generally accepted professional and ethical 
business practices and shall agree in writing that as a minimum it will:.

(F) Such person shall agree, at minimum, to include in its request for accreditation a commitment to, at the 
time of accreditation, and at any time it is performing any review pursuant to this section —

(i) certify that reported information accurately reflects data reviewed;

(ii) limit work to that for which competence and capacity are available;

(iii) treat information received, records, reports, and recommendations as proprietary information;

(iv) promptly respond and attempt to resolve complaints regarding its activities for which it is accredited; 
and

(v) protect against the use, in carrying out subsection (a) with respect to a device, of any officer or 
employee of the person who has a financial conflict of interest regarding the device, and annually make 
available to the public disclosures of the extent to which the person, and the officers and employees 
of the person, have maintained compliance with requirements under this clause relating to financial 
conflicts of interest.

(4) selection of Accredited Persons. — The Secretary shall provide each person who chooses to use an 
accredited person to receive a section 510(k) report a panel of at least two or more accredited persons from which 
the regulated person may select one for a specific regulatory function.

(5) comPensAtion of Accredited Persons. — Compensation for an accredited person shall be determined by 
agreement between the accredited person and the person who engages the services of the accredited person, and 
shall be paid by the person who engages such services.

(c) durAtion. — The authority provided by this section terminates October 1, 2017 2022.
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suBchAPter B — drugs for rAre diseAses or conditions

sec. 524. [360n] Priority reView to encourAge treAtments for troPicAl diseAses.

(a) definitions. — In this section:

(1) Priority reView. — The term “priority review”, with respect to a human drug application as defined in 
section 735(1), means review and action by the Secretary on such application not later than 6 months after 
receipt by the Secretary of such application, as described in the Manual of Policies and Procedures of the Food 
and Drug Administration and goals identified in the letters described in section 101(c) of the Food and Drug 
Administration Amendments Act of 2007.

(2) Priority reView Voucher. — The term “priority review voucher” means a voucher issued by the Secretary 
to the sponsor of a tropical disease product application that entitles the holder of such voucher to priority review 
of a single human drug application submitted under section 505(b)(1) or section 351 of the Public Health Service 
Act after the date of approval of the tropical disease product application.

(3) troPicAl diseAse. — The term “tropical disease” means any of the following:

(A) Tuberculosis.

(B) Malaria.

(C) Blinding trachoma.

(D) Buruli Ulcer.

(E) Cholera.

(F) Dengue/dengue haemorrhagic fever.

(G) Dracunculiasis (guinea-worm disease).

(H) Fascioliasis.

(I) Human African trypanosomiasis.

(J) Leishmaniasis.

(K) Leprosy.

(L) Lymphatic filariasis.

(M) Onchocerciasis.

(N) Schistosomiasis.

(O) Soil transmitted helmithiasis.

(P) Yaws.

(Q) Filovirus Diseases

(R) Zika Virus Disease

(S) Any other infectious disease for which there is no significant market in developed nations and that 
disproportionately affects poor and marginalized populations, designated by order of the Secretary.

(4) troPicAl diseAse Product APPlicAtion. — The term “tropical disease product application” means an 
application that —

(A) is a human drug application as defined in section 735(1) —

(i) for prevention or treatment of a tropical disease; and

(ii) the Secretary deems eligible for priority review;

(iii) that contains reports of one or more new clinical investigations (other than bioavailability studies) 
that are essential to the approval of the application and conducted or sponsored by the sponsor of such 
application; and

(iv) that contains an attestation from the sponsor of the application that such reports were not submitted 
as part of an application for marketing approval or licensure by a regulatory authority in India, 
Brazil, Thailand, or any country that is a member of the Pharmaceutical Inspection Convention or the 
Pharmaceutical Inspection Cooperation Scheme prior to September 27, 2007.
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(B) is approved after the date of the enactment of the Food and Drug Administration Amendments Act of 
2007, by the Secretary for use in the prevention, detection, or treatment of a tropical disease; and

(C) is for a human drug, no active ingredient (including any ester or salt of the active ingredient) of which 
has been approved in any other application under section 505(b)(1) or section 351 of the Public Health 
Service Act.

(b) Priority reView Voucher. —

(1) in generAl. — The Secretary shall award a priority review voucher to the sponsor of a tropical disease 
product application upon approval by the Secretary of such tropical disease product application.

(2) trAnsferABility. — The sponsor of a tropical disease product that receives a priority review voucher under 
this section may transfer (including by sale) the entitlement to such voucher to a sponsor of a human drug for 
which an application under section 505(b)(1) or section 351 of the Public Health Service Act will be submitted 
after the date of the approval of the tropical disease product application. There is no limit on the number of times 
a priority review voucher may be transferred before such voucher is used.

(3) limitAtion. —

(A) no AwArd for Prior APProVed APPlicAtion. — A sponsor of a tropical disease product may not 
receive a priority review voucher under this section if the tropical disease product application was submitted 
to the Secretary prior to the date of the enactment of this section.

(B) one-yeAr wAiting Period. — The Secretary shall issue a priority review voucher to the sponsor of a 
tropical disease product no earlier than the date that is 1 year after the date of the enactment of the Food and 
Drug Administration Amendments Act of 2007.

(4) notificAtion. — The sponsor of a human drug application shall notify the Secretary not later than 365 days 
prior to submission of the human drug application that is the subject of a priority review voucher of an intent to 
submit the human drug application, including the date on which the sponsor intends to submit the application. 
Such notification shall be a legally binding commitment to pay for the user fee to be assessed in accordance with 
this section.

(c) Priority reView user fee. —

(1) in generAl. — The Secretary shall establish a user fee program under which a sponsor of a human drug 
application that is the subject of a priority review voucher shall pay to the Secretary a fee determined under 
paragraph (2). Such fee shall be in addition to any fee required to be submitted by the sponsor under chapter VII.

(2) fee Amount. — The amount of the priority review user fee shall be determined each fiscal year by the 
Secretary and based on the average cost incurred by the agency in the review of a human drug application subject 
to priority review in the previous fiscal year.

(3) AnnuAl fee setting. — The Secretary shall establish, before the beginning of each fiscal year beginning 
after September 30, 2007, for that fiscal year, the amount of the priority review user fee.

(4) PAyment. —

(A) in generAl. — The priority review user fee required by this subsection shall be due upon the submission 
of a human drug application under section 505(b)(1) or section 351 of the Public Health Service Act for 
which the priority review voucher is used.

(B) comPlete APPlicAtion. — An application described under subparagraph (A) for which the sponsor 
requests the use of a priority review voucher shall be considered incomplete if the fee required by this 
subsection and all other applicable user fees are not paid in accordance with the Secretary’s procedures for 
paying such fees.

(C) no WAiVers, exemPtions, reductions, or refunds. — The Secretary may not grant a waiver, 
exemption, reduction, or refund of any fees due and payable under this section.

(5) offsetting collections. — Fees collected pursuant to this subsection for any fiscal year—

(A) shall be deposited and credited as offsetting collections to the account providing appropriations to the 
Food and Drug Administration; and

(B) shall not be collected for any fiscal year except to the extent provided in advance in appropriation Acts.
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sec. 524A. [360n-1] Priority reView for quAlified infectious diseAse Products.

(a) in generAl.—If the Secretary designates a drug under section 505E(d) as a qualified infectious disease product, 
then the Secretary shall give priority review to the first application submitted for approval for such drug under section 
505(b).

(b) construction.—Nothing in this section shall prohibit the Secretary from giving priority review to a human drug 
application or efficacy supplement submitted for approval under section 505(b) that otherwise meets the criteria for 
the Secretary to grant priority review.

sec. 525. [360aa] recommendAtions for inVestigAtions of drugs for rAre diseAses or conditions.

(a) The sponsor of a drug for a disease or condition which is rare in the States may request the Secretary to provide 
written recommendations for the nonclinical and clinical investigations which must be conducted with the drug 
before —

(1) it may be approved for such disease or condition under section 505, or

(2) if the drug is a biological product, it may be licensed for such disease or condition under section 351 of the 
Public Health Service Act.

If the Secretary has reason to believe that a drug for which a request is made under this section is a drug for a 
disease or condition which is rare in the States, the Secretary shall provide the person making the request written 
recommendations for the nonclinical and clinical investigations which the Secretary believes, on the basis of 
information available to the Secretary at the time of the request under this section, would be necessary for approval 
of such drug for such disease or condition under section 505 or licensing of such drug for such disease or condition 
under section 351 of the Public Health Service Act.

(b) The Secretary shall by regulation promulgate procedures for the implementation of subsection (a).

sec. 526. [360bb] designAtion of drugs for rAre diseAses or conditions.

(a) —

(1) The manufacturer or the sponsor of a drug may request the Secretary to designate the drug as a drug for a rare 
disease or condition. A request for designation of a drug shall be made before the submission of an application 
under section 505(b) for the drug, or the submission of an application for licensing of the drug under section 351 
of the Public Health Service Act. If the Secretary finds that a drug for which a request is submitted under this 
subsection is being or will be investigated for a rare disease or condition and —

(A) if an application for such drug is approved under section 505, or

(B) if a license for such drug is issued under section 351 of the Public Health Service Act,
the approval, certification, or license would be for use for such disease or condition, the Secretary shall 
designate the drug as a drug for such disease or condition. A request for a designation of a drug under this 
subsection shall contain the consent of the applicant to notice being given by the Secretary under subsection 
(b) respecting the designation of the drug.

(2) For purposes of paragraph (1), the term “rare disease or condition” means any disease or condition which

(A) affects less than 200,000 persons in the United States, or

(B) affects more than 200,000 in the United States and for which there is no reasonable expectation that the 
cost of developing and making available in the United States a drug for such disease or condition will be 
recovered from sales in the United States of such drug. Determinations under the preceding sentence with 
respect to any drug shall be made on the basis of the facts and circumstances as of the date the request for 
designation of the drug under this subsection is made.

(b) A designation of a drug under subsection (a) shall be subject to the condition that —

(1) if an application was approved for the drug under section 505(b) or a license was issued for the drug under 
section 351 of the Public Health Service Act, the manufacturer of the drug will notify the Secretary of any 
discontinuance of the production of the drug at least one year before discontinuance, and

(2) if an application has not been approved for the drug under section 505(b) or a license has not been issued for 
the drug under section 351 of the Public Health Service Act and if preclinical investigations or investigations 
under section 505(i) are being conducted with the drug, the manufacturer or sponsor of the drug will notify the 
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Secretary of any decision to discontinue active pursuit of approval of an application under section 505(b) or 
approval of a license under section 351 of the Public Health Service Act.

(c) Notice respecting the designation of a drug under subsection (a) shall be made available to the public.

(d) The Secretary shall by regulation promulgate procedures for the implementation of subsection (a).

sec. 527. [360cc] Protection for drugs for rAre diseAses or conditions.

(a) Except as provided in subsection (b) of this section, if the Secretary —

(1) approves an application filed pursuant to section 505, or

(2) issues a license under section 351 of the Public Health Service Act

for a drug designated under section 526 for a rare disease or condition, the Secretary may not approve another 
application under section 505 or issue another license under section 351 of the Public Health Service Act for 
such drug for such disease or condition the same drug for the same disease or condition for a person who is not 
the holder of such approved application or of such license until the expiration of seven years from the date of the 
approval of the approved application or the issuance of the license. Section 505(c)(2) does not apply to the refusal 
to approve an application under the preceding sentence.

(b) If an application filed pursuant to section 505 is approved for a drug designated under section 526 for a rare 
disease or condition, or if a license is issued under section 351 of the Public Health Service Act for such a drug, the 
Secretary may, during the seven-year period beginning on the date of the application approval, or of the issuance 
of the license, approve another application under section 505 or issue a license under section 351 of the Public 
Health Service Act, for such drug for such disease or condition for a person who is not the holder of such approved 
application or of such license if  — During the 7-year period described in subsection (a) for an approved application 
under section 505 or license under section 351 of the Public Health Service Act, the Secretary may approve an 
application or issue a license for a drug that is otherwise the same, as determined by the Secretary, as the already 
approved drug for the same rare disease or condition if

(1) the Secretary finds, after providing the holder notice and opportunity for the submission of views, that in such 
period the holder of the approved application or of the license cannot assure of exclusive approval or licensure 
notice and opportunity for the submission of views, that during such period the holder of the exclusive approval 
or licensure cannot ensure the availability of sufficient quantities of the drug to meet the needs of persons with 
the disease or condition for which the drug was designated; or

(2) such the holder provides the Secretary in writing the consent of such holder for the approval of other 
applications, or the issuance of other licenses before the expiration of such seven-year period.

(c) condition of clinicAl suPeriority. —

(1) In GenerAl.—If a sponsor of a drug that is designated under section 526 and is otherwise the same, as 
determined by the Secretary, as an already approved or licensed drug is seeking exclusive approval or exclusive 
licensure described in subsection (a) for the same rare disease or condition as the already approved drug, the 
Secretary shall require such sponsor, as a condition of such exclusive approval or licensure, to demonstrate that 
such drug is clinically superior to any already approved or licensed drug that is the same drug.

(2) definition.—For purposes of paragraph (1), the term ‘clinically superior’ with respect to a drug means that 
the drug provides a significant therapeutic advantage over and above an already approved or licensed drug in 
terms of greater efficacy, greater safety, or by providing a major contribution to patient care. 

(d) regulAtions.—The Secretary may promulgate regulations for the implementation of subsection (c). Beginning 
on the date of enactment of the FDA Reauthorization Act of 2017, until such time as the Secretary promulgates 
regulations in accordance with this subsection, the Secretary may apply any definitions set forth in regulations that 
were promulgated prior to such date of enactment, to the extent such definitions are not inconsistent with the terms 
of this section, as amended by such Act. 

(e) DemonstrAtion of ClinicAl SuPeriority StAndArd. — To assist sponsors in demonstrating clinical superiority 
as described in subsection (c), the Secretary — 

(1) upon the designation of any drug under section 526, shall notify the sponsor of such drug in writing of the 
basis for the designation, including, as applicable, any plausible hypothesis offered by the sponsor and relied 
upon by the Secretary that the drug is clinically superior to a previously approved drug; and 

(2) upon granting exclusive approval or licensure under subsection (a) on the basis of a demonstration of clinical 
superiority as described in subsection (c), shall publish a summary of the clinical superiority findings.
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sec. 528. [360dd] oPen Protocols for inVestigAtions of drugs for rAre diseAses or conditions.

If a drug is designated under section 526 as a drug for a rare disease or condition and if notice of a claimed exemption 
under section 505(i) or regulations issued thereunder is filed for such drug, the Secretary shall encourage the sponsor 
of such drug to design protocols for clinical investigations of the drug which may be conducted under the exemption 
to permit the addition to the investigations of persons with the disease or condition who need the drug to treat the 
disease or condition and who cannot be satisfactorily treated by available alternative drugs.

sec.___. [360ee] grAnts And contrActs for deVeloPment of drugs for rAre diseAses And conditions.

(a) The Secretary may make grants to and enter into contracts with public and private entities and individuals to assist in

(1) defraying the costs of developing drugs for rare diseases or conditions, including qualified testing expenses,

(2) defraying the costs of developing medical devices for rare diseases or conditions, and

(3) defraying the costs of developing medical foods for rare diseases or conditions.

(b) For purposes of subsection (a):

(1) The term “qualified testing” means —

(A) human clinical testing —

(i) which is carried out under an exemption for a drug for a rare disease or condition under 505(i) (or 
regulations issued under such section); and

(ii) which occurs before the date on which an application with respect to such drug is submitted under 
section 505(b) or under section 351 of the Public Health Service Act; 

(B) preclinical testing involving a drug for a rare disease or condition which occurs after the date such drug 
is designated under section 526 and before the date on which an application with respect to such drug is 
submitted under section 505(b) or under section 351 of the Public Health Service Act; and

(C) prospectively planned and designed observational studies and other analyses conducted to assist in 
the understanding of the natural history of a rare disease or condition and in the development of a therapy, 
including studies and analyses to—

(i) develop or validate a drug development tool related to a rare disease or condition; or

(ii) understand the full spectrum of the disease manifestations, including describing genotypic and 
phenotypic variability and identifying and defining distinct subpopulations affected by a rare disease 
or condition.

(2) The term “rare disease or condition” means

(1) in the case of a drug, any disease or condition which

(A) affects less than 200,000 persons in the United States, or

(B) affects more than 200,000 in the United States and for which there is no reasonable expectation that 
the cost of developing and making available in the United States a drug for such disease or condition 
will be recovered from sales in the United States of such drug,

(2) in the case of a medical device, any disease or condition that occurs so infrequently in the United States 
that there is no reasonable expectation that a medical device for such disease or condition will be developed 
without assistance under subsection (a), and

(3) in the case of a medical food, any disease or condition that occurs so infrequently in the United States 
that there is no reasonable expectation that a medical food for such disease or condition will be developed 
without assistance under subsection (a). Determinations under the preceding sentence with respect to any 
drug shall be made on the basis of the facts and circumstances as of the date the request for designation of 
the drug under section 526 is made.

(3) The term “medical food” means a food which is formulated to be consumed or administered enterally under 
the supervision of a physician and which is intended for the specific dietary management of a disease or condition 
for which distinctive nutritional requirements, based on recognized scientific principles, are established by 
medical evaluation.
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(c) AuthorizAtion of APProPriAtions. — For grants and contracts under subsection (a), there is authorized to be 
appropriated $30,000,000 for each of fiscal years 2013 through 2017. 2018 through 2022. 

sec. 529. [360ff] Priority reView to encourAge treAtments for rAre PediAtric diseAses.

(a) definitions. — In this section:

(1) Priority reView. — The term “priority review”, with respect to a human drug application as defined in 
section 735(1), means review and action by the Secretary on such application not later than 6 months after receipt 
by the Secretary of such application, as described in the Manual of Policies and Procedures of the Food and Drug 
Administration and goals identified in the letters described in section 101(b) of the Prescription Drug User Fee 
Amendments of 2012.

(2) Priority reView Voucher. — The term “priority review voucher” means a voucher issued by the Secretary 
to the sponsor of a rare pediatric disease product application that entitles the holder of such voucher to priority 
review of a single human drug application submitted under section 505(b)(1) or section 351(a) of the Public 
Health Service Act after the date of approval of the rare pediatric disease product application.

(3) rAre PediAtric diseAse. — The term “rare pediatric disease” means a disease that meets each of the 
following criteria:

(A) The disease is a serious or life-threatening disease in which the serious or life-threatening manifestations 
primarily affect individuals aged from birth to 18 years, including age groups often called neonates, infants, 
children, and adolescents.

(B) The disease is a rare disease or condition, within the meaning of section 526.

(4) rAre PediAtric diseAse Product APPlicAtion. — The term “rare pediatric disease product application” 
means a human drug application, as defined in section 735(1), that —

(A) is for a drug or biological product —

(i) that is for the prevention or treatment of a rare pediatric disease; and

(ii) that contains no active ingredient (including any ester or salt of the active ingredient) that has been 
previously approved in any other application under section 505(b)(1), 505(b)(2), or 505(j) of this Act or 
section 351(a) or 351(k) of the Public Health Service Act;

(B) is submitted under section 505(b)(1) of this Act or section 351(a) of the Public Health Service Act;

(C) the Secretary deems eligible for priority review;

(D) that relies on clinical data derived from studies examining a pediatric population and dosages of the drug 
intended for that population;

(E) that does not seek approval for an adult indication in the original rare pediatric disease product 
application; and

(F) is approved after the date of enactment of the Advancing Hope Act of 2016 [September 30, 2016 –Ed.].

(b) Priority reView Voucher. —

(1) in generAl. — The Secretary shall award a priority review voucher to the sponsor of a rare pediatric disease 
product application upon approval by the Secretary of such rare pediatric disease product application.

(2) trAnsferABility. —

(A) in generAl. — The sponsor of a rare pediatric disease product application that receives a priority 
review voucher under this section may transfer (including by sale) the entitlement to such voucher. There is 
no limit on the number of times a priority voucher may be transferred before such voucher is used.

(B) notificAtion of trAnsfer — Each person to whom a voucher is transferred shall notify the Secretary 
of such change in ownership of the voucher not later than 30 days after such transfer.

(3) limitAtion. — A sponsor of a rare pediatric disease product application may not receive a priority review 
voucher under this section if the rare pediatric disease product application was submitted to the Secretary prior 
to the date that is 90 days after the date of enactment of the Prescription Drug User Fee Amendments of 2012.

(4) notificAtion. —
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(A) sPonsor of rAre PediAtric diseAse Product. 

(i) in generAl. — Beginning on the date that is 90 days after the date of enactment of the Advancing 
Hope Act of 2016 [September 30, 2016 –Ed.], the sponsor of a rare pediatric disease product 
application that intends to request a priority voucher under this section shall notify the Secretary of 
such intent upon submission of the rare pediatric disease product application that is the basis of the 
request for a priority review voucher.

(ii) APPlicAtions suBmitted But not yet APProVed. — The sponsor of a rare pediatric disease 
product application that was submitted and that has not been approved as of the date of enactment of 
the Advancing Hope Act of 2016 [September 30, 2016 –Ed.] shall be considered eligible for a priority 
review voucher if—

(i) such sponsor has submitted such rare pediatric disease application—

(aa) on or after the date that is 90 days after the date of enactment of the Prescription Drug 
User Fee Amendments of 2012; and

(bb) on or before the date of enactment of the Advancing Hope Act of 2016 [September 30, 
2016 –Ed.]; and

(II) such application otherwise meets the criteria for a priority review voucher under this section.

(B) sPonsor of A drug APPlicAtion using A Priority reView Voucher—

(i) in generAl. — The sponsor of a human drug application shall notify the Secretary not later than 90 
days prior to submission of the human drug application that is the subject of a priority review voucher 
of an intent to submit the human drug application, including the date on which the sponsor intends to 
submit the application. Such notification shall be a legally binding commitment to pay the user fee to 
be assessed in accordance with this section.

(ii) trAnsfer After notice. — The sponsor of a human drug application that provides notification 
of the intent of such sponsor to use the voucher for the human drug application under clause (i) may 
transfer the voucher after such notification is provided, if such sponsor has not yet submitted the human 
drug application described in the notification.

(5) terminAtion of Authority. — The Secretary may not award any priority review vouchers under paragraph 
(1) after September 30, 2020, unless the rare pediatric disease product application—

(A) is for a drug that, not later than September 30, 2020, is designated under subsection (d) as a drug for a 
rare pediatric disease; and 

(B) is, not later than September 30, 2022, approved under section 505(b)(1) of this Act or section 351(a) of 
the Public Health Service Act.

(c) Priority reView user fee. —

(1) in generAl. — The Secretary shall establish a user fee program under which a sponsor of a human drug 
application that is the subject of a priority review voucher shall pay to the Secretary a fee determined under 
paragraph (2). Such fee shall be In addition to any fee required to be submitted by the sponsor under chapter VII.

(2) fee Amount. — The amount of the priority review user fee shall be determined each fiscal year by the 
Secretary, based on the difference between —

(A) the average cost incurred by the Food and Drug Administration in the review of a human drug application 
subject to priority review in the previous fiscal year; and

(B) the average cost incurred by the Food and Drug Administration in the review of a human drug application 
that is not subject to priority review in the previous fiscal year.

(3) AnnuAl fee setting. — The Secretary shall establish, before the beginning of each fiscal year beginning 
after September 30, 2012, the amount of the priority review user fee for that fiscal year.

(4) PAyment. —

(A) in generAl. — The priority review user fee required by this subsection shall be due upon the notification 
by a sponsor of the intent of such sponsor to use the voucher, as specified in subsection (b)(4)(A). All other 
user fees associated with the human drug application shall be due as required by the Secretary or under 
applicable law.

(B) comPlete APPlicAtion. — An application described under subparagraph (A) for which the sponsor 
requests the use of a priority review voucher shall be considered incomplete if the fee required by this 
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subsection and all other applicable user fees are not paid in accordance with the Secretary’s procedures for 
paying such fees.

(C) no WAiVers, exemPtions, reductions, or refunds. — The Secretary may not grant a waiver, 
exemption, reduction, or refund of any fees due and payable under this section.

(5) offsetting collections. — Fees collected pursuant to this subsection for any fiscal year —

(A) shall be deposited and credited as off-setting collections to the account providing appropriations to the 
Food and Drug Administration; and

(B) shall not be collected for any fiscal year except to the extent provided in advance in appropriations Acts.

(d) designAtion Process. —

(1) in generAl. — Upon the request of the manufacturer or the sponsor of a new drug, the Secretary may 
designate —

(A) the new drug as a drug for a rare pediatric disease; and

(B) the application for the new drug as a rare pediatric disease product application.

(2) request for designAtion. — The request for a designation under paragraph (1) shall be made at the same 
time a request for designation of orphan disease status under section 526 or fast-track designation under section 
506 is made. Requesting designation under this subsection is not a prerequisite to receiving a priority review 
voucher under this section.

(3) determinAtion By secretAry. — Not later than 60 days after a request is submitted under paragraph (1), the 
Secretary shall determine whether —

(A) the disease or condition that is the subject of such request is a rare pediatric disease; and

(B) the application for the new drug is a rare pediatric disease product application.

(e) mArketing of rAre PediAtric diseAse Products. —

(1) reVocAtion. — The Secretary may revoke any priority review voucher awarded under subsection (b) if the 
rare pediatric disease product for which such voucher was awarded is not marketed in the United States within 
the 365-day period beginning on the date of the approval of such drug under section 505 of this Act or section 
351 of the Public Health Service Act.

(2) PostAPProVAl Production RePort. — The sponsor of an approved rare pediatric disease product shall 
submit a report to the Secretary not later than 5 years after the approval of the applicable rare pediatric disease 
product application. Such report shall provide the following information, with respect to each of the first 4 years 
after approval of such product:

(A) The estimated population in the United States suffering from the rare pediatric disease.

(B) The estimated demand in the United States for such rare pediatric disease product.

(C) The actual amount of such rare pediatric disease product distributed in the United States.

(f) notice And rePort. —

(1) notice of issuAnce of Voucher And APProVAl of Products under Voucher. — The Secretary shall 
publish a notice in the Federal Register and on the Internet Web site of the Food and Drug Administration not 
later than 30 days after the occurrence of each of the following:

(A) The Secretary issues a priority review voucher under this section.

(B) The Secretary approves a drug pursuant to an application submitted under section 505(b) of this Act 
or section 351(a) of the Public Health Service Act for which the sponsor of the application used a priority 
review voucher under this section.

(2) notificAtion. — If, after the last day of the 1-year period that begins on the date that the Secretary awards 
the third rare pediatric disease priority voucher under this section, a sponsor of an application submitted under 
section 505(b) of this Act or section 351(a) of the Public Health Service Act for a drug uses a priority review 
voucher under this section for such application, the Secretary shall submit to the Committee on Energy and 
Commerce of the House of Representatives and the Committee on Health, Education, Labor, and Pensions of the 
Senate a document —

(A) notifying such Committees of the use of such voucher; and

(B) identifying the drug for which such priority review voucher is used.
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(g) eligiBility for other ProgrAms. — Nothing in this section precludes a sponsor who seeks a priority review 
voucher under this section from participating in any other incentive program, including under this Act.

(h) relAtion to other ProVisions. — The provisions of this section shall supplement, not supplant, any other 
provisions of this Act or the Public Health Service Act that encourage the development of drugs for tropical diseases 
and rare pediatric diseases.

(i) gAo study And rePort. —

(1) study. —

(A) in generAl. — Beginning on the date that the Secretary awards the third rare pediatric disease priority 
voucher under this section, the Comptroller General of the United States shall conduct a study of the 
effectiveness of awarding rare pediatric disease priority vouchers under this section in the development of 
human drug products that treat or prevent such diseases.

(B) contents of study. — In conducting the study under subparagraph (A), the Comptroller General shall 
examine the following:

(i) The indications for which each rare disease product for which a priority review voucher was awarded 
was approved under section 505 or section 351 of the Public Health Service Act.

(ii) Whether, and to what extent, an unmet need related to the treatment or prevention of a rare pediatric 
disease was met through the approval of such rare disease product.

(iii) The value of the priority review voucher if transferred.

(iv) Identification of each drug for which a priority review voucher was used.

(v) The length of the period of time between the date on which a priority review voucher was awarded 
and the date on which it was used.

(2) rePort. — Not later than 1 year after the date under paragraph (1)(A), the Comptroller General shall submit 
to the Committee on Energy and Commerce of the House of Representatives and the Committee on Health, 
Education, Labor, and Pensions of the Senate, a report containing the results of the study under paragraph (1).

sec. 529A. [360gg] tArgeted drugs for rAre diseAses.

(a) PurPose.—The purpose of this section, through the approach provided for in subsection (b), is to—

(1) Facilitate the development, review, and approval of genetically targeted drugs and variant protein targeted 
drugs to address an unmet medical need in one or more patient subgroups, including subgroups of patients with 
different mutations of a gene, with respect to rare diseases or conditions that are serious or life-threatening; and

(2) maximize the use of scientific tools or methods, including surrogate endpoints and other biomarkers, for such 
purposes.

(b) leVerAging of dAtA from PreViously APProVed drug APPlicAtion or APPlicAtions.—The Secretary may, 
consistent with applicable standards for approval under this Act or section 351(a) of the Public Health Service Act, 
allow the sponsor of an application under section 505(b)(1) of this Act or section 351(a) of the Public Health Service 
Act for a genetically targeted drug or a variant protein targeted drug to rely upon data and information—

(1) previously developed by the same sponsor (or another sponsor that has provided the sponsor with a contractual 
right of reference to such data and information); and 

(2) submitted by a sponsor described in paragraph (1) in support of one or more previously approved applications 
that were submitted under section 505(b)(1) of this Act or section 351(a) of the Public Health Service Act,

for a drug that incorporates or utilizes the same or similar genetically targeted technology as the drug or 
drugs that are the subject of an application or applications described in paragraph (2) or for a variant protein 
targeted drug that is the same or incorporates or utilizes the same variant protein targeted drug, as the drug 
or drugs that are the subject of an application or applications described in paragraph (2).

(c) definitions.—For purposes of this section—

(1) the term “genetically targeted drug” means a drug that—

(A) is the subject of an application under section 505(b)(1) of this Act or section 351(a) of the Public Health 
Service Act for the treatment of a rare disease or condition (as such term is defined in section 526) that is 
serious or life-threatening;
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(B) may result in the modulation (including suppression, up-regulation, or activation) of the function of a 
gene or its associated gene product; and

(C) incorporates or utilizes a genetically targeted technology;

(2) the term “genetically targeted technology” means a technology comprising non-replicating nucleic acid or 
analogous compounds with a common or similar chemistry that is intended to treat one or more patient subgroups, 
including subgroups of patients with different mutations of a gene, with the same disease or condition, including 
a disease or condition due to other variants in the same gene; and

(3) the term “variant protein targeted drug” means a drug that—

(A) is the subject of an application under section 505(b)(1) of this Act for the treatment of a rare disease or 
condition (as such term is defined in section 526) that is serious or life-threatening; 

(B) modulates the function of a product of a mutated gene where such mutation is responsible in whole or 
in part for a given disease or condition; and 

(C) is intended to treat one or more patient subgroups, including subgroups of patients with different 
mutations of a gene, with the same disease or condition.

(d) rule of construction.—Nothing in this section shall be construed to—

(1) alter the authority of the Secretary to approve drugs pursuant to this Act or section 351 of the Public Health 
Service Act (as authorized prior to the date of enactment of the 21st Century Cures Act [December 13, 2016 —
Ed.]), including the standards of evidence, and applicable conditions, for approval under such applicable Act; or

(2) confer any new rights, beyond those authorized under this Act or the Public Health Service Act prior to 
enactment of this section, with respect to the permissibility of a sponsor referencing information contained in 
another application submitted under section 505(b)(1) of this Act or section 351(a) of the Public Health Service 
Act.

suBchAPter c — electronic Product rAdiAtion control

sec. 531. [360hh] definitions.

As used in this subchapter —

(1) the term “electronic product radiation” means —

(A) any ionizing or non-ionizing electromagnetic or particulate radiation, or

(B) any sonic, infrasonic, or ultrasonic wave, which is emitted from an electronic product as the result of the 
operation of an electronic circuit in such product;

(2) the term “electronic product” means

(A) any manufactured or assembled product which, when in operation,

(i) contains or acts as part of an electronic circuit and

(ii) emits (or in the absence of effective shielding or other controls would emit) electronic product 
radiation, or

(B) any manufactured or assembled article which is intended for use as a component, part, or accessory of a 
product described in clause (A) and which when in operation emits (or in the absence of effective shielding 
or other controls would emit) such radiation;

(3) the term “manufacturer” means any person engaged in the business of manufacturing, assembling, or 
importing of electronic products;

(4) the term “commerce” means

(A) commerce between any place in any State and any place outside thereof; and

(B) commerce wholly within the District of Columbia; and

(5) the term “State” includes the District of Columbia, the Commonwealth of Puerto Rico, the Northern Mariana 
Islands, the Virgin Islands, Guam, and American Samoa.
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sec. 532. [360ii] electronic Product rAdiAtion control ProgrAm.

(a) The Secretary shall establish and carry out an electronic product radiation control program designed to protect the 
public health and safety from electronic product radiation. As a part of such program, he shall —

(1) pursuant to section 534, develop and administer performance standards for electronic products;

(2) plan, conduct, coordinate, and support research, development, training, and operational activities to minimize 
the emissions of and the exposure of people to, unnecessary electronic product radiation;

(3) maintain liaison with and receive information from other Federal and State departments and agencies with 
related interests, professional organizations, industry, industry and labor associations, and other organizations on 
present and future potential electronic product radiation;

(4) study and evaluate emissions of, and conditions of exposure to, electronic product radiation and intense 
magnetic fields;

(5) develop, test, and evaluate the effectiveness of procedures and techniques for minimizing exposure to 
electronic product radiation; and

(6) consult and maintain liaison with the Secretary of Commerce, the Secretary of Defense, the Secretary of 
Labor, the Atomic Energy Commission, and other appropriate Federal departments and agencies on

(A) techniques, equipment, and programs for testing and evaluating electronic product radiation, and

(B) the development of performance standards pursuant to section 534 to control such radiation emissions.

(b) In carrying out the purposes of subsection (a), the Secretary is authorized to —

(1) —

(A) collect and make available, through publications and other appropriate means, the results of, and other 
information concerning, research and studies relating to the nature and extent of the hazards and control of 
electronic product radiation; and

(B) make such recommendations relating to such hazards and control as he considers appropriate;

(2) make grants to public and private agencies, organizations, and institutions, and to individuals for the purposes 
stated in paragraphs (2), (4), and (5) of subsection (a) of this section;

(3) contract with public or private agencies, institutions, and organizations, and with individuals, without regard 
to section 3324 of title 31, United States Code, and section 3709 of the Revised Statutes of the United States (41 
U.S.C. 5); and

(4) procure (by negotiation or otherwise) electronic products for research and testing purposes, and sell or 
otherwise dispose of such products.

(c) —

(1) Each recipient of assistance under this subchapter pursuant to grants or contracts entered into under other 
than competitive bidding procedures shall keep such records as the Secretary shall prescribe, including records 
which fully disclose the amount and disposition by such recipient of the proceeds of such assistance, the total 
cost of the project or undertaking in connection with which such assistance is given or used, and the amount of 
that portion of the cost of the project or undertaking supplied by other sources, and such other records as will 
facilitate an effective audit.

(2) The Secretary and the Comptroller General of the United States, or any of their duly authorized representatives, 
shall have access for the purpose of audit and examination to any books, documents, papers, and records of 
the recipient that are pertinent to the grants or contracts entered into under this subchapter under other than 
competitive bidding procedures.

sec. 533. [360jj] studies By the secretAry.

(a) The Secretary shall conduct the following studies, and shall make a report or reports of the results of such studies 
to the Congress on or before January 1, 1970, and from time to time thereafter as he may find necessary, together with 
such recommendations for legislation as he may deem appropriate:

(1) A study of present State and Federal control of health hazards from electronic product radiation and other 
types of ionizing radiation, which study shall include, but not be limited to —
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(A) control of health hazards from radioactive materials other than materials regulated under the Atomic 
Energy Act of 1954;

(B) any gaps and inconsistencies in present controls;

(C) the need for controlling the sale of certain used electronic products, particularly antiquated X-ray 
equipment, without upgrading such products to meet the standards for new products or separate standards 
for used products;

(D) measures to assure consistent and effective control of the aforementioned health hazards;

(E) measures to strengthen radiological health programs of State governments; and

(F) the feasibility of authorizing the Secretary to enter into arrangements with individual States or groups of 
States to define their respective functions and responsibilities for the control of electronic product radiation 
and other ionizing radiation;

(2) A study to determine the necessity for the development of standards for the use of nonmedical electronic 
products for commercial and industrial purposes; and

(3) A study of the development of practicable procedures for the detection and measurement of electronic product 
radiation which may be emitted from electronic products manufactured or imported prior to the effective date of 
any applicable standard established pursuant to this subchapter.

(b) In carrying out these studies, the Secretary shall invite the participation of other Federal departments and agencies 
having related responsibilities and interests, State governments — particularly those of States which regulate 
radioactive materials under section 274 of the Atomic Energy Act of 1954, as amended, and interested professional, 
labor, and industrial organizations. Upon request from congressional committees interested in these studies, the 
Secretary shall keep these committees currently informed as to the progress of the studies and shall permit the 
committees to send observers to meetings of the study groups.

(c) The Secretary or his designee shall organize the studies and the participation of the invited participants as he 
deems best. Any dissent from the findings and recommendations of the Secretary shall be included in the report if so 
requested by the dissenter.

sec. 534. [360kk] PerformAnce stAndArds for electronic Products.

(a) —

(1) The Secretary shall by regulation prescribe performance standards for electronic products to control the 
emission of electronic product radiation from such products if he determines that such standards are necessary 
for the protection of the public health and safety. Such standards may include provisions for the testing of such 
products and the measurement of their electronic product radiation emissions, may require the attachment of 
warning signs and labels, and may require the provision of instructions for the installation, operation, and use 
of such products. Such standards may be prescribed from time to time whenever such determinations are made, 
but the first of such standards shall be prescribed prior to January 1, 1970. In the development of such standards, 
the Secretary shall consult with Federal and State departments and agencies having related responsibilities or 
interests and with appropriate professional organizations and interested persons, including representatives of 
industries and labor organizations which would be affected by such standards, and shall give consideration to —

(A) the latest available scientific and medical data in the field of electronic product radiation;

(B) the standards currently recommended by

(i) other Federal agencies having responsibilities relating to the control and measurement of electronic 
product radiation, and

(ii) public or private groups having an expertise in the field of electronic product radiation;

(C) the reasonableness and technical feasibility of such standards as applied to a particular electronic 
product;

(D) the adaptability of such standards to the need for uniformity and reliability of testing and measuring 
procedures and equipment; and

(E) in the case of a component, or accessory described in paragraph (2)(B) of section 531, the performance 
of such article in the manufactured or assembled product for which it is designed.
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(2) The Secretary may prescribe different and individual performance standards, to the extent appropriate and 
feasible, for different electronic products so as to recognize their different operating characteristics and uses.

(3) The performance standards prescribed under this section shall not apply to any electronic product which is 
intended solely for export if

(A) such product and the outside of any shipping container used in the export of such product are labeled or 
tagged to show that such product is intended for export, and

(B) such product meets all the applicable requirements of the country to which such product is intended for 
export.

(4) The Secretary may by regulation amend or revoke any performance standard prescribed under this section.

(5) The Secretary may exempt from the provisions of this section any electronic product intended for use by 
departments or agencies of the United States provided such department or agency has prescribed procurement 
specifications governing emissions of electronic product radiation and provided further that such product is of a 
type used solely or predominantly by departments or agencies of the United States.

(b) The provisions of subchapter II of chapter 5 of title 5 of the United States Code (relating to the administrative 
procedure for rulemaking), and of chapter 7 of such title (relating to judicial review), shall apply with respect to any 
regulation prescribing, amending, or revoking any standard prescribed under this section.

(c) Each regulation prescribing, amending, or revoking a standard shall specify the date on which it shall take effect 
which, in the case of any regulation prescribing, or amending any standard, may not be sooner than one year or not 
later than two years after the date on which such regulation is issued, unless the Secretary finds, for good cause 
shown, that an earlier or later effective date is in the public interest and publishes in the Federal Register his reason 
for such finding, in which case such earlier or later date shall apply.

(d) —

(1) In a case of actual controversy as to the validity of any regulation issued under this section prescribing, 
amending, or revoking a performance standard, any person who will be adversely affected by such regulation 
when it is effective may at any time prior to the sixtieth day after such regulation is issued file a petition with the 
United States court of appeals for the circuit wherein such person resides or has his principal place of business, 
for a judicial review of such regulation. A copy of the petition shall be forthwith transmitted by the clerk of the 
court to the Secretary or other officer designated by him for that purpose. The Secretary thereupon shall file in 
the court the record of the proceedings on which the Secretary based the regulation, as provided in section 2112 
of title 28 of the United States Code.

(2) If the petitioner applies to the court for leave to adduce additional evidence, and shows to the satisfaction 
of the court that such additional evidence is material and that there were reasonable grounds for the failure to 
adduce such evidence in the proceeding before the Secretary, the court may order such additional evidence (and 
evidence in rebuttal thereof) to be taken before the Secretary, and to be adduced upon the hearing, in such manner 
and upon such terms and conditions as to the court may seem proper. The Secretary may modify his findings, 
or make new findings, by reason of the additional evidence so taken, and he shall file such modified or new 
findings, and his recommendations, if any, for the modification or setting aside of his original regulation, with 
the return of such additional evidence.

(3) Upon the filing of the petition referred to in paragraph (1) of this subsection, the court shall have jurisdiction 
to review the regulation in accordance with chapter 7 of title 5 of the United States Code and to grant appropriate 
relief as provided in such chapter.

(4) The judgment of the court affirming or setting aside, in whole or in part, any such regulation of the Secretary 
shall be final, subject to review by the Supreme Court of the United States upon certiorari or certification as 
provided in section 1254 of title 28 of the United States Code.

(5) Any action instituted under this subsection shall survive, notwithstanding any change in the person occupying 
the office of Secretary or any vacancy in such office.

(6) The remedies provided for in this subsection shall be in addition to and not in substitution for any other 
remedies provided by law.

(e) A certified copy of the transcript of the record and administrative proceedings under this section shall be furnished 
by the Secretary to any interested party at his request, and payment of the costs thereof, and shall be admissible in 
any criminal, exclusion of imports, or other proceeding arising under or in respect of this subchapter, irrespective of 
whether proceedings with respect to the regulation have previously been initiated or become final under this section.
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(f) —

(1) —

(A) The Secretary shall establish a Technical Electronic Product Radiation Safety Standards Committee 
(hereafter in this subchapter referred to as the “Committee”) which he shall consult before prescribing 
any standard under this section. The Committee shall be appointed by the Secretary, after consultation 
with public and private agencies concerned with the technical aspect of electronic product radiation safety, 
and shall be composed of fifteen members each of whom shall be technically qualified by training and 
experience in one or more fields of science or engineering applicable to electronic product radiation safety, 
as follows:

(i) Five members shall be selected from governmental agencies, including State and Federal Governments;

(ii) Five members shall be selected from the affected industries after consultation with industry 
representatives; and

(iii) Five members shall be selected from the general public, of which at least one shall be a representative 
of organized labor.

(B) The Committee may propose electronic product radiation safety standards to the Secretary for his 
consideration. All proceedings of the Committee shall be recorded and the record of each such proceeding 
shall be available for public inspection.

(2) Payments to members of the Committee who are not officers or employees of the United States pursuant 
to subsection (c) of section 208 of the Public Health Service Act shall not render members of the Committee 
officers or employees of the United States for any purpose.

(g) The Secretary shall review and evaluate on a continuing basis testing programs carried out by industry to assure 
the adequacy of safeguards against hazardous electronic product radiation and to assure that electronic products 
comply with standards prescribed under this section.

(h) Every manufacturer of an electronic product to which is applicable a standard in effect under this section shall 
furnish to the distributor or dealer at the time of delivery of such product, in the form of a label or tag permanently 
affixed to such product or in such manner as approved by the Secretary, the certification that such product conforms 
to all applicable standards under this section. Such certification shall be based upon a test, in accordance with such 
standard, of the individual article to which it is attached or upon a testing program which is in accord with good 
manufacturing practice and which has not been disapproved by the Secretary (in such manner as he shall prescribe 
by regulation) on the grounds that it does not assure the adequacy of safeguards against hazardous electronic product 
radiation or that it does not assure that electronic products comply with the standards prescribed under this section.

sec. 535. [360ll] notificAtion of defects in, And rePAir or rePlAcement of, electronic Products.

(a) —

(1) Every manufacturer of electronic products, who discovers that an electronic product produced, assembled, 
or imported by him has a defect which relates to the safety of use of such product by reason of the emission of 
electronic product radiation, or that an electronic product produced, assembled, or imported by him on or after 
the effective date of an applicable standard prescribed pursuant to section 534 fails to comply with such standard, 
shall immediately notify the Secretary of such defect or failure to comply if such product has left the place of 
manufacture and shall (except as authorized by paragraph (2)) with reasonable promptness furnish notification 
of such defect or failure to the persons (where known to the manufacturer) specified in subsection (b) of this 
section.

(2) If, in the opinion of such manufacturer, the defect or failure to comply is not such as to create a significant 
risk of injury, including genetic injury, to any person, he may, at the time of giving notice to the Secretary of such 
defect or failure to comply, apply to the Secretary for an exemption from the requirement of notice to the persons 
specified in subsection (b). If such application states reasonable grounds for such exemption, the Secretary shall 
afford such manufacturer an opportunity to present his views and evidence in support of the application, the 
burden of proof being on the manufacturer. If, after such presentation, the Secretary is satisfied that such defect 
or failure to comply is not such as to create a significant risk of injury, including genetic injury, to any person, he 
shall exempt such manufacturer from the requirement of notice to the persons specified in subsection (b) of this 
section and from the requirements of repair or replacement imposed by subsection (f) of this section.

(b) The notification (other than to the Secretary) required by paragraph (1) of subsection (a) of this section shall be 
accomplished —

05_FDCA_05_Part02.indd   298 29/01/18   11:49 AM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 536 [360mm]

 STATUTORY SUPPLEMENT 299

(1) by certified mail to the first purchaser of such product for purposes other than resale, and to any subsequent 
transferee of such product; and

(2) by certified mail or other more expeditious means to the dealers or distributors of such manufacturer to whom 
such product was delivered.

(c) The notifications required by paragraph (1) of subsection (a) of this section shall contain a clear description 
of such defect or failure to comply with an applicable standard, an evaluation of the hazard reasonably related to 
such defect or failure to comply, and a statement of the measures to be taken to repair such defect. In the case of a 
notification to a person referred to in subsection (b) of this section, the notification shall also advise the person of his 
rights under subsection (f) of this section.

(d) Every manufacturer of electronic products shall furnish to the Secretary a true or representative copy of all 
notices, bulletins, and other communications to the dealers or distributors of such manufacturer or to purchasers (or 
subsequent transferees) of electronic products of such manufacturer regarding any such defect in such product or any 
such failure to comply with a standard applicable to such product. The Secretary shall disclose to the public so much 
of the information contained in such notice or other information obtained under section 537 as he deems will assist in 
carrying out the purposes of this subchapter, but he shall not disclose any information which contains or relates to a 
trade secret or other matter referred to in section 1905 of title 18 of the United States Code unless he determines that 
it is necessary to carry out the purposes of this subchapter.

(e) If through testing, inspection, investigation, or research carried out pursuant to this subchapter, or examination 
of reports submitted pursuant to section 537, or otherwise, the Secretary determines that any electronic product —

(1) does not comply with an applicable standard prescribed pursuant to section 534; or

(2) contains a defect which relates to the safety of use of such product by reason of the emission of electronic 
product radiation;

he shall immediately notify the manufacturer of such product of such defect or failure to comply. The notice shall 
contain the findings of the Secretary and shall include all information upon which the findings are based. The 
Secretary shall afford such manufacturer an opportunity to present his views and evidence in support thereof, to 
establish that there is no failure of compliance or that the alleged defect does not exist or does not relate to safety of 
use of the product by reason of the emission of such radiation hazard. If after such presentation by the manufacturer 
the Secretary determines that such product does not comply with an applicable standard prescribed pursuant to 
section 534, or that it contains a defect which relates to the safety of use of such product by reason of the emission 
of electronic product radiation, the Secretary shall direct the manufacturer to furnish the notification specified in 
subsection (c) of this section to the persons specified in paragraphs (1) and (2) of subsection (b) of this section 
(where known to the manufacturer), unless the manufacturer has applied for an exemption from the requirement of 
such notification on the ground specified in paragraph (2) of subsection (a) and the Secretary is satisfied that such 
noncompliance or defect is not such as to create a significant risk of injury, including genetic injury, to any person.

(f) If any electronic product is found under subsection (a) or (e) to fail to comply with an applicable standard prescribed 
under this subchapter or to have a defect which relates to the safety of use of such product, and the notification 
specified in subsection (c) is required to be furnished on account of such failure or defect, the manufacturer of such 
product shall

(1) without charge, bring such product into conformity with such standard or remedy such defect and provide 
reimbursement for any expenses for transportation of such product incurred in connection with having such 
product brought into conformity or having such defect remedied,

(2) replace such product with a like or equivalent product which complies with each applicable standard 
prescribed under this subchapter and which has no defect relating to the safety of its use, or

(3) make a refund of the cost of such product.

The manufacturer shall take the action required by this subsection in such manner, and with respect to such persons, 
as the Secretary by regulations shall prescribe.

(g) This section shall not apply to any electronic product that was manufactured before the date of the enactment of 
this subchapter [October 18, 1968 — Ed.].

sec. 536. [360mm] imPorts.

(a) Any electronic product offered for importation into the United States which fails to comply with an applicable 
standard prescribed under this subchapter, or to which is not affixed a certification in the form of a label or tag in 
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conformity with section 534(h) shall be refused admission into the United States. The Secretary of the Treasury shall 
deliver to the Secretary of Health and Human Services, upon the latter’s request, samples of electronic products which 
are being imported or offered for import into the United States, giving notice thereof to the owner or consignee, who 
may have a hearing before the Secretary of Health and Human Services. If it appears from an examination of such 
samples or otherwise that any electronic product fails to comply with applicable standards prescribed pursuant to 
section 534, then, unless subsection (b) of this section applies and is complied with,

(1) such electronic product shall be refused admission, and

(2) the Secretary of the Treasury shall cause the destruction of such electronic product unless such article is 
exported, under regulations prescribed by the Secretary of the Treasury, within 90 days after the date of notice of 
refusal of admission or within such additional time as may be permitted by such regulations.

(b) If it appears to the Secretary of Health and Human Services that any electronic product refused admission pursuant 
to subsection (a) of this section can be brought into compliance with applicable standards prescribed pursuant to 
section 534, final determination as to admission of such electronic product may be deferred upon filing of timely 
written application by the owner or consignee and the execution by him of a good and sufficient bond providing for 
the payment of such liquidated damages in the event of default as the Secretary of Health and Human Services may 
by regulation prescribe. If such application is filed and such bond is executed the Secretary of Health and Human 
Services may, in accordance with rules prescribed by him, permit the applicant to perform such operations with 
respect to such electronic product as may be specified in the notice of permission.

(c) All expenses (including travel, per diem or subsistence, and salaries of officers or employees of the United States) 
in connection with the destruction provided for in subsection (a) of this section and the supervision of operations 
provided for in subsection (b) of this section, and all expenses in connection with the storage, cartage, or labor with 
respect to any electronic product refused admission pursuant to subsection (a) of this section, shall be paid by the 
owner or consignee, and, in event of default, shall constitute a lien against any future importations made by such 
owner or consignee.

(d) It shall be the duty of every manufacturer offering an electronic product for importation into the United States 
to designate in writing an agent upon whom service of all administrative and judicial processes, notices, orders, 
decisions, and requirements may be made for and on behalf of said manufacturer, and to file such designation 
with the Secretary, which designation may from time to time be changed by like writing, similarly filed. Service 
of all administrative and judicial processes, notices, orders, decisions, and requirements may be made upon said 
manufacturer by service upon such designated agent at his office or usual place of residence with like effect as if 
made personally upon said manufacturer, and in default of such designation of such agent, service of process, notice, 
order, requirement, or decision in any proceeding before the Secretary or in any judicial proceeding for enforcement 
of this subchapter or any standards prescribed pursuant to this subchapter may be made by posting such process, 
notice, order, requirement, or decision in the Office of the Secretary or in a place designated by him by regulation.

sec. 537. [360nn] insPection And rePorts.

(a) If the Secretary finds for good cause that the methods, tests, or programs related to electronic product radiation 
safety in a particular factory, warehouse, or establishment in which electronic products are manufactured or held, 
may not be adequate or reliable, officers or employees duly designated by the Secretary, upon presenting appropriate 
credentials and a written notice to the owner, operator, or agent in charge, are thereafter authorized

(1) to enter, at reasonable times, any area in such factory, warehouse, or establishment in which the manufacturer’s 
tests (or testing programs) required by section 534(h) are carried out, and

(2) to inspect, at reasonable times and within reasonable limits and in a reasonable manner, the facilities and 
procedures within such area which are related to electronic product radiation safety. Each such inspection shall 
be commenced and completed with reasonable promptness.

In addition to other grounds upon which good cause may be found for purposes of this subsection, good cause will be 
considered to exist in any case where the manufacturer has introduced into commerce any electronic product which 
does not comply with an applicable standard prescribed under this subchapter and with respect to which no exemption 
from the notification requirements has been granted by the Secretary under section 535(a)(2) or 535(e).

(b) Every manufacturer of electronic products shall establish and maintain such records (including testing records), 
make such reports, and provide such information, as the Secretary may reasonably require to enable him to determine 
whether such manufacturer has acted or is acting in compliance with this subchapter and standards prescribed pursuant 
to this subchapter and shall, upon request of an officer or employee duly designated by the Secretary, permit such 

05_FDCA_05_Part02.indd   300 29/01/18   11:49 AM



 STATUTORY SUPPLEMENT 301

Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 538 [360oo]

officer or employee to inspect appropriate books, papers, records, and documents relevant to determining whether 
such manufacturer has acted or is acting in compliance with standards prescribed pursuant to this subchapter.

(c) Every manufacturer of electronic products shall provide to the Secretary such performance data and other technical 
data related to safety as may be required to carry out the purposes of this subchapter. The Secretary is authorized 
to require the manufacturer to give such notification of such performance and technical data at the time of original 
purchase to the ultimate purchaser of the electronic product, as he determines necessary to carry out the purposes of 
this subchapter after consulting with the affected industry.

(d) Accident and investigation reports made under this subchapter by any officer, employee, or agent of the Secretary 
shall be available for use in any civil, criminal, or other judicial proceeding arising out of such accident. Any 
such officer, employee, or agent may be required to testify in such proceedings as to the fact developed in such 
investigations. Any such report shall be made available to the public in a manner which need not identify individuals. 
All reports on research projects, demonstration projects, and other related activities shall be public information.

(e) The Secretary or his representative shall not disclose any information reported to or otherwise obtained by him, 
pursuant to subsection (a) or (b) of this section, which concerns any information which contains or relates to a trade 
secret or other matter referred to in section 1905 of title 18 of the United States Code, except that such information 
may be disclosed to other officers or employees of the Department and of other agencies concerned with carrying 
out this subchapter or when relevant in any proceeding under this subchapter. Nothing in this section shall authorize 
the withholding of information by the Secretary, or by any officers or employees under his control, from the duly 
authorized committees of the Congress.

(f) The Secretary may by regulation

(1) require dealers and distributors of electronic products, to which there are applicable standards prescribed 
under this subchapter and the retail prices of which is not less than $50, to furnish manufacturers of such 
products such information as may be necessary to identify and locate, for purposes of section 535, the first 
purchasers of such products for purposes other than resale, and

(2) require manufacturers to preserve such information. Any regulation establishing a requirement pursuant to 
clause (1) of the preceding sentence shall

(A) authorize such dealers and distributors to elect, in lieu of immediately furnishing such information to 
the manufacturer, to hold and preserve such information until advised by the manufacturer or Secretary that 
such information is needed by the manufacturer for purposes of section 535, and

(B) provide that the dealer or distributor shall, upon making such election, give prompt notice of such election 
(together with information identifying the notifier and the product) to the manufacturer and shall, when 
advised by the manufacturer or Secretary, of the need therefor for the purposes of section 535, immediately 
furnish the manufacturer with the required information.

If a dealer or distributor discontinues the dealing in or distribution of electronic products, he shall turn the information 
over to the manufacturer. Any manufacturer receiving information pursuant to this subsection concerning first 
purchasers of products for purposes other than resale shall treat it as confidential and may use it only if necessary for 
the purpose of notifying persons pursuant to section 535(a).

sec. 538. [360oo] ProhiBited Acts.

(a) It shall be unlawful —

(1) for any manufacturer to introduce, or to deliver for introduction, into commerce, or to import into the United 
States, any electronic product which does not comply with an applicable standard prescribed pursuant to section 
534;

(2) for any person to fail to furnish any notification or other material or information required by section 535 or 
537; or to fail to comply with the requirements of section 535(f);

(3) for any person to fail or to refuse to establish or maintain records required by this subchapter or to permit 
access by the Secretary or any of his duly authorized representatives to, or the copying of, such records, or to 
permit entry or inspection, as required by or pursuant to section 537;

(4) for any person to fail or to refuse to make any report required pursuant to section 537(b) or to furnish or 
preserve any information required pursuant to section 537(f); or

(5) for any person

05_FDCA_05_Part02.indd   301 29/01/18   11:49 AM



302 FOOD AND DRUG LAW INSTITUTE

§ 538 [360oo] Federal Food, Drug, and Cosmetic Act

(A) to fail to issue a certification as required by section 534(h), or

(B) to issue such a certification when such certification is not based upon a test or testing program meeting 
the requirements of section 534(h) or when the issuer, in the exercise of due care, would have reason to know 
that such certification is false or misleading in a material respect.

(b) The Secretary may exempt any electronic product, or class thereof, from all or part of subsection (a), upon such 
conditions as he may find necessary to protect the public health or welfare, for the purpose of research, investigations, 
studies, demonstrations, or training, or for reasons of national security.

sec. 539. [360pp] enforcement.

(a) The district courts of the United States shall have jurisdiction, for cause shown, to restrain violations of section 
538 and to restrain dealers and distributors of electronic products from selling or otherwise disposing of electronic 
products which do not conform to an applicable standard prescribed pursuant to section 534 except when such 
products are disposed of by returning them to the distributor or manufacturer from whom they were obtained. The 
district courts of the United States shall also have jurisdiction in accordance with section 1355 of title 28 of the 
United States Code to enforce the provisions of subsection (b) of this section.

(b) —

(1) Any person who violates section 538 shall be subject to a civil penalty of not more than $1,000. For purposes 
of this subsection, any such violation shall with respect to each electronic product involved, or with respect to 
each act or omission made unlawful by section 538, constitute a separate violation, except that the maximum 
civil penalty imposed on any person under this subsection for any related series of violations shall not exceed 
$300,000.

(2) Any such civil penalty may on application be remitted or mitigated by the Secretary. In determining the 
amount of such penalty, or whether it should be remitted or mitigated and in what amount, the appropriateness of 
such penalty to the size of the business of the person charged and the gravity of the violation shall be considered. 
The amount of such penalty, when finally determined, may be deducted from any sums owing by the United 
States to the person charged.

(c) Actions under subsections (a) and (b) of this section may be brought in the district court of the United States for 
the district wherein any act or omission or transaction constituting the violation occurred, or in such court for the 
district where the defendant is found or transacts business, and process in such cases may be served in any other 
district of which the defendant is an inhabitant or wherever the defendant may be found.

(d) Nothing in this subchapter shall be construed as requiring the Secretary to report for the institution of proceedings 
minor violations of this subchapter whenever he believes that the public interest will be adequately served by a 
suitable written notice or warning.

(e) Except as provided in the first sentence of section 542, compliance with this subchapter or any regulations issued 
thereunder shall not relieve any person from liability at common law or under statutory law.

(f) The remedies provided for in this subchapter shall be in addition to and not in substitution for any other remedies 
provided by law.

sec. 540. [360qq]. [rePeAled.]

sec. 541. [360rr] federAl-stAte cooPerAtion.

The Secretary is authorized

(1) to accept from State and local authorities engaged in activities related to health or safety or consumer 
protection, on a reimbursable basis or otherwise, any assistance in the administration and enforcement of this 
subchapter which he may request and which they may be able and willing to provide and, if so agreed, may pay 
in advance or otherwise for the reasonable cost of such assistance, and

(2) he may, for the purpose of conducting examinations, investigations, and inspections, commission any officer 
or employee of any such authority as an officer of the Department.

sec. 542. [360ss] effect on stAte stAndArds.

Whenever any standard prescribed pursuant to section 534 with respect to an aspect of performance of an electronic 
product is in effect, no State or political subdivision of a State shall have any authority either to establish, or to 
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continue in effect, any standard which is applicable to the same aspect of performance of such product and which is not 
identical to the Federal standard. Nothing in this subchapter shall be construed to prevent the Federal Government or 
the government of any State or political subdivision thereof from establishing a requirement with respect to emission 
of radiation from electronic products procured for its own use if such requirement imposes a more restrictive standard 
than that required to comply with the otherwise applicable Federal standard.

suBchAPter d — disseminAtion of treAtment informAtion

sec. 551. [360aaa] requirements for disseminAtion of treAtment informAtion on drugs or deVices.

(a) in generAl. — Notwithstanding sections 301(d), 502(f), and 505, and section 351 of the Public Health Service 
Act (42 U.S.C. 262), a manufacturer may disseminate to —

(1) a health care practitioner;

(2) a pharmacy benefit manager;

(3) a health insurance issuer;

(4) a group health plan; or

(5) a Federal or State governmental agency;

written information concerning the safety, effectiveness, or benefit of a use not described in the approved labeling of 
a drug or device if the manufacturer meets the requirements of subsection (b).

(b) sPecific requirements. — A manufacturer may disseminate information under subsection (a) on a new use only 
if —

(1) —

(A) in the case of a drug, there is in effect for the drug an application filed under subsection (b) or (j) of 
section 505 or a biologics license issued under section 351 of the Public Health Service Act; or

(B) in the case of a device, the device is being commercially distributed in accordance with a regulation 
under subsection (d) or (e) of section 513, an order under subsection (f) of such section, or the approval of 
an application under section 515;

(2) the information meets the requirements of section 552;

(3) the information to be disseminated is not derived from clinical research conducted by another manufacturer 
or if it was derived from research conducted by another manufacturer, the manufacturer disseminating the 
information has the permission of such other manufacturer to make the dissemination;

(4) the manufacturer has, 60 days before such dissemination, submitted to the Secretary —

(A) a copy of the information to be disseminated; and

(B) any clinical trial information the manufacturer has relating to the safety or effectiveness of the new use, 
any reports of clinical experience pertinent to the safety of the new use, and a summary of such information;

(5) the manufacturer has complied with the requirements of section 554 (relating to a supplemental application 
for such use);

(6) the manufacturer includes along with the information to be disseminated under this subsection —

(A) a prominently displayed statement that discloses —

(i) that the information concerns a use of a drug or device that has not been approved or cleared by the 
Food and Drug Administration;

(ii) if applicable, that the information is being disseminated at the expense of the manufacturer;

(iii) if applicable, the name of any authors of the information who are employees of, consultants to, or 
have received compensation from, the manufacturer, or who have a significant financial interest in the 
manufacturer;

(iv) the official labeling for the drug or device and all updates with respect to the labeling;

(v) if applicable, a statement that there are products or treatments that have been approved or cleared 
for the use that is the subject of the information being disseminated pursuant to subsection (a)(1); and
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(vi) the identification of any person that has provided funding for the conduct of a study relating to the 
new use of a drug or device for which such information is being disseminated; and

(B) a bibliography of other articles from a scientific reference publication or scientific or medical journal that 
have been previously published about the use of the drug or device covered by the information disseminated 
(unless the information already includes such bibliography).

(c) AdditionAl informAtion. — If the Secretary determines, after providing notice of such determination and an 
opportunity for a meeting with respect to such determination, that the information submitted by a manufacturer under 
subsection (b)(3)(B), with respect to the use of a drug or device for which the manufacturer intends to disseminate 
information, fails to provide data, analyses, or other written matter that is objective and balanced, the Secretary may 
require the manufacturer to disseminate —

(1) additional objective and scientifically sound information that pertains to the safety or effectiveness of the 
use and is necessary to provide objectivity and balance, including any information that the manufacturer has 
submitted to the Secretary, or, where appropriate, a summary of such information or any other information that 
the Secretary has authority to make available to the public; and

(2) an objective statement of the Secretary, based on data or other scientifically sound information available to 
the Secretary, that bears on the safety or effectiveness of the new use of the drug or device.

sec. 552. [360aaa-1] informAtion Authorized to Be disseminAted.

(a) Authorized informAtion. — A manufacturer may disseminate information under section 551 on a new use only 
if the information —

(1) is in the form of an unabridged —

(A) reprint or copy of an article, peer-reviewed by experts qualified by scientific training or experience to 
evaluate the safety or effectiveness of the drug or device involved, which was published in a scientific or 
medical journal (as defined in section 556(5)), which is about a clinical investigation with respect to the drug 
or device, and which would be considered to be scientifically sound by such experts; or

(B) reference publication, described in subsection (b), that includes information about a clinical investigation 
with respect to the drug or device that would be considered to be scientifically sound by experts qualified by 
scientific training or experience to evaluate the safety or effectiveness of the drug or device that is the subject 
of such a clinical investigation; and

(2) is not false or misleading and would not pose a significant risk to the public health.

(b) reference PuBlicAtion. — A reference publication referred to in subsection (a)(1)(B) is a publication that —

(1) has not been written, edited, excerpted, or published specifically for, or at the request of, a manufacturer of a 
drug or device;

(2) has not been edited or significantly influenced by a such a manufacturer;

(3) is not solely distributed through such a manufacturer but is generally available in bookstores or other 
distribution channels where medical textbooks are sold;

(4) does not focus on any particular drug or device of a manufacturer that disseminates information under section 
551 and does not have a primary focus on new uses of drugs or devices that are marketed or under investigation 
by a manufacturer supporting the dissemination of information; and

(5) presents materials that are not false or misleading.

sec. 553. [360aaa-2] estABlishment of list of Articles And PuBlicAtions disseminAted And list of ProViders 
ThAt receiVed Articles And reference PuBlicAtions.

(a) in generAl. — A manufacturer may disseminate information under section 551 on a new use only if the 
manufacturer prepares and submits to the Secretary biannually —

(1) a list containing the titles of the articles and reference publications relating to the new use of drugs or devices 
that were disseminated by the manufacturer to a person described in section 551(a) for the 6-month period 
preceding the date on which the manufacturer submits the list to the Secretary; and
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(2) a list that identifies the categories of providers (as described in section 551(a)) that received the articles and 
reference publications for the 6-month period described in paragraph (1).

(b) records. — A manufacturer that disseminates information under section 551 shall keep records that may be used 
by the manufacturer when, pursuant to section 555, such manufacturer is required to take corrective action and shall 
be made available to the Secretary, upon request, for purposes of ensuring or taking corrective action pursuant to 
such section. Such records, at the Secretary’s discretion, may identify the recipient of information provided pursuant 
to section 551 or the categories of such recipients.

sec. 554. [360aaa-3] requirement regArding suBmission of suPPlementAl APPlicAtion for new use; exemP-
tion from requirement.

(a) in generAl. — A manufacturer may disseminate information under section 551 on a new use only if —

(1) —

(A) the manufacturer has submitted to the Secretary a supplemental application for such use; or

(B) the manufacturer meets the condition described in subsection (b) or (c) (relating to a certification that 
the manufacturer will submit such an application); or

(2) there is in effect for the manufacturer an exemption under subsection (d) from the requirement of paragraph (1).

(b) certificAtion on suPPlementAl APPlicAtion; condition in cAse of comPleted studies. — For purposes of 
subsection (a)(1)(B), a manufacturer may disseminate information on a new use if the manufacturer has submitted to 
the Secretary an application containing a certification that —

(1) the studies needed for the submission of a supplemental application for the new use have been completed; and

(2) the supplemental application will be submitted to the Secretary not later than 6 months after the date of the 
initial dissemination of information under section 551.

(c) certificAtion on suPPlementAl APPlicAtion; condition in cAse of PlAnned studies. —

(1) in generAl. — For purposes of subsection (a)(1)(B), a manufacturer may disseminate information on a new 
use if —

(A) the manufacturer has submitted to the Secretary an application containing —

(i) a proposed protocol and schedule for conducting the studies needed for the submission of a 
supplemental application for the new use; and

(ii) a certification that the supplemental application will be submitted to the Secretary not later than 36 
months after the date of the initial dissemination of information under section 551 (or, as applicable, 
not later than such date as the Secretary may specify pursuant to an extension under paragraph (3)); and

(B) the Secretary has determined that the proposed protocol is adequate and that the schedule for completing 
such studies is reasonable.

(2) Progress rePorts on studies. — A manufacturer that submits to the Secretary an application under 
paragraph (1) shall submit to the Secretary periodic reports describing the status of the studies involved.

(3) extension of time regArding PlAnned studies. — The period of 36 months authorized in paragraph 
(1)(A)(ii) for the completion of studies may be extended by the Secretary if —

(A) the Secretary determines that the studies needed to submit such an application cannot be completed and 
submitted within 36 months; or

(B) the manufacturer involved submits to the Secretary a written request for the extension and the Secretary 
determines that the manufacturer has acted with due diligence to conduct the studies in a timely manner, 
except that an extension under this subparagraph may not be provided for more than 24 additional months.

(d) exemPtion from requirement of suPPlementAl APPlicAtion. —

(1) in generAl. — For purposes of subsection (a)(2), a manufacturer may disseminate information on a new 
use if —

(A) the manufacturer has submitted to the Secretary an application for an exemption from meeting the 
requirement of subsection (a)(1); and

(B) —

(i) the Secretary has approved the application in accordance with paragraph (2); or
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(ii) the application is deemed under paragraph (3)(A) to have been approved (unless such approval is 
terminated pursuant to paragraph (3)(B)).

(2) conditions for APProVAl. — The Secretary may approve an application under paragraph (1) for an exemption 
if the Secretary makes a determination described in subparagraph (A) or (B), as follows:

(A) The Secretary makes a determination that, for reasons defined by the Secretary, it would be economically 
prohibitive with respect to such drug or device for the manufacturer to incur the costs necessary for the 
submission of a supplemental application. In making such determination, the Secretary shall consider (in 
addition to any other considerations the Secretary finds appropriate) —

(i) the lack of the availability under law of any period during which the manufacturer would have 
exclusive marketing rights with respect to the new use involved; and

(ii) the size of the population expected to benefit from approval of the supplemental application.

(B) The Secretary makes a determination that, for reasons defined by the Secretary, it would be unethical to 
conduct the studies necessary for the supplemental application. In making such determination, the Secretary 
shall consider (in addition to any other considerations the Secretary finds appropriate) whether the new use 
involved is the standard of medical care for a health condition.

(3) time for considerAtion of APPlicAtion; deemed APProVAl. —

(A) in generAl. — The Secretary shall approve or deny an application under paragraph (1) for an exemption 
not later than 60 days after the receipt of the application. If the Secretary does not comply with the preceding 
sentence the application is deemed to be approved.

(B) terminAtion of deemed APProVAl. — If pursuant to a deemed approval under subparagraph (A) a 
manufacturer disseminates written information under section 551 on a new use, the Secretary may at any 
time terminate such approval and under section 555(b)(3) order the manufacturer to cease disseminating the 
information.

(e) requirements regArding APPlicAtions. — Applications under this section shall be submitted in the form and 
manner prescribed by the Secretary.

sec. 555. [360aaa-4] correctiVe Actions; cessAtion of disseminAtion.

(a) Post disseminAtion dAtA regArding sAfety And effectiVeness. —

(1) correctiVe Actions. — With respect to data received by the Secretary after the dissemination of information 
under section 551 by a manufacturer has begun (whether received pursuant to paragraph (2) or otherwise), if 
the Secretary determines that the data indicate that the new use involved may not be effective or may present a 
significant risk to public health, the Secretary shall, after consultation with the manufacturer, take such action 
regarding the dissemination of the information as the Secretary determines to be appropriate for the protection of 
the public health, which may include ordering that the manufacturer cease the dissemination of the information.

(2) resPonsiBilities of mAnufActurers to suBmit dAtA. — After a manufacturer disseminates information 
under section 551, the manufacturer shall submit to the Secretary a notification of any additional knowledge 
of the manufacturer on clinical research or other data that relate to the safety or effectiveness of the new use 
involved. If the manufacturer is in possession of the data, the notification shall include the data. The Secretary 
shall by regulation establish the scope of the responsibilities of manufacturers under this paragraph, including 
such limits on the responsibilities as the Secretary determines to be appropriate.

(b) cessAtion of disseminAtion. —

(1) fAilure of mAnufActurer to comPly with requirements. — The Secretary may order a manufacturer to 
cease the dissemination of information pursuant to section 551 if the Secretary determines that the information 
being disseminated does not comply with the requirements established in this subchapter. Such an order may 
be issued only after the Secretary has provided notice to the manufacturer of the intent of the Secretary to issue 
the order and (unless paragraph (2)(B) applies) has provided an opportunity for a meeting with respect to such 
intent. If the failure of the manufacturer constitutes a minor violation of this subchapter, the Secretary shall delay 
issuing the order and provide to the manufacturer an opportunity to correct the violation.

(2) suPPlementAl APPlicAtions. — The Secretary may order a manufacturer to cease the dissemination of 
information pursuant to section 551 if —
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(A) in the case of a manufacturer that has submitted a supplemental application for a new use pursuant to 
section 554(a)(1), the Secretary determines that the supplemental application does not contain adequate 
information for approval of the new use for which the application was submitted;

(B) in the case of a manufacturer that has submitted a certification under section 554(b), the manufacturer 
has not, within the 6-month period involved, submitted the supplemental application referred to in the 
certification; or

(C) in the case of a manufacturer that has submitted a certification under section 554(c) but has not yet 
submitted the supplemental application referred to in the certification, the Secretary determines, after an 
informal hearing, that the manufacturer is not acting with due diligence to complete the studies involved.

(3) terminAtion of deemed APProVAl of exemPtion regArding suPPlementAl APPlicAtions. — If under 
section 554(d)(3) the Secretary terminates a deemed approval of an exemption, the Secretary may order the 
manufacturer involved to cease disseminating the information. A manufacturer shall comply with an order under 
the preceding sentence not later than 60 days after the receipt of the order.

(c) correctiVe Actions By mAnufActurers. —

(1) in generAl. — In any case in which under this section the Secretary orders a manufacturer to cease 
disseminating information, the Secretary may order the manufacturer to take action to correct the information 
that has been disseminated, except as provided in paragraph (2).

(2) terminAtion of deemed APProVAl of exemPtion regArding suPPlementAl APPlicAtions. — In the 
case of an order under subsection (b)(3) to cease disseminating information, the Secretary may not order the 
manufacturer involved to take action to correct the information that has been disseminated unless the Secretary 
determines that the new use described in the information would pose a significant risk to the public health.

sec. 556. [360aaa-5] definitions.

For purposes of this subchapter:

(1) The term “health care practitioner” means a physician, or other individual who is a provider of health care, 
who is licensed under the law of a State to prescribe drugs or devices.

(2) The terms “health insurance issuer” and “group health plan” have the meaning given such terms under section 
2791 of the Public Health Service Act.

(3) The term “manufacturer” means a person who manufactures a drug or device, or who is licensed by such 
person to distribute or market the drug or device.

(4) The term “new use” —

(A) with respect to a drug, means a use that is not included in the labeling of the approved drug; and

(B) with respect to a device, means a use that is not included in the labeling for the approved or cleared 
device.

(5) The term “scientific or medical journal” means a scientific or medical publication —

(A) that is published by an organization —

(i) that has an editorial board;

(ii) that utilizes experts, who have demonstrated expertise in the subject of an article under review by 
the organization and who are independent of the organization, to review and objectively select, reject, 
or provide comments about proposed articles; and

(iii) that has a publicly stated policy, to which the organization adheres, of full disclosure of any conflict 
of interest or biases for all authors or contributors involved with the journal or organization;

(B) whose articles are peer-reviewed and published in accordance with the regular peer-review procedures 
of the organization;

(C) that is generally recognized to be of national scope and reputation;

(D) that is indexed in the Index Medicus of the National Library of Medicine of the National Institutes of 
Health; and

(E) that is not in the form of a special supplement that has been funded in whole or in part by one or more 
manufacturers.
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sec. 557. [360aaa-6] rules of construction.

(a) unsolicited request. — Nothing in section 551 shall be construed as prohibiting a manufacturer from 
disseminating information in response to an unsolicited request from a health care practitioner.

(b) disseminAtion of informAtion on drugs or deVices Not eVidence of intended use. — Notwithstanding 
subsection (a), (f), or (o) of section 502, or any other provision of law, the dissemination of information relating to 
a new use of a drug or device, in accordance with section 551, shall not be construed by the Secretary as evidence 
of a new intended use of the drug or device that is different from the intended use of the drug or device set forth in 
the official labeling of the drug or device. Such dissemination shall not be considered by the Secretary as labeling, 
adulteration, or misbranding of the drug or device.

(c) PAtent Protection. — Nothing in section 551 shall affect patent rights in any manner.

(d) AuthorizAtion for disseminAtion of Articles And fees for rePrints of Articles. — Nothing in section 
551 shall be construed as prohibiting an entity that publishes a scientific journal (as defined in section 556(5)) from 
requiring authorization from the entity to disseminate an article published by such entity or charging fees for the 
purchase of reprints of published articles from such entity.

suBchAPter e — generAl ProVisions relAting to drugs And deVices

sec. 561. [360bbb] exPAnded Access to unAPProVed therAPies And diAgnostics.

(a) emergency situAtions. — The Secretary may, under appropriate conditions determined by the Secretary, 
authorize the shipment of investigational drugs or investigational devices for the diagnosis, monitoring, or treatment 
of a serious disease or condition in emergency situations.

(b) indiViduAl PAtient Access to inVestigAtionAl Products intended for serious diseAses. — Any person, 
acting through a physician licensed in accordance with State law, may request from a manufacturer or distributor, and 
any manufacturer or distributor may, after complying with the provisions of this subsection, provide to such physician 
an investigational drug or investigational device for the diagnosis, monitoring, or treatment of a serious disease or 
condition if —

(1) the licensed physician determines that the person has no comparable or satisfactory alternative therapy 
available to diagnose, monitor, or treat the disease or condition involved, and that the probable risk to the person 
from the investigational drug or investigational device is not greater than the probable risk from the disease or 
condition;

(2) the Secretary determines that there is sufficient evidence of safety and effectiveness to support the use of the 
investigational drug or investigational device in the case described in paragraph (1);

(3) the Secretary determines that provision of the investigational drug or investigational device will not interfere 
with the initiation, conduct, or completion of clinical investigations to support marketing approval; and

(4) the sponsor, or clinical investigator, of the investigational drug or investigational device submits to the 
Secretary a clinical protocol consistent with the provisions of section 505(i) or 520(g), including any regulations 
promulgated under section 505(i) or 520(g), describing the use of the investigational drug or investigational 
device in a single patient or a small group of patients.

(c) treAtment inVestigAtionAl new drug APPlicAtions And treAtment inVestigAtionAl deVice exemPtions. — 
Upon submission by a sponsor or a physician of a protocol intended to provide widespread access to an investigational 
drug or investigational device for eligible patients (referred to in this subsection as an “expanded access protocol”), 
the Secretary shall permit such investigational drug or investigational device to be made available for expanded 
access under a treatment investigational new drug application or treatment investigational device exemption if the 
Secretary determines that —

(1) under the treatment investigational new drug application or treatment investigational device exemption, the 
investigational drug or investigational device is intended for use in the diagnosis, monitoring, or treatment of a 
serious or immediately life-threatening disease or condition;

(2) there is no comparable or satisfactory alternative therapy available to diagnose, monitor, or treat that stage 
of disease or condition in the population of patients to which the investigational drug or investigational device is 
intended to be administered;
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(3) —

(A) the investigational drug or investigational device is under investigation in a controlled clinical trial for 
the use described in paragraph (1) under an investigational drug application in effect under section 505(i) or 
investigational device exemption in effect under section 520(g); or

(B) all clinical trials necessary for approval of that use of the investigational drug or investigational device 
have been completed;

(4) the sponsor of the controlled clinical trials is actively pursuing marketing approval of the investigational drug 
or investigational device for the use described in paragraph (1) with due diligence;

(5) in the case of an investigational drug or investigational device described in paragraph (3)(A), the provision 
of the investigational drug or investigational device will not interfere with the enrollment of patients in ongoing 
clinical investigations under section 505(i) or 520(g);

(6) in the case of serious diseases, there is sufficient evidence of safety and effectiveness to support the use 
described in paragraph (1); and

(7) in the case of immediately life-threatening diseases, the available scientific evidence, taken as a whole, 
provides a reasonable basis to conclude that the investigational drug or investigational device may be effective 
for its intended use and would not expose patients to an unreasonable and significant risk of illness or injury.

A protocol submitted under this subsection shall be subject to the provisions of section 505(i) or 520(g), including 
regulations promulgated under section 505(i) or 520(g). The Secretary may inform national, State, and local medical 
associations and societies, voluntary health associations, and other appropriate persons about the availability of 
an investigational drug or investigational device under expanded access protocols submitted under this subsection. 
The information provided by the Secretary, in accordance with the preceding sentence, shall be the same type of 
information that is required by section 402(j)(3) of the Public Health Service Act.

(d) terminAtion. — The Secretary may, at any time with respect to a sponsor, physician, manufacturer, or distributor 
described in this section, terminate expanded access provided under this section for an investigational drug or 
investigational device if the requirements under this section are no longer met.

(e) definitions. — In this section, the terms “investigational drug”, “investigational device”, “treatment investigational 
new drug application”, and “treatment investigational device exemption” shall have the meanings given the terms in 
regulations prescribed by the Secretary.

sec. 561A. [360bbb-0] exPAnded Access Policy required for inVestigAtionAl drugs.

(a) in generAl.—The manufacturer or distributor of one or more investigational drugs for the diagnosis, monitoring, 
or treatment of one or more serious diseases or conditions shall make available the policy of the manufacturer or 
distributor on evaluating and responding to requests submitted under section 561(b) for provision of such a drug.

(b) PuBlic AVAilABility of exPAnded Access Policy.—The policies under subsection (a) shall be made public 
and readily available, such as by posting such policies on a publicly available Internet website. Such policies may be 
generally applicable to all investigational drugs of such manufacturer or distributor.

(c) content of Policy.—A policy described in subsection (a) shall include—

(1) contact information for the manufacturer or distributor to facilitate communication about requests described 
in subsection (a);

(2) procedures for making such requests;

(3) the general criteria the manufacturer or distributor will use to evaluate such requests for individual patients, 
and for responses to such requests;

(4) the length of time the manufacturer or distributor anticipates will be necessary to acknowledge receipt of 
such requests; and

(5) a hyperlink or other reference to the clinical trial record containing information about the expanded access for 
such drug that is required under section 402(j)(2)(A)(ii)(II)(gg) of the Public Health Service Act.

(d) no guArAntee of Access.—The posting of policies by manufacturers and distributors under subsection (a) shall 
not serve as a guarantee of access to any specific investigational drug by any individual patient.

(e) reVised Policy.—Nothing in this section shall prevent a manufacturer or distributor from revising a policy 
required under this section at any time.
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(f) APPlicAtion.—This section shall apply to a manufacturer or distributor with respect to an investigational drug 
beginning on the later earlier of—

(1) the date that is 60 calendar days after the date of enactment of the 21st Century Cures Act [December 13, 
2016 —Ed.]; or

(2) (1) the first initiation of a phase 2 or phase 3 study (as such terms are defined in section 312.21(b) and (c) of 
title 21, Code of Federal Regulations (or any successor regulations)) with respect to such investigational drug. 
; or

(2) as applicable, 15 days after the drug receives a designation as a breakthrough therapy, fast track product, or 
regenerative advanced therapy under subsection (a), (b), or (g), respectively, of section 506.

sec. 562. [360bbb-1] disPute resolution.

If, regarding an obligation concerning drugs or devices under this Act or section 351 of the Public Health Service 
Act, there is a scientific controversy between the Secretary and a person who is a sponsor, applicant, or manufacturer 
and no specific provision of the Act involved, including a regulation promulgated under such Act, provides a right 
of review of the matter in controversy, the Secretary shall, by regulation, establish a procedure under which such 
sponsor, applicant, or manufacturer may request a review of such controversy, including a review by an appropriate 
scientific advisory panel described in section 505(n) or an advisory committee described in section 515(g)(2)(B). 
Any such review shall take place in a timely manner. The Secretary shall promulgate such regulations within 1 year 
after the date of the enactment of the Food and Drug Administration Modernization Act of 1997 [November 21, 1997 
— Ed.].

sec. 563. [360bbb-2] clAssificAtion of Products.

(a) request. — A person who submits an application or submission (including a petition, notification, and any 
other similar form of request) under this Act for a product, may submit a request to the Secretary respecting the 
classification of the product as a drug, biological product, device, or a combination product subject to section 503(g) 
or respecting the component of the Food and Drug Administration that will regulate the product. In submitting the 
request, the person shall recommend a classification for the product, or a component to regulate the product, as 
appropriate.

(b) stAtement. — Not later than 60 days after the receipt of the request described in subsection (a), the Secretary 
shall determine the classification of the product under subsection (a), or the component of the Food and Drug 
Administration that will regulate the product, and shall provide to the person a written statement that identifies 
such classification or such component, and the reasons for such determination. The Secretary may not modify such 
statement except with the written consent of the person, or for public health reasons based on scientific evidence.

(c) inAction of secretAry. — If the Secretary does not provide the statement within the 60-day period described 
in subsection (b), the recommendation made by the person under subsection (a) shall be considered to be a final 
determination by the Secretary of such classification of the product, or the component of the Food and Drug 
Administration that will regulate the product, as applicable, and may not be modified by the Secretary except with 
the written consent of the person, or for public health reasons based on scientific evidence.

sec. 564. [360bbb-3] AuthorizAtion for medicAl Products for use in emergencies.

(a) in generAl. —

(1) emergency uses. — Notwithstanding any provision of this Act and section 351 of the Public Health 
Service Act, and subject to the provisions of this section, the Secretary may authorize the introduction into 
interstate commerce, during the effective period of a declaration under subsection (b), of a drug, device, 
or biological product intended for use in an actual or potential emergency (referred to in this section as an 
“emergency use”).

(2) APProVAl stAtus of Product. — An authorization under paragraph (1) may authorize an emergency use of 
a product that —

(A) is not approved, licensed, or cleared for commercial distribution under section 505, 510(k), or 515 of this 
Act or section 351 of the Public Health Service Act (referred to in this section as an “unapproved product”); or
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(B) is approved, licensed, or cleared under such a provision, but which use is not under such provision an 
approved, licensed, or cleared use of the product (referred to in this section as an “unapproved use of an 
approved product”).

(3) relAtion to other uses. — An emergency use authorized under paragraph (1) for a product is in addition 
to any other use that is authorized for the product under a section of this Act or the Public Health Service Act 
referred to in paragraph (2)(A).

(4) definitions. — For purposes of this section:

(A) The term “biological product” has the meaning given such term in section 351 of the Public Health 
Service Act.

(B) The term “emergency use” has the meaning indicated for such term in paragraph (1).

(C) The term “product” means a drug, device, or biological product.

(D) The term “unapproved product” has the meaning indicated for such term in paragraph (2)(A).

(E) The term “unapproved use of an approved product” has the meaning indicated for such term in paragraph 
(2)(B).

(b) declArAtion of emergency or threAt justifying emergency Authorized use. —

(1) in generAl. — The Secretary may make a declaration that the circumstances exist justifying the authorization 
under this subsection for a product on the basis of —

(A) a determination by the Secretary of Homeland Security that there is a domestic emergency, or a 
significant potential for a domestic emergency, involving a heightened risk of attack with a biological, 
chemical, radiological, or nuclear agent or agents;

(B) a determination by the Secretary of Defense that there is a military emergency, or a significant potential   
for a military emergency, involving a heightened risk to United States military forces of attack with a 
biological, chemical, radiological, or nuclear agent or agents;

(C) a determination by the Secretary that there is a public health emergency, or a significant potential for a 
public health emergency, that affects, or has a significant potential to affect, national security or the health 
and security of United States citizens living abroad, and that involves a biological, chemical, radiological, or 
nuclear agent or agents, or a disease or condition that may be attributable to such agent or agents; or

(D) the identification of a material threat pursuant to section 319F-2 of the Public Health Service Act 
sufficient to affect national security or the health and security of United States citizens living abroad.

(2) terminAtion of declArAtion. —

(A) in generAl. — A declaration under this subsection shall terminate upon the earlier of —

(i) a determination by the Secretary, in consultation as appropriate with the Secretary of Homeland 
Security or the Secretary of Defense, that the circumstances described in paragraph (1) have ceased to 
exist; or

(ii) a change in the approval status of the product such that the circumstances described in subsection 
(a)(2) have ceased to exist.

(B) disPosition of Product. — If an authorization under this section with respect to an unapproved product 
ceases to be effective as a result of a termination under subparagraph (A) of this paragraph, the Secretary 
shall consult with the manufacturer of such product with respect to the appropriate disposition of the product.

(3) AdVAnce notice of terminAtion. — The Secretary shall provide advance notice that a declaration under this 
subsection will be terminated. The period of advance notice shall be a period reasonably determined to provide 
—

(A) in the case of an unapproved product, a sufficient period for disposition of the product, including the 
return of such product (except such quantities of product as are necessary to provide for continued use 
consistent with subsection (f)(2)) to the manufacturer (in the case of a manufacturer that chooses to have 
such product returned); and

(B) in the case of an unapproved use of an approved product, a sufficient period for the disposition of any 
labeling, or any information under subsection (e)(2)(B)(ii), as the case may be, that was provided with 
respect to the emergency use involved.
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(4) PuBlicAtion. — The Secretary shall promptly publish in the Federal Register each declaration, determination, 
and advance notice of termination under this subsection.

(5) exPlAnAtion By secretAry.— If an authorization under this section with respect to an unapproved product 
or an unapproved use of an approved product has been in effect for more than 1 year, the Secretary shall 
provide in writing to the sponsor of such product an explanation of the scientific, regulatory, or other obstacles 
to approval, licensure, or clearance of such product or use, including specific actions to be taken by the 
Secretary and the sponsor to overcome such obstacles.

(c) criteriA for issuAnce of AuthorizAtion. — The Secretary may issue an authorization under this section with 
respect to the emergency use of a product only if, after consultation with the Assistant Secretary for Preparedness and 
Response, the Director of the National Institutes of Health, and the Director of the Centers for Disease Control and 
Prevention (to the extent feasible and appropriate given the applicable circumstances described in subsection (b)(1)), 
the Secretary concludes —

(1) that an agent referred to in a declaration under subsection (b) can cause a serious or life-threatening disease 
or condition;

(2) that, based on the totality of scientific evidence available to the Secretary, including data from adequate and 
well-controlled clinical trials, if available, it is reasonable to believe that —

(A) the product may be effective in diagnosing, treating, or preventing —

(i) such disease or condition; or

(ii) a serious or life-threatening disease or condition caused by a product authorized under this section, 
approved or cleared under this Act, or licensed under section 351 of the Public Health Service Act, for 
diagnosing, treating, or preventing such a disease or condition caused by such an agent; and

(B) the known and potential benefits of the product, when used to diagnose, prevent, or treat such disease 
or condition, outweigh the known and potential risks of the product, taking into consideration the material 
threat posed by the agent or agents identified in a declaration under subsection (b)(1)(D), if applicable;

(3) that there is no adequate, approved, and available alternative to the product for diagnosing, preventing, or 
treating such disease or condition; and

(4) that such other criteria as the Secretary may by regulation prescribe are satisfied.

(d) scoPe of AuthorizAtion. — An authorization of a product under this section shall state  —

(1) each disease or condition that the product may be used to diagnose, prevent, or treat within the scope of the 
authorization;

(2) the Secretary’s conclusions, made under subsection (c)(2)(B), that the known and potential benefits of the 
product, when used to diagnose, prevent, or treat such disease or condition, outweigh the known and potential 
risks of the product; and

(3) the Secretary’s conclusions, made under subsection (c), concerning the safety and potential effectiveness of 
the product in diagnosing, preventing, or treating such diseases or conditions, including, to the extent practicable 
given the circumstances of the emergency, an assessment of the available scientific evidence.

(e) conditions of AuthorizAtion. —

(1) unAPProVed Product. —

(A) required conditions. — With respect to the emergency use of an unapproved product, the Secretary, 
to the extent practicable given the applicable circumstances described in subsection (b)(1), shall, for a 
person who carries out any activity for which the authorization is issued, establish such conditions on an 
authorization under this section as the Secretary finds necessary or appropriate to protect the public health, 
including the following:

(i) Appropriate conditions designed to ensure that health care professionals administering the product 
are informed —

(I) that the Secretary has authorized the emergency use of the product;

(II) of the significant known and potential benefits and risks of the emergency use of the product, 
and of the extent to which such benefits and risks are unknown; and

(III) of the alternatives to the product that are available, and of their benefits and risks.
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(ii) Appropriate conditions designed to ensure that individuals to whom the product is administered are 
informed —

(I) that the Secretary has authorized the emergency use of the product;

(II) of the significant known and potential benefits and risks of such use, and of the extent to which 
such benefits and risks are unknown; and

(III) of the option to accept or refuse administration of the product, of the consequences, if any, of 
refusing administration of the product, and of the alternatives to the product that are available and 
of their benefits and risks.

(iii) Appropriate conditions for the monitoring and reporting of adverse events associated with the 
emergency use of the product.

(iv) For manufacturers of the product, appropriate conditions concerning recordkeeping and reporting, 
including records access by the Secretary, with respect to the emergency use of the product.

(B) Authority for AdditionAl conditions. — With respect to the emergency use of an unapproved product, 
the Secretary may, for a person who carries out any activity for which the authorization is issued, establish 
such conditions on an authorization under this section as the Secretary finds necessary or appropriate to 
protect the public health, including the following:

(i) Appropriate conditions on which entities may distribute the product with respect to the emergency 
use  of the product (including limitation to distribution by government entities), and on how distribution 
is to be performed.

(ii) Appropriate conditions on who may administer the product with respect to the emergency use of the 
product, and on the categories of individuals to whom, and the circumstances under which, the product 
may be administered with respect to such use.

(iii) Appropriate conditions with respect to collection and analysis of information concerning the safety 
and effectiveness of the product with respect to the use of such product during the period when the 
authorization is in effect and a reasonable time following such period.

(iv)  For persons other than manufacturers of the product, appropriate conditions concerning 
recordkeeping and reporting, including records access by the Secretary, with respect to the emergency 
use of the product.

(2) unAPProVed use. — With respect to the emergency use of a product that is an unapproved use of an approved 
product:

(A) For a person who carries out any activity for which the authorization is issued, the Secretary shall, to 
the extent practicable given the applicable circumstances described in subsection (b)(1), establish conditions 
described in clauses (i) and (ii) of paragraph (1)(A), and may establish conditions described in clauses (iii) 
and (iv) of such paragraph or in paragraph (1)(B).

(B) —

(i) If the authorization under this section regarding the emergency use authorizes a change in the 
labeling of the product, but the manufacturer of the product chooses not to make such change, such 
authorization may not authorize distributors of the product or any other person to alter or obscure the 
labeling provided by the manufacturer, except as provided in section 564A with respect to authorized 
changes to the product expiration date.

(ii) In the circumstances described in clause (i), for a person who does not manufacture the product 
and who chooses to act under this clause, an authorization under this section regarding the emergency 
use shall, to the extent practicable given the circumstances of the emergency, authorize such person to 
provide appropriate information with respect to such product in addition to the labeling provided by 
the manufacturer, subject to compliance with clause (i). While the authorization under this section is 
effective, such additional information shall not be considered labeling for purposes of section 502.

(C) In  establishing conditions under this paragraph with respect to the distribution and administration of the 
product for the unapproved use, the Secretary shall not impose conditions that would restrict distribution or 
administration of the product when distributed or administered for the approved use.

05_FDCA_05_Part02.indd   313 29/01/18   11:49 AM



§ 564 [360bbb-3] Federal Food, Drug, and Cosmetic Act

314 FOOD AND DRUG LAW INSTITUTE

(3) good mAnufActuring PrActice; PrescriPtion. —   With respect to the emergency use of a product for 
which an authorization under this section is issued (whether an unapproved product or an unapproved use of an 
approved product), the Secretary may waive or limit, to the extent appropriate given the applicable circumstances 
described in subsection (b)(1)—

(A)  requirements regarding current good manufacturing practice otherwise applicable to the manufacture, 
processing, packing, or holding of products subject to regulation under this Act, including such requirements 
established under section 501 or 520(f)(1), and including relevant conditions prescribed with respect to the 
product by an order under section 520(f)(2);

(B) requirements established under section 503(b); and 

(C)  requirements established under section 520(e).

(4) AdVertising. — The Secretary may establish conditions on advertisements and other promotional descriptive 
printed matter that relate to the emergency use of a product for which an authorization under this section is issued 
(whether an unapproved product or an unapproved use of an approved product), including, as appropriate —

(A) with respect to drugs and biological products, requirements applicable to prescription drugs pursuant to 
section 502(n); or

(B) with respect to devices, requirements applicable to restricted devices pursuant to section 502(r).

(f) durAtion of AuthorizAtion. —

(1) in generAl. — Except as provided in paragraph (2), an authorization under this section shall be effective 
until the earlier of the termination of the declaration under subsection (b) or a revocation under subsection (g).

(2) continued use After end of effectiVe Period. — Notwithstanding the termination of the declaration 
under subsection (b) or a revocation under subsection (g), an authorization shall continue to be effective to 
provide for continued use of an unapproved product with respect to a patient to whom it was administered during 
the period described by paragraph (1), to the extent found necessary by such patient’s attending physician.

(g) reView And reVocAtion of AuthorizAtion. —

(1) reView. — The Secretary shall periodically review the circumstances and the appropriateness of an 
authorization under this section. As part of such review, the Secretary shall regularly review the progress made 
with respect to the approval, licensure, or clearance of—

(A) an unapproved product for which an authorization was issued under this section; or

(B) an unapproved use of an approved product for which an authorization was issued under this section.

(2) reVision And reVocAtion. — The Secretary may revise or revoke an authorization under this section if—

(A) the circumstances described under subsection (b)(1) no longer exist;

(B) the criteria under subsection (c) for issuance of such authorization are no longer met; or

(C) other circumstances make such revision or revocation appropriate to protect the public health or safety.

(h) PuBlicAtion; confidentiAl informAtion. —

(1) PuBlicAtion. — The Secretary shall promptly publish in the Federal Register a notice of each authorization, 
and each termination or revocation of an authorization under this section, and an explanation of the reasons 
therefor (which may include a summary of data or information that has been submitted to the Secretary in an 
application under section 505(i) or section 520(g), even if such summary may indirectly reveal the existence of 
such application). The Secretary shall make any revisions to an authorization under this section available on the 
internet Web site of the Food and Drug Administration. 

(2) confidentiAl informAtion. — Nothing in this section alters or amends section 1905 of title 18, United 
States Code, or section 552(b)(4) of title 5 of such Code.

(i) Actions committed to Agency discretion. — Actions under the authority of this section by the Secretary, by 
the Secretary of Defense, or by the Secretary of Homeland Security are committed to agency discretion.

(j) rules of construction. — The following applies with respect to this section:

(1) Nothing in this section impairs the authority of the President as Commander in Chief of the Armed Forces of 
the United States under article II, section 2 of the United States Constitution.
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(2) Nothing in this section impairs the authority of the Secretary of Defense with respect to the Department of 
Defense, including the armed forces, under other provisions of Federal law.

(3) Nothing in this section (including any exercise of authority by a manufacturer under subsection (e)(2)) 
impairs the authority of the United States to use or manage quantities of a product that are owned or controlled 
by the United States (including quantities in the stockpile maintained under section 319F-2 of the Public Health 
Service Act).

(4) Nothing in this section shall be construed as authorizing a delay in the review or other consideration by the 
Secretary of any application or submission pending before the Food and Drug Administration for a product for 
which an authorization under this section is issued.

(k) relAtion to other ProVisions. — If a product is the subject of an authorization under this section, the use of 
such product within the scope of the authorization shall not be considered to constitute a clinical investigation for 
purposes of section 505(i), section 520(g), or any other provision of this Act or section 351 of the Public Health 
Service Act.

(l) oPtion to cArry out Authorized ActiVities. — Nothing in this section provides the Secretary any authority 
to require any person to carry out any activity that becomes lawful pursuant to an authorization under this section, 
and no person is required to inform the Secretary that the person will not be carrying out such activity, except that a 
manufacturer of a sole-source unapproved product authorized for emergency use shall report to the Secretary within 
a reasonable period of time after the issuance by the Secretary of such authorization if such manufacturer does not 
intend to carry out any activity under the authorization. This section only has legal effect on a person who carries out 
an activity for which an authorization under this section is issued. This section does not modify or affect activities 
carried out pursuant to other provisions of this Act or section 351 of the Public Health Service Act. Nothing in this 
subsection may be construed as restricting the Secretary from imposing conditions on persons who carry out any 
activity pursuant to an authorization under this section.

(m) cAtegorizAtion of lABorAtory tests AssociAted with deVices suBject to AuthorizAtion.—

(1) in generAl.—In issuing an authorization under this section with respect to a device, the Secretary may, 
subject to the provisions of this section, determine that a laboratory examination or procedure associated with 
such device shall be deemed, for purposes of section 353 of the Public Health Service Act, to be in a particular 
category of examinations and procedures (including the category described by subsection (d)(3) of such section) 
if, based on the totality of scientific evidence available to the Secretary—

(A) such categorization would be beneficial to protecting the public health; and

(B) the known and potential benefits of such categorization under the circumstances of the authorization 
outweigh the known and potential risks of the categorization.

(2) conditions of determinAtion.—The Secretary may establish appropriate conditions on the performance of 
the examination or procedure pursuant to such determination.

(3) effectiVe Period.—A determination under this subsection shall be effective for purposes of section 353 of 
the Public Health Service Act notwithstanding any other provision of that section during the effective period of 
the relevant declaration under subsection (b).

sec. 564A. [360bbb-3a] emergency use of medicAl Products.

(a) definitions.—In this section:

(1) eligiBle Product.—The term “eligible product” means a product that—

(A) is approved or cleared under this chapter or licensed under section 351 of the Public Health Service Act; 

(B)   (i) is intended for use to prevent, diagnose, or treat a disease or condition involving a biological, 
chemical, radiological, or nuclear agent or agents; or 

(ii) is intended for use to prevent, diagnose, or treat a serious or life-threatening disease or condition 
caused by a product described in clause (i); and

(C) is intended for use during the circumstances under which—

(i) a determination described in subparagraph (A), (B), or (C) of section 564(b)(1) has been made by the 
Secretary of Homeland Security, the Secretary of Defense, or the Secretary, respectively; or

(ii) the identification of a material threat described in subparagraph (D) of section 564(b)(1) has been 
made pursuant to section 319F-2 of the Public Health Service Act.
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(2) Product.—The term “product” means a drug, device, or biological product.

(b) exPirAtion dAting.—

(1) in generAl.—The Secretary may extend the expiration date and authorize the introduction or delivery for 
introduction into interstate commerce of an eligible product after the expiration date provided by the manufacturer 
if—

(A) the expiration date extension is intended to support the United States ability to protect—

(i) the public health; or

(ii) military preparedness and effectiveness; and 

(B) the expiration date extension is supported by an appropriate scientific evaluation that is conducted or 
accepted by the Secretary.

(2) requirements And conditions.—Any extension of an expiration date under paragraph (1) shall, as part of 
the extension, identify—

(A) each specific lot, batch, or other unit of the product for which extended expiration is authorized;

(B) the duration of the extension; and 

(C) any other requirements or conditions as the Secretary may deem appropriate for the protection of the 
public health, which may include requirements for, or conditions on, product sampling, storage, packaging 
or repackaging, transport, labeling, notice to product recipients, recordkeeping, periodic testing or retesting, 
or product disposition.

(3) effect.—Notwithstanding any other provision of this Act or the Public Health Service Act, an eligible 
product shall not be considered an unapproved product (as defined in section 564(a)(2)(A)) and shall not be 
deemed adulterated or misbranded under this Act because, with respect to such product, the Secretary has, under 
paragraph (1), extended the expiration date and authorized the introduction or delivery for introduction into 
interstate commerce of such product after the expiration date provided by the manufacturer.

(4) exPirAtion dAte.—For purposes of this subsection, the term “expiration date” means the date established 
through appropriate stability testing required by the regulations issued by the Secretary to ensure that the product 
meets applicable standards of identity, strength, quality, and purity at the time of use.

(c) current good mAnufActuring PrActice.—

(1) in generAl.—The Secretary may, when the circumstances of a domestic, military, or public health emergency 
or material threat described in subsection (a)(1)(C) so warrant, authorize, with respect to an eligible product, 
deviations from current good manufacturing practice requirements otherwise applicable to the manufacture, 
processing, packing, or holding of products subject to regulation under this Act, including requirements under 
section 501 or 520(f)(1) or applicable conditions prescribed with respect to the eligible product by an order under 
section 520(f)(2).

(2) effect.—Notwithstanding any other provision of this Act or the Public Health Service Act, an eligible 
product shall not be considered an unapproved product (as defined in section 564(a)(2)(A)) and shall not be 
deemed adulterated or misbranded under this Act because, with respect to such product, the Secretary has 
authorized deviations from current good manufacturing practices under paragraph (1).

(d) emergency disPensing.—The requirements of sections 503(b) and 520(e) shall not apply to an eligible product, 
and the product shall not be considered an unapproved product (as defined in section 564(a)(2)(A)) and shall not 
be deemed adulterated or misbranded under this Act because it is dispensed without an individual prescription, if—

(1) the product is dispensed during the circumstances described in subsection (a)(1)(C); and

(2) such dispensing without an individual prescription occurs—

(A) as permitted under the law of the State in which the product is dispensed; or

(B) in accordance with an order issued by the Secretary, for the purposes and duration of the circumstances 
described in subsection (a)(1)(C).

(e) emergency use instructions.—

(1) in generAl.—The Secretary, acting through an appropriate official within the Department of Health and 
Human Services, may create and issue emergency use instructions to inform health care providers or individuals 
to whom an eligible product is to be administered concerning such product’s approved, licensed, or cleared 
conditions of use.
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(2) effect.—Notwithstanding any other provisions of this Act or the Public Health Service Act, a product 
shall not be considered an unapproved product and shall not be deemed adulterated or misbranded under this 
Act because of the issuance of emergency use instructions under paragraph (1) with respect to such product or 
the introduction or delivery for introduction of such product into interstate commerce accompanied by such 
instructions—

(A) during an emergency response to an actual emergency that is the basis for a determination described in 
subsection (a)(1)(C)(i); or

(B) by a government entity (including a Federal, State, local, or tribal government entity), or a person acting 
on behalf of such a government entity, in preparation for an emergency response.

sec. 564B. [360bbb-3b] Products held for emergency use.

It is not  a violation of any section of this Act or of the Public Health Service Act for a government entity 
(including a Federal, State, local, or tribal government entity), or a person acting on behalf of such a government 
entity, to introduce into interstate commerce a product (as defined in section 564(a)(4)) intended for emergency 
use, if that product—

(1) is intended to be held and not used; and 

(2) is held and not used, unless and until that product—

(A) is approved, cleared, or licensed under section 505, 510(k), or 515 of this Act or section 351 of the Public 
Health Service Act;

(B) is authorized for investigational use under section 505 or 520 of this Act or section 351 of the Public 
Health Service Act; or

(C) is authorized for use under section 564.

sec. 565. [360bbb-4] countermeAsure deVeloPment, reView, And technicAl AssistAnce.

(a) definitions.—In this section—

(1) the term “countermeasure” means a qualified countermeasure, a security countermeasure, and a qualified 
pandemic or epidemic product;

(2) the term “qualified countermeasure” has the meaning given such term in section 247d–6a of title 42;

(3) the term “security countermeasure” has the meaning given such term in section 247d–6b of title 42; and

(4) the term “qualified pandemic or epidemic product” means a product that meets the definition given such term 
in section 247d–6d of title 42 and—

(A) that has been identified by the Department of Health and Human Services or the Department of Defense 
as receiving funding directly related to addressing chemical, biological, radiological, or nuclear threats, 
including pandemic influenza; or

(B) is included under this paragraph pursuant to a determination by the Secretary.

(b) generAl duties.— In order to accelerate the development, stockpiling, approval, licensure, and clearance of 
qualified countermeasures, security countermeasures, and qualified pandemic or epidemic products, the Secretary, 
in consultation with the Assistant Secretary for Preparedness and Response, shall—

(1)  ensure the appropriate involvement of Food and Drug Administration personnel in interagency activities 
related to countermeasure advanced research and development, consistent with sections 319F, 319F-1, 319F-2, 
319F-3, 319L, and 2811 of the Public Health Service Act;

(2)  ensure the appropriate involvement and consultation of Food and Drug Administration personnel in any 
flexible manufacturing activities carried out under section 319L of the Public Health Service Act, including with 
respect to meeting regulatory requirements set forth in this Act;

(3) promote countermeasure expertise within the Food and Drug Administration by—

(A) ensuring that Food and Drug Administration personnel involved in reviewing countermeasures for 
approval, licensure, or clearance are informed by the Assistant Secretary for Preparedness and Response 

05_FDCA_05_Part02.indd   317 29/01/18   11:49 AM



§ 565 [360bbb-4] Federal Food, Drug, and Cosmetic Act

318 FOOD AND DRUG LAW INSTITUTE

on the material threat assessment conducted under section 319F-2 of the Public Health Service Act for the 
agent or agents for which the countermeasure under review is intended;

(B) training Food and Drug Administration personnel regarding review of countermeasures for approval, 
licensure, or clearance;

(C) holding public meetings at least twice annually to encourage the exchange of scientific ideas; and

(D)  establishing protocols to ensure that countermeasure reviewers have sufficient training or experience 
with countermeasures;

(4) maintain teams, composed of Food and Drug Administration personnel with expertise on countermeasures, 
including specific countermeasures, populations with special clinical needs (including children and pregnant 
women that may use countermeasures, as applicable and appropriate), classes or groups of countermeasures, or 
other countermeasure-related technologies and capabilities, that shall—

(A) consult with countermeasure experts, including countermeasure sponsors and applicants, to identify and 
help resolve scientific issues related to the approval, licensure, or clearance of countermeasures, through 
workshops or public meetings; and

(B) improve and advance the science relating to the development of new tools, standards, and approaches to 
assessing and evaluating countermeasures—

(i) in order to inform the process for countermeasure approval, clearance, and licensure; and

(ii) with respect to the development of countermeasures for populations with special clinical needs, 
including children and pregnant women, in order to meet the needs of such populations, as necessary 
and appropriate; and

(5) establish within the Food and Drug Administration a team of experts on manufacturing and regulatory 
activities (including compliance with current Good Manufacturing Practice) to provide both off-site and on-site 
technical assistance to the manufacturers of qualified countermeasures (as defined in section 247d–6a of title 
42), security countermeasures (as defined in section 247d–6b of title 42), or vaccines, at the request of such 
a manufacturer and at the discretion of the Secretary, if the Secretary determines that a shortage or potential 
shortage may occur in the United States in the supply of such vaccines or countermeasures and that the provision 
of such assistance would be beneficial in helping alleviate or avert such shortage.

(c) finAl guidAnce on deVeloPment of AnimAl models.—

(1) in generAl.—Not later than 1 year after March 13, 2013, the Secretary shall provide final guidance to industry 
regarding the development of animal models to support approval, clearance, or licensure of countermeasures 
referred to in subsection (a) when human efficacy studies are not ethical or feasible.

(2) Authority to extend deAdline.—The Secretary may extend the deadline for providing final guidance 
under paragraph (1) by not more than 6 months upon submission by the Secretary of a report on the status of 
such guidance to the Committee on Energy and Commerce of the House of Representatives and the Committee 
on Health, Education, Labor, and Pensions of the Senate.

(d) deVeloPment And AnimAl modeling Procedures.—

(1) AVAilABility of AnimAl model meetings.—To facilitate the timely development of animal models and 
support the development, stockpiling, licensure, approval, and clearance of countermeasures, the Secretary shall, 
not later than 180 days after March 13, 2013, establish a procedure by which a sponsor or applicant that is 
developing a countermeasure for which human efficacy studies are not ethical or practicable, and that has an 
approved investigational new drug application or investigational device exemption, may request and receive—

(A) a meeting to discuss proposed animal model development activities; and

(B) a meeting prior to initiating pivotal animal studies.

(2) PediAtric models.—To facilitate the development and selection of animal models that could translate to 
pediatric studies, any meeting conducted under paragraph (1) shall include discussion of animal models for 
pediatric populations, as appropriate.

(e) reView And APProVAl of countermeAsures.—

(1) mAteriAl threAt.—When evaluating an application or submission for approval, licensure, or clearance 
of a countermeasure, the Secretary shall take into account the material threat posed by the chemical, 
biological, radiological, or nuclear agent or agents identified under section 319F-2 of the Public Health 
Service Act for which the countermeasure under review is intended.
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(2) reView exPertise.—When practicable and appropriate, teams of Food and Drug Administration personnel 
reviewing applications or submissions described under paragraph (1) shall include a reviewer with sufficient 
training or experience with countermeasures pursuant to the protocols established under subsection (b)(3)(D).

(f) regulAtory mAnAgement PlAn.—

(1) definition.—In this subsection, the term “eligible countermeasure” means—

(A) a security countermeasure with respect to which the Secretary has entered into a procurement contract 
under section 319F-2(c) of the Public Health Service Act; or

(B) a countermeasure with respect to which the Biomedical Advanced Research and Development Authority 
has provided funding under section 319L of the Public Health Service Act for advanced research and 
development.

(2) regulAtory mAnAgement PlAn Process.—The Secretary, in consultation with the Assistant Secretary for 
Preparedness and Response and the Director of the Biomedical Advanced Research and Development Authority, 
shall establish a formal process for obtaining scientific feedback and interactions regarding the development and 
regulatory review of eligible countermeasures by facilitating the development of written regulatory management 
plans in accordance with this subsection.

(3) suBmission of request And ProPosed PlAn By sPonsor or APPlicAnt.—

(A) In GenerAl.—A sponsor or applicant of an eligible countermeasure may initiate the process described 
under paragraph (2) upon submission of a written request to the Secretary. Such request shall include a 
proposed regulatory management plan.

(B) timing of suBmission.—A sponsor or applicant may submit a written request under subparagraph (A) 
after the eligible countermeasure has an investigational new drug or investigational device exemption in 
effect.

(C) resPonse By secretAry.—The Secretary shall direct the Food and Drug Administration, upon 
submission of a written request by a sponsor or applicant under subparagraph (A), to work with the sponsor 
or applicant to agree on a regulatory management plan within a reasonable time not to exceed 90 days. If 
the Secretary determines that no plan can be agreed upon, the Secretary shall provide to the sponsor or 
applicant, in writing, the scientific or regulatory rationale why such agreement cannot be reached.

(4) PlAn.—The content of a regulatory management plan agreed to by the Secretary and a sponsor or applicant 
shall include—

(A) an agreement between the Secretary and the sponsor or applicant regarding developmental milestones 
that will trigger responses by the Secretary as described in subparagraph (B);

(B) performance targets and goals for timely and appropriate responses by the Secretary to the triggers 
described under subparagraph (A), including meetings between the Secretary and the sponsor or applicant, 
written feedback, decisions by the Secretary, and other activities carried out as part of the development and 
review process; and

(C) an agreement on how the plan shall be modified, if needed.

(5) milestones And PerformAnce tArgets.—The developmental milestones described in paragraph (4)(A) 
and the performance targets and goals described in paragraph (4)(B) shall include—

(A) feedback from the Secretary regarding the data required to support the approval, clearance, or licensure 
of the eligible countermeasure involved;

(B) feedback from the Secretary regarding the data necessary to inform any authorization under section 
360bbb–3 of this title;

(C) feedback from the Secretary regarding the data necessary to support the positioning and delivery of the 
eligible countermeasure, including to the Strategic National Stockpile;

(D) feedback from the Secretary regarding the data necessary to support the submission of protocols for 
review under section 505(b)(5)(B);

(E) feedback from the Secretary regarding any gaps in scientific knowledge that will need resolution prior 
to approval, licensure, or clearance of the eligible countermeasure and plans for conducting the necessary 
scientific research;
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(F) identification of the population for which the countermeasure sponsor or applicant seeks approval, 
licensure, or clearance and the population for which desired labeling would not be appropriate, if known; 
and

(G) as necessary and appropriate, and to the extent practicable, a plan for demonstrating safety and 
effectiveness in pediatric populations, and for developing pediatric dosing, formulation, and administration 
with respect to the eligible countermeasure, provided that such plan would not delay authorization under 
section 564, approval, licensure, or clearance for adults.

(6) PrioritizAtion.—

(A) PlAns for security countermeAsures.—The Secretary shall establish regulatory management plans 
for all security countermeasures for which a request is submitted under paragraph (3)(A).

(B) PlAns for Other eligiBle countermeAsures.—The Secretary shall determine whether resources 
are available to establish regulatory management plans for eligible countermeasures that are not security 
countermeasures. If resources are available to establish regulatory management plans for eligible 
countermeasures that are not security countermeasures, and if resources are not available to establish 
regulatory management plans for all eligible countermeasures for which requests have been submitted, 
the Director of the Biomedical Advanced Research and Development Authority, in consultation with the 
Commissioner, shall prioritize which eligible countermeasures may receive regulatory management plans.

(g) AnnuAl rePort.—Not later than 180 days after March 13, 2013, and annually thereafter, the Secretary shall 
make publicly available on the Web site of the Food and Drug Administration a report that details the countermeasure 
development and review activities of the Food and Drug Administration, including—

(1) with respect to the development of new tools, standards, and approaches to assess and evaluate 
countermeasures—

(A) the identification of the priorities of the Food and Drug Administration and the progress made on such 
priorities; and

(B) the identification of scientific gaps that impede the development, approval, licensure, or clearance of 
countermeasures for populations with special clinical needs, including children and pregnant women, and 
the progress made on resolving these challenges;

(2) with respect to countermeasures for which a regulatory management plan has been agreed upon under 
subsection (f), the extent to which the performance targets and goals set forth in subsection (f)(4)(B) and the 
regulatory management plan have been met, including, for each such countermeasure—

(A) whether the regulatory management plan was completed within the required timeframe, and the length 
of time taken to complete such plan;

(B) whether the Secretary adhered to the timely and appropriate response times set forth in such plan; and

(C) explanations for any failure to meet such performance targets and goals;

(3) the number of regulatory teams established pursuant to subsection (b)(4), the number of products, classes of 
products, or technologies assigned to each such team, and the number of, type of, and any progress made as a 
result of consultations carried out under subsection (b)(4)(A);

(4) an estimate of resources obligated to countermeasure development and regulatory assessment, including—

(A) Center-specific objectives and accomplishments; and

(B) the number of full-time equivalent employees of the Food and Drug Administration who directly support 
the review of countermeasures;

(5) the number of countermeasure applications and submissions submitted, the number of countermeasures 
approved, licensed, or cleared, the status of remaining submitted applications and submissions, and the number 
of each type of authorization issued pursuant to section 564;

(6) the number of written requests for a regulatory management plan submitted under subsection (f)(3)(A), 
the number of regulatory management plans developed, and the number of such plans developed for security 
countermeasures; and

(7) the number, type, and frequency of meetings between the Food and Drug Administration and—

(A) sponsors of a countermeasure as defined in subsection (a); or
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(B) another agency engaged in development or management of portfolios for such countermeasures, including 
the Centers for Disease Control and Prevention, the Biomedical Advanced Research and Development 
Authority, the National Institutes of Health, and the appropriate agencies of the Department of Defense. 

sec. 565A. [360bbb-4a] Priority reView to encourAge treAtments for Agents thAt Present nAtionAl security 
threAts.

(a) definitions.—In this section:

(1) humAn drug APPlicAtion.—The term “human drug application” has the meaning given such term in 
section 735(1). 

(2) Priority reView.—The term “priority review,” with respect to a human drug application, means review 
and action by the Secretary on such application not later than 6 months after receipt by the Secretary of such 
application, as described in the Manual of Policies and Procedures in the Food and Drug Administration and 
goals identified in the letters described in section 101(b) of the Food and Drug Administration Safety and 
Innovation Act.

(3) Priority reView Voucher.—The term “priority review voucher” means a voucher issued by the Secretary 
to the sponsor of a material threat medical countermeasure application that entitles the holder of such voucher 
to priority review of a single human drug application submitted under section 505(b)(1) or section 351(a) of the 
Public Health Service Act after the date of approval of the material threat medical countermeasure application.

(4) mAteriAl threAt medicAl countermeAsure APPlicAtion.—The term “material threat medical 
countermeasure application” means an application that—

(A) is a human drug application for a drug intended for use—

(i) to prevent, or treat harm from a biological, chemical, radiological, or nuclear agent identified as a 
material threat under section 319F-2(c)(2)(A)(ii) of the Public Health Service Act; or

(ii) to mitigate, prevent, or treat harm from a condition that may result in adverse health consequences 
or death and may be caused by administering a drug, or biological product against such agent; and 

(B) the Secretary determines eligible for priority review;

(C) is approved after the date of enactment of the 21st Century Cures Act [December 13, 2016 —Ed.]; and

(D) is for a human drug, no active ingredient (including any ester or salt of the active ingredient) of which 
has been approved in any other application under section 505(b)(1) or section 351(a) of the Public Health 
Service Act. 

(b) Priority reView Voucher.—

(1) in generAl.—The Secretary shall award a priority review voucher to the sponsor of a material threat medical 
countermeasure application upon approval by the Secretary of such material threat medical countermeasure 
application.

(2) trAnsferABility.—The sponsor of a material threat medical countermeasure application that receives a priority 
review voucher under this section may transfer (including by sale) the entitlement to such voucher to a sponsor of 
a human drug for which an application under section 505(b)(1) or section 351(a) of the Public Health Service Act 
will be submitted after the date of the approval of the material threat medical countermeasure application. There is 
no limit on the number of times a priority review voucher may be transferred before such voucher is used.

(3) notificAtion.—

(A) in generAl.—The sponsor of a human drug application shall notify the Secretary not later than 90 
calendar days prior to submission of the human drug application that is the subject of a priority review 
voucher of an intent to submit the human drug application, including the date on which the sponsor intends 
to submit the application. Such notification shall be a legally binding commitment to pay for the user fee to 
be assessed in accordance with this section.

(B) trAnsfer After notice.—The sponsor of a human drug application that provides notification of the 
intent of such sponsor to use the voucher for the human drug application under subparagraph (A) may 
transfer the voucher after such notification is provided, if such sponsor has not yet submitted the human drug 
application described in the notification. 

05_FDCA_05_Part02.indd   321 29/01/18   11:49 AM



322 FOOD AND DRUG LAW INSTITUTE

§ 565A [360bbb-4a] Federal Food, Drug, and Cosmetic Act

(c) Priority reView user fee.—

(1) in generAl.—The Secretary shall establish a user fee program under which a sponsor of a human drug 
application that is the subject of a priority review voucher shall pay to the Secretary a fee determined under 
paragraph (2). Such fee shall be in addition to any fee required to be submitted by the sponsor under chapter VII.

(2) fee Amount.—The amount of the priority review user fee shall be determined each fiscal year by the 
Secretary and based on the average cost incurred by the agency in the review of a human drug application subject 
to priority review in the previous fiscal year.

(3) AnnuAl fee setting.—The Secretary shall establish, before the beginning of each fiscal year beginning after 
September 30, 2016, for that fiscal year, the amount of the priority review user fee.

(4) PAyment.—

(A) in generAl.—The priority review user fee required by this subsection shall be due upon the submission 
of a human drug application under section 505(b)(1) or section 351(a) of the Public Health Service Act for 
which the priority review voucher is used.

(B) comPlete APPlicAtion.—An application described under subparagraph (A) for which the sponsor 
requests the use of a priority review voucher shall be considered incomplete if the fee required by this 
subsection and all other applicable user fees are not paid in accordance with the Secretary’s procedures for 
paying such fees.

(C) no wAiVers, exemPtions, reductions, or refunds.—The Secretary may not grant a waiver, 
exemption, reduction, or refund of any fees due and payable under this section. 

(5) offsetting collections.—Fees collected pursuant to this subsection for any fiscal year—

(A) shall be deposited and credited as off-setting collections to the account providing appropriations to the 
Food and Drug Administration; and

(6) shall not be collected for any fiscal year except to the extent provided in advance in appropriation Acts.

(d) notice of issuAnce of Voucher And APProVAl of Products under Voucher.—The Secretary shall publish 
a notice in the Federal Register and on the Internet website of the Food and Drug Administration not later than 30 
calendar days after the occurrence of each of the following:

(1) The Secretary issues a priority review voucher under this section.

(2) The Secretary approves a drug pursuant to an application submitted under section 505(b) of this Act or 
section 351(a) of the Public Health Service Act for which the sponsor of the application used a priority review 
voucher issued under this section. 

(e) eligiBility for other ProgrAms.—Nothing in this section precludes a sponsor who seeks a priority review 
voucher under this section from participating in any other incentive program, including under this Act, except that no 
sponsor of a material threat medical countermeasure application may receive more than one priority review voucher 
issued under any section of this Act with respect to such drug.

(f) relAtion to other ProVisions.—The provisions of this section shall supplement, not supplant, any other 
provisions of this Act or the Public Health Service Act that encourage the development of medical countermeasures.

(g) sunset.—The Secretary may not award any priority review vouchers under subsection (b) after October 1, 2023.

sec. 566. [360bbb-5] criticAl PAth PuBlic-PriVAte PArtnershiPs.

(a) estABlishment. —The Secretary, acting through the Commissioner of Food and Drugs, may enter into 
collaborative agreements, to be known as Critical Path Public-Private Partnerships, with one or more eligible entities 
to implement the Critical Path Initiative of the Food and Drug Administration by developing innovative, collaborative 
projects in research, education, and outreach for the purpose of fostering medical product innovation, enabling the 
acceleration of medical product development, manufacturing, and translational therapeutics, and enhancing medical 
product safety.

(b) eligiBle entity. — In this section, the term “eligible entity” means an entity that meets each of the following:

(1) The entity is —

(A) an institution of higher education (as such term is defined in section 101 of the Higher Education Act of 
1965) or a consortium of such institutions; or

(B) an organization described in section 501(c)(3) of the Internal Revenue Code of 1986 and exempt from 
tax under section 501(a) of such Code.
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(2) The entity has experienced personnel and clinical and other technical expertise in the biomedical sciences, 
which may include graduate training programs in areas relevant to priorities of the Critical Path Initiative.

(3) The entity demonstrates to the Secretary’s satisfaction that the entity is capable of —

(A) developing and critically evaluating tools, methods, and processes —

(i) to increase efficiency, predictability, and productivity of medical product development; and

(ii) to more accurately identify the benefits and risks of new and existing medical products;

(B) establishing partnerships, consortia, and collaborations with health care practitioners and other 
providers of health care goods or services; pharmacists; pharmacy benefit managers and purchasers; health 
maintenance organizations and other managed health care organizations; health care insurers; government 
agencies; patients and consumers; manufacturers of prescription drugs, biological products, diagnostic 
technologies, and devices; and academic scientists; and

(C) securing funding for the projects of a Critical Path Public-Private Partnership from Federal and nonfederal 
governmental sources, foundations, and private individuals.

(c) funding. — The Secretary may not enter into a collaborative agreement under subsection (a) unless the eligible 
entity involved provides an assurance that the entity will not accept funding for a Critical Path Public-Private 
Partnership project from any organization that manufactures or distributes products regulated by the Food and Drug 
Administration unless the entity provides assurances in its agreement with the Food and Drug Administration that the 
results of the Critical Path Public-Private Partnership project will not be influenced by any source of funding.

(d) AnnuAl rePort. — Not later than 18 months after the date of the enactment of this section, and annually 
thereafter, the Secretary, in collaboration with the parties to each Critical Path Public-Private Partnership, shall submit 
a report to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and 
Commerce of the House of Representatives —

(1) reviewing the operations and activities of the Partnerships in the previous year; and

(2) addressing such other issues relating to this section as the Secretary determines to be appropriate.

(e) definition. — In this section, the term “medical product” includes a drug, a biological product as defined in 
section 351 of the Public Health Service Act, a device, and any combination of such products.

(f) AuthorizAtion of APProPriAtions. — To carry out this section, there is authorized to be appropriated $6,000,000 
for each of fiscal years 2013 through 2017. 2018 through 2022.

sec. 567. [360bbb-6] risk communicAtion.

(a) AdVisory committee on risk communicAtion. —

(1) in generAl. — The Secretary shall establish an advisory committee to be known as the “Advisory Committee 
on Risk Communication” (referred to in this section as the “Committee”).

(2) duties of committee. — The Committee shall advise the Commissioner on methods to effectively 
communicate risks associated with the products regulated by the Food and Drug Administration.

(3) memBers. — The Secretary shall ensure that the Committee is composed of experts on risk communication, 
experts on the risks described in subsection (b), and representatives of patient, consumer, and health professional 
organizations.

(4) PermAnence of committee. — Section 14 of the Federal Advisory Committee Act shall not apply to the 
Committee established under this subsection.

(b) PArtnershiPs for risk communicAtion. —

(1) in generAl. — The Secretary shall partner with professional medical societies, medical schools, academic 
medical centers, and other stakeholders to develop robust and multi-faceted systems for communication to health 
care providers about emerging postmarket drug risks.

(2) PArtnershiPs. — The systems developed under paragraph (1) shall —

(A) account for the diversity among physicians in terms of practice, willingness to adopt technology, and 
medical specialty; and

(B) include the use of existing communication channels, including electronic communications, in place at 
the Food and Drug Administration.
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sec. 568. [360bbb-7] notificAtion.

(a) notificAtion to secretAry. — With respect to a drug, the Secretary may require notification to the Secretary by 
a regulated person if the regulated person knows —

(1) that the use of such drug in the United States may result in serious injury or death;

(2) of a significant loss or known theft of such drug intended for use in the United States; or

(3) that —

(A) such drug has been or is being counterfeited; and

(B) —

(i) the counterfeit product is in commerce in the United States or could be reasonably expected to be 
introduced into commerce in the United States; or

(ii) such drug has been or is being imported into the United States or may reasonably be expected to be 
offered for import into the United States.

(b) mAnner of notificAtion. — Notification under this section shall be made in such manner and by such means as 
the Secretary may specify by regulation or guidance.

(c) sAVings clAuse. — Nothing in this section shall be construed as limiting any other authority of the Secretary to 
require notifications related to a drug under any other provision of this Act or the Public Health Service Act.

(d) definition. — In this section, the term “regulated person” means —

(1) a person who is required to register under section 510 or 801(s);

(2) a wholesale distributor of a drug product; or

(3) any other person that distributes drugs except a person that distributes drugs exclusively for retail sale.

sec. 569. [360bbb-8] consultAtion with externAl exPerts on rAre diseAses, tArgeted therAPies, And genet-
ic tArgeting of treAtments.

(a) in generAl. — For the purpose of promoting the efficiency of and informing the review by the Food and Drug 
Administration of new drugs and biological products for rare diseases and drugs and biological products that are 
genetically targeted, the following shall apply:

(1) consultAtion with stAkeholders. — Consistent with sections X.C and IX.E.4 of the PdufA Reauthorization 
Performance Goals and Procedures Fiscal Years 2013 through 2017, as referenced in the letters described in section 
101(b) of the Prescription Drug User Fee Amendments of 2012, the Secretary shall ensure that opportunities 
exist, at a time the Secretary determines appropriate, for consultations with stakeholders on the topics described 
in subsection (b).

(2) consultAtion with externAl exPerts. —

(A) in generAl. — The Secretary shall develop and maintain a list of external experts who, because of 
their special expertise, are qualified to provide advice on rare disease issues, including topics described in 
subsection (cb). The Secretary may, when appropriate to address a specific regulatory question, consult such 
external experts on issues related to the review of new drugs and biological products for rare diseases and 
drugs and biological products that are genetically targeted, including the topics described in subsection (b), 
when such consultation is necessary because the Secretary lacks the specific scientific, medical, or technical 
expertise necessary for the performance of the Secretary’s regulatory responsibilities and the necessary 
expertise can be provided by the external experts.

(B) externAl exPerts. — For purposes of subparagraph (A), external experts are individuals who possess 
scientific or medical training that the Secretary lacks with respect to one or more rare diseases.

(b) toPics for consultAtion. — Topics for consultation pursuant to this section may include —

(1) rare diseases;

(2) the severity of rare diseases;

(3) the unmet medical need associated with rare diseases;

(4) the willingness and ability of individuals with a rare disease to participate in clinical trials;

(5) an assessment of the benefits and risks of therapies to treat rare diseases;
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(6) the general design of clinical trials for rare disease populations and subpopulations; and

(7) the demographics and the clinical description of patient populations.

(c) clAssificAtion As sPeciAl goVernment emPloyees. — The external experts who are consulted under this section 
may be considered special government employees, as defined under section 202 of title 18, United States Code.

(d) Protection of confidentiAl informAtion And trAde secrets. —

(1) rule of construction. — Nothing in this section shall be construed to alter the protection offered by laws, 
regulations, and policies governing disclosure of confidential commercial or trade secret information, and any 
other information exempt from disclosure pursuant to section 552(b) of title 5, United States Code, as such 
provisions would be applied to consultation with individuals and organizations prior to the date of enactment of 
this section.

(2) consent required for disclosure. — The Secretary shall not disclose confidential commercial or trade 
secret information to an expert consulted under this section without the written consent of the sponsor unless the 
expert is a special government employee (as defined under section 202 of title 18, United States Code) or the 
disclosure is otherwise authorized by law.

(e) other consultAtion. — Nothing in this section shall be construed to limit the ability of the Secretary to consult 
with individuals and organization as authorized prior to the date of enactment of this section.

(f) no right or oBligAtion. —

(1) no right to consultAtion. — Nothing in this section shall be construed to create a legal right for a 
consultation on any matter or require the Secretary to meet with any particular expert or stakeholder.

(2) no Altering of goAls. — Nothing in this section shall be construed to alter agreed upon goals and 
procedures identified in the letters described in section 101(b) of the Prescription Drug User Fee Amendments 
of 2012.

(3) no chAnge to numBer of reView cycles. — Nothing in this section is intended to increase the number of 
review cycles as in effect before the date of enactment of this section.

(g) no delAy in Product reView. —

(1) in generAl. — Prior to a consultation with an external expert, as described in this section, relating to an 
investigational new drug application under section 505(i), a new drug application under section 505(b), or a 
biologics license application under section 351 of the Public Health Service Act, the Director of the Center 
for Drug Evaluation and Research or the Director of the Center for Biologics Evaluation and Research (or 
appropriate Division Director), as appropriate, shall determine that —

(A) such consultation will —

(i) facilitate the Secretary’s ability to complete the Secretary’s review; and

(ii) address outstanding deficiencies in the application; or

(B) the sponsor authorized such consultation.

(2) limitAtion. — The requirements of this subsection shall apply only in instances where the consultation is 
undertaken solely under the authority of this section. The requirements of this subsection shall not apply to any 
consultation initiated under any other authority.

sec. 569A. [360bbb-8a] oPtimizing gloBAl clinicAl triAls.

(a) in generAl. — The Secretary shall —

(1) work with other regulatory authorities of similar standing, medical research companies, and international 
organizations to foster and encourage uniform, scientifically driven clinical trial standards with respect to 
medical products around the world; and

(2) enhance the commitment to provide consistent parallel scientific advice to manufacturers seeking simultaneous 
global development of new medical products in order to —

(A) enhance medical product development;

(B) facilitate the use of foreign data; and

(C) minimize the need to conduct duplicative clinical studies, preclinical studies, or non-clinical studies.
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(b) medicAl Product. — In this section, the term “medical product” means a drug, as defined in subsection (g) of 
section 201, a device, as defined in subsection (h) of such section, or a biological product, as defined in section 351(i) 
of the Public Health Service Act.

(c) sAVings clAuse. — Nothing in this section shall alter the criteria for evaluating the safety or effectiveness of a 
medical product under this Act or under the Public Health Service Act.

sec. 569B. [360bbb-8b] use of clinicAl inVestigAtion dAtA from outside the united stAtes.

(a) in generAl. — In determining whether to approve, license, or clear a drug, biological product, or device pursuant 
to an application submitted under this chapter, the Secretary shall accept data from clinical investigations conducted 
outside of the United States, including the European Union, if the applicant demonstrates that such data are adequate 
under applicable standards to support approval, licensure, or clearance of the drug, biological product, or device in 
the United States.

(b) notice to sPonsor. — If the Secretary finds under subsection (a) that the data from clinical investigations 
conducted outside the United States, including in the European Union, are inadequate for the purpose of making a 
determination on approval, clearance, or licensure of a drug, biological product, or device pursuant to an application 
submitted under this chapter, the Secretary shall provide written notice to the sponsor of the application of such 
finding and include the rationale for such finding.

sec. 569c. [360bbb-8c] PAtient PArticiPAtion in medicAl Product discussion.

(a) PAtient engAgement in drugs And deVices — 

(1) in generAl.— The Secretary shall develop and implement strategies to solicit the views of patients during 
the medical product development process and consider the perspectives of patients during regulatory discussions, 
including by —

(A) Fostering participation of a patient representative who may serve as a special government employee in 
appropriate agency meetings with medical product sponsors and investigators; and

(B) exploring means to provide for identification of patient representatives who do not have any, or have 
minimal, financial interests in the medical products industry.

(2) Protection of ProPrietAry informAtion. — Nothing in this section shall be construed to alter the 
protections offered by laws, regulations, or policies governing disclosure of confidential commercial or trade 
secret information and any other information exempt from disclosure pursuant to section 552(b) of title 5, United 
States Code, as such laws, regulations, or policies would apply to consultation with individuals and organizations 
prior to the date of enactment of this section.

(3) other consultAtion. — Nothing in this section shall be construed to limit the ability of the Secretary to 
consult with individuals and organizations as authorized prior to the date of enactment of this section. 

(4) no right or oBligAtion. — Nothing in this section shall be construed to create a legal right for a 
consultation on any matter or require the Secretary to meet with any particular expert or stakeholder. Nothing 
in this section shall be construed to alter agreed upon goals and procedures identified in the letters described in 
section 101(b) of the Prescription Drug User Fee Amendments of 2012. Nothing in this section is intended to 
increase the number of review cycles as in effect before the date of enactment of this section.

(5) finAnciAl interest. — In this section, the term “financial interest” means a financial interest under section 
208(a) of title 18, United States Code.

(b) stAtement of PAtient exPerience. — 

(1) in generAl.—Following the approval of an application that was submitted under section 505(b) of this 
Act or section 351(a) of the Public Health Service Act at least 180 days after the date of enactment of the 21st 
Century Cures Act [December 13, 2016 —Ed.], the Secretary shall make public a brief statement regarding the 
patient experience data and related information, if any, submitted and reviewed as part of such application.

(2) dAtA And InformAtion.—The data and information referred to in paragraph (1) are—

(A) patient experience data;

(B) information on patient-focused drug development tools; and

(C) other relevant information, as determined by the Secretary.
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(c) PAtient exPerience dAtA.—For purposes of this section, the term “patient experience data” includes data that—

(1) are collected by any persons (including patients, family members and caregivers of patients, patient advocacy 
organizations, disease research foundations, researchers, and drug manufacturers); and

(2) are intended to provide information about patients’ experiences with a disease or condition, including—

(A) the impact of such disease or condition, or a related therapy, impact (including physical and psychosocial 
impacts) of such disease or condition, or a related therapy or clinical investigation on patients’ lives; and

(B) patient preferences with respect to treatment of such disease or condition.

suBchAPter f — new AnimAl drugs for minor use And minor sPecies

sec. 571. [360ccc] conditionAl APProVAl of new AnimAl drugs for minor use And minor sPecies.

(a) —

(1) Except as provided in paragraph (3) of this section, any person may file with the Secretary an application for 
conditional approval of a new animal drug intended for a minor use or a minor species. Such an application may 
not be a supplement to an application approved under section 512. Such application must comply in all respects 
with the provisions of section 512 of this Act except sections 512(a)(4), 512(b)(2), 512(c)(1), 512(c)(2), 512(c)(3), 
512(d)(1), 512(e), 512(h), and 512(n) unless otherwise stated in this section, and any additional provisions of 
this section. New animal drugs are subject to application of the same safety standards that would be applied to 
such drugs under section 512(d) (including, for antimicrobial new animal drugs, with respect to antimicrobial 
resistance).

(2) The applicant shall submit to the Secretary as part of an application for the conditional approval of a new 
animal drug —

(A) all information necessary to meet the requirements of section 512(b)(1) except section 512(b)(1)(A);

(B) full reports of investigations which have been made to show whether or not such drug is safe under 
section 512(d) (including, for an antimicrobial new animal drug, with respect to antimicrobial resistance) 
and there is a reasonable expectation of effectiveness for use;

(C) data for establishing a conditional dose;

(D) projections of expected need and the justification for that expectation based on the best information 
available;

(E) information regarding the quantity of drug expected to be distributed on an annual basis to meet the 
expected need; and

(F) a commitment that the applicant will conduct additional investigations to meet the requirements for the 
full demonstration of effectiveness under section 512(d)(1)(E) within 5 years.

(3) A person may not file an application under paragraph (1) if —

(A) the application seeks conditional approval of a new animal drug that is contained in, or is a product of, 
a transgenic animal.

(B) the person has previously filed an application for conditional approval under paragraph (1) for the same 
drug in the same dosage form for the same intended use whether or not subsequently conditionally approved 
by the Secretary under subsection (b), or

(C) the person obtained the application, or data or other information contained therein, directly or indirectly 
from the person who filed for conditional approval under paragraph (1) for the same drug in the same dosage 
form for the same intended use whether or not subsequently conditionally approved by the Secretary under 
subsection (b).

(b) Within 180 days after the filing of an application pursuant to subsection (a), or such additional period as may be 
agreed upon by the Secretary and the applicant, the Secretary shall either —

(1) issue an order, effective for one year, conditionally approving the application if the Secretary finds that 
none of the grounds for denying conditional approval, specified in subsection (c) applies and publish a Federal 
Register notice of the conditional approval, or

(2) give the applicant notice of an opportunity for an informal hearing on the question whether such application 
can be conditionally approved.
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(c) If the Secretary finds, after giving the applicant notice and an opportunity for an informal hearing, that —

(1) any of the provisions of section 512(d)(1) (A) through (D) or (F) through (I) are applicable;

(2) the information submitted to the Secretary as part of the application and any other information before the 
Secretary with respect to such drug, is insufficient to show that there is a reasonable expectation that the drug 
will have the effect it purports or is represented to have under the conditions of use prescribed, recommended, or 
suggested in the proposed labeling thereof; or

(3) another person has received approval under section 512 for the same drug in the same dosage form for the 
same intended use, and that person is able to assure the availability of sufficient quantities of the drug to meet 
the needs for which the drug is intended;

the Secretary shall issue an order refusing to conditionally approve the application. If, after such notice and opportunity 
for an informal hearing, the Secretary finds that paragraphs (1) through (3) do not apply, the Secretary shall issue 
an order conditionally approving the application effective for one year and publish a Federal Register notice of the 
conditional approval. Any order issued under this subsection refusing to conditionally approve an application shall 
state the findings upon which it is based.

(d) A conditional approval under this section is effective for a 1-year period and is thereafter renewable by the 
Secretary annually for up to 4 additional 1-year terms. A conditional approval shall be in effect for no more than 
5 years from the date of approval under subsection (b)(1) or (c) of this section unless extended as provided for in 
subsection (h) of this section. The following shall also apply:

(1) No later than 90 days from the end of the 1-year period for which the original or renewed conditional approval 
is effective, the applicant may submit a request to renew a conditional approval for an additional 1-year term.

(2) A conditional approval shall be deemed renewed at the end of the 1-year period, or at the end of a 90-day 
extension that the Secretary may, at the Secretary’s discretion, grant by letter in order to complete review of 
the renewal request, unless the Secretary determines before the expiration of the 1-year period or the 90-day 
extension that —

(A) the applicant failed to submit a timely renewal request;

(B) the request fails to contain sufficient information to show that —

(i) the applicant is making sufficient progress toward meeting approval requirements under section 
512(d)(1) (E), and is likely to be able to fulfill those requirements and obtain an approval under section 
512 before the expiration of the 5-year maximum term of the conditional approval;

(ii) the quantity of the drug that has been distributed is consistent with the conditionally approved 
intended use and conditions of use, unless there is adequate explanation that ensures that the drug is 
only used for its intended purpose; or

(iii) the same drug in the same dosage form for the same intended use has not received approval under 
section 512, or if such a drug has been approved, that the holder of the approved application is unable 
to assure the availability of sufficient quantities of the drug to meet the needs for which the drug is 
intended; or

(C) any of the provisions of section 512(e)(1) (A) through (B) or (D) through (F) are applicable.

(3) If the Secretary determines before the end of the 1-year period or the 90-day extension, if granted, that a 
conditional approval should not be renewed, the Secretary shall issue an order refusing to renew the conditional 
approval, and such conditional approval shall be deemed withdrawn and no longer in effect. The Secretary shall 
thereafter provide an opportunity for an informal hearing to the applicant on the issue whether the conditional 
approval shall be reinstated.

(4) —

(A) In the case of an application under subsection (a) with respect to a drug for which the Secretary provides 
notice to the sponsor that the Secretary intends to issue a scientific and medical evaluation and recommend 
controls under the Controlled Substances Act, conditional approval of such application shall not take effect 
until the interim final rule controlling the drug is issued in accordance with section 201(j) of the Controlled 
Substances Act.

(B) For purposes of this section, with respect to an application described in subparagraph (A), the term “date 
of approval” shall mean the later of — 

(i) the date an application under subsection (a) is conditionally approved under subsection (b); or
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(ii) the date of issuance of the interim final rule controlling the drug.

(e) —

(1) The Secretary shall issue an order withdrawing conditional approval of an application filed pursuant to 
subsection (a) if the Secretary finds that another person has received approval under section 512 for the same 
drug in the same dosage form for the same intended use and that person is able to assure the availability of 
sufficient quantities of the drug to meet the needs for which the drug is intended.

(2) The Secretary shall, after due notice and opportunity for an informal hearing to the applicant, issue an order 
withdrawing conditional approval of an application filed pursuant to subsection (a) if the Secretary finds that —

(A) any of the provisions of section 512(e)(1) (A) through (B) or (D) through (F) are applicable; or

(B) on the basis of new information before the Secretary with respect to such drug, evaluated together with 
the evidence available to the Secretary when the application was conditionally approved, that there is not 
a reasonable expectation that such drug will have the effect it purports or is represented to have under the 
conditions of use prescribed, recommended, or suggested in the labeling thereof.

(3) The Secretary may also, after due notice and opportunity for an informal hearing to the applicant, issue an 
order withdrawing conditional approval of an application filed pursuant to subsection (a) if the Secretary finds 
that any of the provisions of section 512(e)(2) are applicable.

(f) —

(1) The label and labeling of a new animal drug with a conditional approval under this section shall —

(A) bear the statement, “conditionally approved by FDA pending a full demonstration of effectiveness under 
application number”; and

(B) contain such other information as prescribed by the Secretary.

(2) An intended use that is the subject of a conditional approval under this section shall not be included in the 
same product label with any intended use approved under section 512.

(g) A conditionally approved new animal drug application may not be amended or supplemented to add indications 
for use.

(h) 180 days prior to the termination date established under subsection (d) of this section, an applicant shall have 
submitted all the information necessary to support a complete new animal drug application in accordance with 
section 512(b)(1) or the conditional approval issued under this section is no longer in effect. Following review of this 
information, the Secretary shall either —

(1) issue an order approving the application under section 512(c) if the Secretary finds that none of the grounds 
for denying approval specified in section 512(d)(1) applies, or

(2) give the applicant an opportunity for a hearing before the Secretary under section 512(d) on the question 
whether such application can be approved.

Upon issuance of an order approving the application, product labeling and administrative records of approval shall 
be modified accordingly. If the Secretary has not issued an order under section 512(c) approving such application 
prior to the termination date established under subsection (d) of this section, the conditional approval issued under 
this section is no longer in effect unless the Secretary grants an extension of an additional 180-day period so that the 
Secretary can complete review of the application. The decision to grant an extension is committed to the discretion 
of the Secretary and not subject to judicial review.

(i) The decision of the Secretary under subsection (c), (d), or (e) of this section refusing or withdrawing conditional 
approval of an application shall constitute final agency action subject to judicial review.

(j) In this section and section 572, the term “transgenic animal” means an animal whose genome contains a nucleotide 
sequence that has been intentionally modified in vitro, and the progeny of such an animal; Provided that the term 
“transgenic animal” does not include an animal of which the nucleotide sequence of the genome has been modified 
solely by selective breeding.

sec. 572. [360ccc-1] index of legAlly mArketed unAPProVed new AnimAl drugs for minor sPecies.

(a) —

(1) The Secretary shall establish an index limited to —
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(A) new animal drugs intended for use in a minor species for which there is a reasonable certainty that the 
animal or edible products from the animal will not be consumed by humans or food-producing animals; and

(B) new animal drugs intended for use only in a hatchery, tank, pond, or other similar contained man-made 
structure in an early, non-food life stage of a food-producing minor species, where safety for humans is 
demonstrated in accordance with the standard of section 512(d) (including, for an antimicrobial new animal 
drug, with respect to antimicrobial resistance).

(2) The index shall not include a new animal drug that is contained in or a product of a transgenic animal.

(b) Any person intending to file a request under this section shall be entitled to one or more conferences to discuss 
the requirements for indexing a new animal drug.

(c) —

(1) Any person may submit a request to the Secretary for a determination whether a new animal drug may be 
eligible for inclusion in the index. Such a request shall include —

(A) information regarding the need for the new animal drug, the species for which the new animal drug is 
intended, the proposed intended use and conditions of use, and anticipated annual distribution;

(B) information to support the conclusion that the proposed use meets the conditions of subparagraph (A) 
or (B) of subsection (a)(1) of this section;

(C) information regarding the components and composition of the new animal drug;

(D) a description of the methods used in, and the facilities and controls used for, the manufacture, processing, 
and packing of such new animal drug;

(E) an environmental assessment that meets the requirements of the National Environmental Policy Act of 
1969, as amended, and as defined in 21 CFR Part 25, as it appears on the date of enactment of this provision 
[August 2, 2004 — Ed.] and amended thereafter or information to support a categorical exclusion from the 
requirement to prepare an environmental assessment;

(F) information sufficient to support the conclusion that the proposed use of the new animal drug is safe 
under section 512(d) with respect to individuals exposed to the new animal drug through its manufacture 
or use; and

(G) such other information as the Secretary may deem necessary to make this eligibility determination.

(2) Within 90 days after the submission of a request for a determination of eligibility for indexing based on 
subsection (a)(1)(A) of this section, or 180 days for a request submitted based on subsection (a)(1)(B) of this 
section, the Secretary shall grant or deny the request, and notify the person who requested such determination of 
the Secretary’s decision. The Secretary shall grant the request if the Secretary finds that —

(A) the same drug in the same dosage form for the same intended use is not approved or conditionally 
approved;

(B) the proposed use of the drug meets the conditions of subparagraph (A) or (B) of subsection (a)(1), as 
appropriate;

(C) the person requesting the determination has established appropriate specifications for the manufacture 
and control of the new animal drug and has demonstrated an understanding of the requirements of current 
good manufacturing practices;

(D) the new animal drug will not significantly affect the human environment; and

(E) the new animal drug is safe with respect to individuals exposed to the new animal drug through its 
manufacture or use.

If the Secretary denies the request, the Secretary shall thereafter provide due notice and an opportunity for an 
informal conference. A decision of the Secretary to deny an eligibility request following an informal conference 
shall constitute final agency action subject to judicial review.

(d) —

(1) With respect to a new animal drug for which the Secretary has made a determination of eligibility under 
subsection (c), the person who made such a request may ask that the Secretary add the new animal drug to the 
index established under subsection (a). The request for addition to the index shall include —

(A) a copy of the Secretary’s determination of eligibility issued under subsection (c);
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(B) a written report that meets the requirements in subsection (d)(2) of this section;

(C) a proposed index entry;

(D) facsimile labeling;

(E) anticipated annual distribution of the new animal drug;

(F) a written commitment to manufacture the new animal drug and animal feeds bearing or containing such 
new animal drug according to current good manufacturing practices;

(G) a written commitment to label, distribute, and promote the new animal drug only in accordance with 
the index entry;

(H) upon specific request of the Secretary, information submitted to the expert panel described in paragraph 
(3); and

(I) any additional requirements that the Secretary may prescribe by general regulation or specific order.

(2) The report required in paragraph (1) shall —

(A) be authored by a qualified expert panel;

(B) include an evaluation of all available target animal safety and effectiveness information, including 
anecdotal information;

(C) state the expert panel’s opinion regarding whether the benefits of using the new animal drug for the 
proposed use in a minor species outweigh its risks to the target animal, taking into account the harm being 
caused by the absence of an approved or conditionally approved new animal drug for the minor species in 
question;

(D) include information from which labeling can be written; and

(E) include a recommendation regarding whether the new animal drug should be limited to use under the 
professional supervision of a licensed veterinarian.

(3) A qualified expert panel, as used in this section, is a panel that —

(A) is composed of experts qualified by scientific training and experience to evaluate the target animal 
safety and effectiveness of the new animal drug under consideration;

(B) operates external to FDA; and

(C) is not subject to the Federal Advisory Committee Act, 5 U.S.C. App. 2.

The Secretary shall define the criteria for selection of a qualified expert panel and the procedures for the 
operation of the panel by regulation.

(4) Within 180 days after the receipt of a request for listing a new animal drug in the index, the Secretary shall 
grant or deny the request. The Secretary shall grant the request if the request for indexing continues to meet the 
eligibility criteria in subsection (a) and the Secretary finds, on the basis of the report of the qualified expert 
panel and other information available to the Secretary, that the benefits of using the new animal drug for the 
proposed use in a minor species outweigh its risks to the target animal, taking into account the harm caused by 
the absence of an approved or conditionally-approved new animal drug for the minor species in question. If the 
Secretary denies the request, the Secretary shall thereafter provide due notice and the opportunity for an informal 
conference. The decision of the Secretary following an informal conference shall constitute final agency action 
subject to judicial review.

(e) —

(1) The index established under subsection (a) shall include the following information for each listed drug —

(A) the name and address of the person who holds the index listing;

(B) the name of the drug and the intended use and conditions of use for which it is being indexed;

(C) product labeling; and

(D) conditions and any limitations that the Secretary deems necessary regarding use of the drug.

(2) The Secretary shall publish the index, and revise it periodically.

(3) The Secretary may establish by regulation a process for reporting changes in the conditions of manufacturing 
or labeling of indexed products.
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(f) —

(1) If the Secretary finds, after due notice to the person who requested the index listing and an opportunity for 
an informal conference, that —

(A) the expert panel failed to meet the requirements as set forth by the Secretary by regulation;

(B) on the basis of new information before the Secretary, evaluated together with the evidence available to 
the Secretary when the new animal drug was listed in the index, the benefits of using the new animal drug 
for the indexed use do not outweigh its risks to the target animal;

(C) the conditions of subsection (c)(2) of this section are no longer satisfied;

(D) the manufacture of the new animal drug is not in accordance with current good manufacturing practices;

(E) the labeling, distribution, or promotion of the new animal drug is not in accordance with the index entry;

(F) the conditions and limitations of use associated with the index listing have not been followed; or

(G) the request for indexing contains any untrue statement of material fact,

the Secretary shall remove the new animal drug from the index. The decision of the Secretary following an 
informal conference shall constitute final agency action subject to judicial review.

(2) If the Secretary finds that there is a reasonable probability that the use of the drug would present a risk to the 
health of humans or other animals, the Secretary may —

(A) suspend the listing of such drug immediately;

(B) give the person listed in the index prompt notice of the Secretary’s action; and

(C) afford that person the opportunity for an informal conference.

The decision of the Secretary following an informal conference shall constitute final agency action subject to 
judicial review.

(g) For purposes of indexing new animal drugs under this section, to the extent consistent with the public health, the 
Secretary shall promulgate regulations for exempting from the operation of section 512 minor species new animal 
drugs and animal feeds bearing or containing new animal drugs intended solely for investigational use by experts 
qualified by scientific training and experience to investigate the safety and effectiveness of minor species animal 
drugs. Such regulations may, at the discretion of the Secretary, among other conditions relating to the protection of 
the public health, provide for conditioning such exemption upon the establishment and maintenance of such records, 
and the making of such reports to the Secretary, by the manufacturer or the sponsor of the investigation of such article, 
of data (including but not limited to analytical reports by investigators) obtained as a result of such investigational use 
of such article, as the Secretary finds will enable the Secretary to evaluate the safety and effectiveness of such article 
in the event of the filing of a request for an index listing pursuant to this section.

(h) The labeling of a new animal drug that is the subject of an index listing shall state, prominently and conspicuously —

(1) “NOT APPROVED BY FDA. — Legally marketed as an FDA indexed product. Extra-label use is prohibited.”;

(2) except in the case of new animal drugs indexed for use in an early life stage of a food-producing animal, “This 
product is not to be used in animals intended for use as food for humans or other animals.”; and

(3) such other information as may be prescribed by the Secretary in the index listing.

(i) —

(1) In the case of any new animal drug for which an index listing pursuant to subsection (a) is in effect, the person 
who has an index listing shall establish and maintain such records, and make such reports to the Secretary, of 
data relating to experience, and other data or information, received or otherwise obtained by such person with 
respect to such drug, or with respect to animal feeds bearing or containing such drug, as the Secretary may by 
general regulation, or by order with respect to such listing, prescribe on the basis of a finding that such records 
and reports are necessary in order to enable the Secretary to determine, or facilitate a determination, whether 
there is or may be ground for invoking subsection (f). Such regulation or order shall provide, where the Secretary 
deems it to be appropriate, for the examination, upon request, by the persons to whom such regulation or order 
is applicable, of similar information received or otherwise obtained by the Secretary.

(2) Every person required under this subsection to maintain records, and every person in charge or custody 
thereof, shall, upon request of an officer or employee designated by the Secretary, permit such officer or employee 
at all reasonable times to have access to and copy and verify such records.
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(j) —

(1) Safety and effectiveness data and information which has been submitted in support of a request for a new 
animal drug to be indexed under this section and which has not been previously disclosed to the public shall be 
made available to the public, upon request, unless extraordinary circumstances are shown —

(A) if no work is being or will be undertaken to have the drug indexed in accordance with the request,

(B) if the Secretary has determined that such drug cannot be indexed and all legal appeals have been 
exhausted,

(C) if the indexing of such drug is terminated and all legal appeals have been exhausted, or

(D) if the Secretary has determined that such drug is not a new animal drug.

(2) Any request for data and information pursuant to paragraph (1) shall include a verified statement by the 
person making the request that any data or information received under such paragraph shall not be disclosed by 
such person to any other person —

(A) for the purpose of, or as part of a plan, scheme, or device for, obtaining the right to make, use, or market, 
or making, using, or marketing, outside the United States, the drug identified in the request for indexing; and

(B) without obtaining from any person to whom the data and information are disclosed an identical verified 
statement, a copy of which is to be provided by such person to the Secretary, which meets the requirements 
of this paragraph.

(k) In the case of a request under subsection (d) to add a drug to the index under subsection (a) with respect to a drug 
for which the Sectetary provides notice to the person filing the request that the Secretary intends to issue a scientific 
and medical evaluation and recommend controls under the Controlled Substances Act, a determination to grant the 
request to add such drug to the index shall not take effect until the interim final rule controlling the drug is issued in 
accordance with section 201(j) of the Controlled Substances Act.

sec. 573. [360ccc-2] designAted new AnimAl drugs for minor use or minor sPecies.

(a) designAtion. —

(1) The manufacturer or the sponsor of a new animal drug for a minor use or use in a minor species may request 
that the Secretary declare that drug a “designated new animal drug”. A request for designation of a new animal 
drug shall be made before the submission of an application under section 512(b) or section 571 for the new 
animal drug.

(2) The Secretary may declare a new animal drug a “designated new animal drug” if —

(A) it is intended for a minor use or use in a minor species; and

(B) the same drug in the same dosage form for the same intended use is not approved under section 512 or 
571 or designated under this section at the time the request is made.

(3) Regarding the termination of a designation —

(A) the sponsor of a new animal drug shall notify the Secretary of any decision to discontinue active pursuit 
of approval under section 512 or 571 of an application for a designated new animal drug. The Secretary shall 
terminate the designation upon such notification;

(B) the Secretary may also terminate designation if the Secretary independently determines that the sponsor 
is not actively pursuing approval under section 512 or 571 with due diligence;

(C) the sponsor of an approved designated new animal drug shall notify the Secretary of any discontinuance 
of the manufacture of such new animal drug at least one year before discontinuance. The Secretary shall 
terminate the designation upon such notification; and

(D) the designation shall terminate upon the expiration of any applicable exclusivity period under subsection (c).

(4) Notice respecting the designation or termination of designation of a new animal drug shall be made available 
to the public.

(b) grAnts And contrActs for deVeloPment of designAted new AnimAl drugs. —

(1) The Secretary may make grants to and enter into contracts with public and private entities and individuals to 
assist in defraying the costs of qualified safety and effectiveness testing expenses and manufacturing expenses 
incurred in connection with the development of designated new animal drugs.
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(2) For purposes of paragraph (1) of this section —

(A) The term “qualified safety and effectiveness testing” means testing —

(i) which occurs after the date such new animal drug is designated under this section and before the date 
on which an application with respect to such drug is submitted under section 512; and

(ii) which is carried out under an investigational exemption under section 512(j).

(B) The term “manufacturing expenses” means expenses incurred in developing processes and procedures 
associated with manufacture of the designated new animal drug which occur after the new animal drug is 
designated under this section and before the date on which an application with respect to such new animal 
drug is submitted under section 512 or 571.

(c) exclusiVity for designAted new AnimAl drugs. —

(1) Except as provided in subsection (c)(2), if the Secretary approves or conditionally approves an application 
for a designated new animal drug, the Secretary may not approve or conditionally approve another application 
submitted for such new animal drug with the same intended use as the designated new animal drug for another 
applicant before the expiration of seven years from the date of approval or conditional approval of the application.

(2) If an application filed pursuant to section 512 or section 571 is approved for a designated new animal drug, 
the Secretary may, during the 7-year exclusivity period beginning on the date of the application approval or 
conditional approval, approve or conditionally approve another application under section 512 or section 571 for 
such drug for such minor use or minor species for another applicant if —

(A) the Secretary finds, after providing the holder of such an approved application notice and opportunity 
for the submission of views, that in the granted exclusivity period the holder of the approved application 
cannot assure the availability of sufficient quantities of the drug to meet the needs for which the drug was 
designated; or

(B) such holder provides written consent to the Secretary for the approval or conditional approval of other 
applications before the expiration of such exclusivity period.

(3) For purposes of determining the 7-year period of exclusivity under paragraph (1) for a drug for which the 
Secretary intends to issue a scientific and medical evaluation and recommend controls under the Controlled 
Substances Act, the drug shall not be considered approved or conditionally approved until the date that the interim 
final rule controlling the drug is issued in accordance with section 201(j) of the Controlled Substances Act.

suBchAPter g — medicAl gAses

sec. 575. [360ddd] definitions.

In this subchapter:

(1) the term “designated medical gas” means any of the following:

(A) Oxygen that meets the standards set forth in an official compendium.

(B) Nitrogen that meets the standards set forth in an official compendium.

(C) Nitrous oxide that meets the standards set forth in an official compendium.

(D) Carbon dioxide that meets the standards set forth in an official compendium.

(E) Helium that meets the standards set forth in an official compendium.

(F) Carbon monoxide that meets the standards set forth in an official compendium.

(G) Medical air that meets the standards set forth in an official compendium.

(H) Any other medical gas deemed appropriate by the Secretary, after taking into account any investigational 
new drug application or investigational new animal drug application for the same medical gas submitted in 
accordance with regulations applicable to such applications in title 21 of the Code of Federal Regulations, 
unless any period of exclusivity for a new drug under section 505(c)(3)(E)(ii) or section 505(j)(5)(F)(ii), 
or the extension of any such period under section 505A, or any period of exclusivity for a new animal drug 
under section 512(c)(2)(F), applicable to such medical gas has not expired.
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(2) the term “medical gas” means a drug that —

(A) is manufactured or stored In a liquefied, nonliquefied, or cryogenic state; and

(B) is administered as a gas.

sec. 576. [360ddd-1] regulAtion of medicAl gAses.

(a) certificAtion of designAted medicAl gAses. —

(1) suBmission. — Beginning 180 days after the date of enactment of this section, any person who seeks to 
initially introduce or deliver for introduction a designated medical gas into interstate commerce may file with the 
Secretary a request for certification of a medical gas as a designated medical gas. Any such request shall contain 
the following information:

(A) A description of the medical gas.

(B) The name and address of the sponsor.

(C) The name and address of the facility or facilities where the medical gas is or will be manufactured.

(D) Any other information deemed appropriate by the Secretary to determine whether the medical gas is a 
designated medical gas.

(2) grAnt of certificAtion. — The certification requested under paragraph (1) is deemed to be granted unless, 
within 60 days of the filing of such request, the Secretary finds that —

(A) the medical gas subject to the certification is not a designated medical gas;

(B) the request does not contain the information required under paragraph (1) or otherwise lacks sufficient 
information to permit the Secretary to determine that the medical gas is a designated medical gas; or

(C) denying the request is necessary to protect the public health.

(3) effect of certificAtion. —

(A) in generAl. —

(i) APProVed uses. — A designated medical gas for which a certification is granted under paragraph 
(2) is deemed, alone or in combination, as medically appropriate, with another designated medical gas 
or gases for which a certification or certifications have been granted, to have in effect an approved 
application under section 505 or 512, subject to all applicable postapproval requirements, for the 
following indications for use:

(I) In the case of oxygen, the treatment or prevention of hypoxemia or hypoxia.

(II) In the case of nitrogen, use in hypoxic challenge testing.

(III) In the case of nitrous oxide, analgesia.

(IV) In the case of carbon dioxide, use in extracorporeal membrane oxygenation therapy or 
respiratory stimulation.

(V) In the case of helium, the treatment of upper airway obstruction or increased airway resistance.

(VI) In the case of medical air, to reduce the risk of hyperoxia.

(VII) In the case of carbon monoxide, use in lung diffusion testing.

(VIII) Any other indication for use for a designated medical gas or combination of designated 
medical gases deemed appropriate by the Secretary, unless any period of exclusivity for a new 
drug under clause (iii) or (iv) of section 505(c)(3)(E), clause (iii) or (iv) of section 505(j)(5)(F), or 
section 527, or the extension of any such period under section 505A, applicable to such indication 
for use for such gas or combination of gases has not expired.

(ii) lABeling. — the requirements of sections 503(b)(4) and 502(f) are deemed to have been met for a 
designated medical gas if the labeling on the final use container for such medical gas bears —

(I) the information required by section 503(b)(4);

(II) a warning statement concerning the use of the medical gas as determined by the Secretary by 
regulation; and

(III) appropriate directions and warnings concerning storage and handling.
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(B) inAPPlicABility of exclusiVity ProVisions. —

(i) no exclusiVity for A certified medicAl gAs. — No designated medical gas deemed under 
subparagraph (A)(i) to have in effect an approved application is eligible for any period of exclusivity 
for a new drug under section 505(c), 505(j), or 527, or the extension of any such period under section 
505A, on the basis of such deemed approval.

(ii) effect on certificAtion. — No period of exclusivity under section 505(c), 505(j), or section 
527, or the extension of any such period under section 505A, with respect to an application for a drug 
product, shall prohibit, limit, or otherwise affect the submission, grant, or effect of a certification under 
this section, except as provided in subsection (a)(3)(A)(i)(VIII) and section 575(1)(H).

(4) WithdrAwAl, susPension, or reVocAtion of APProVAl. —

(A) WithdrAwAl, susPension of APProVAl. — Nothing in this subchapter limits the Secretary’s authority 
to withdraw or suspend approval of a drug product, including a designated medical gas deemed under this 
section to have in effect an approved application under section 505 or section 512 of this Act.

(B) reVocAtion of certificAtion. — The Secretary may revoke the grant of a certification under 
paragraph (2) if the Secretary determines that the request for certification contains any material omission 
or falsification.

(b) PrescriPtion requirement. —

(1) in generAl. — A designated medical gas shall be subject to the requirements of section 503(b)(1) unless the 
Secretary exercises the authority provided in section 503(b)(3) to remove such medical gas from the requirements 
of section 503(b)(1), the gas is approved for use without a prescription pursuant to an application under section 
505 or 512, or the use in question is authorized pursuant to another provision of this Act relating to use of medical 
products in emergencies.

(2) oxygen. —

(A) no PrescriPtion required for certAin uses. — Notwithstanding paragraph (1), oxygen may be 
provided without a prescription for the following uses:

(i) For use in the event of depressurization or other environmental oxygen deficiency.

(ii) For oxygen deficiency or for use in emergency resuscitation, when administered by properly trained 
personnel.

(B) lABeling. — For oxygen provided pursuant to subparagraph (A), the requirements of section 503(b)(4) 
shall be deemed to have been met if its labeling bears a warning that the oxygen can be used for emergency 
use only and for all other medical applications a prescription is required.

sec. 577. [360ddd-2] inAPPlicABility of drug fees to designAted medicAl gAses.

A designated medical gas, alone or in combination with another designated gas or gases (as medically appropriate) 
deemed under section 576 to have in effect an approved application shall not be assessed fees under section 736(a) or 
740(a) on the basis of such deemed approval.

suBchAPter h — PhArmAceuticAl distriBution suPPly chAin

sec. 581. [360eee] definitions.

In this subchapter:

(1) AffiliAte. — The term “affiliate” means a business entity that has a relationship with a second business 
entity if, directly or indirectly —

(A) one business entity controls, or has the power to control, the other business entity; or

(B) a third party controls, or has the power to control, both of the business entities.

(2) Authorized. — The term “authorized” means —

(A) in the case of a manufacturer or repackager, having a valid registration in accordance with section 510;

(B) in the case of a wholesale distributor, having a valid license under State law or section 583, in accordance 
with section 582(a)(6), and complying with the licensure reporting requirements under section 503(e), as 
amended by the Drug Supply Chain Security Act;
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(C) in the case of a third-party logistics provider, having a valid license under State law or section 584(a)(1), in 
accordance with section 582(a)(7), and complying with the licensure reporting requirements under section 
584(b); and

(D) in the case of a dispenser, having a valid license under State law.

(3) disPenser. — The term “dispenser” —

(A) means a retail pharmacy, hospital pharmacy, a group of chain pharmacies under common ownership 
and control that do not act as a wholesale distributor, or any other person authorized by law to dispense or 
administer prescription drugs, and the affiliated warehouses or distribution centers of such entities under 
common ownership and control that do not act as a wholesale distributor; and

(B) does not include a person who dispenses only products to be used in animals in accordance with section 
512(a)(5).

(4) disPosition. — The term “disposition”, with respect to a product within the possession or control of an 
entity, means the removal of such product from the pharmaceutical distribution supply chain, which may include 
disposal or return of the product for disposal or other appropriate handling and other actions, such as retaining 
a sample of the product for further additional physical examination or laboratory analysis of the product by a 
manufacturer or regulatory or law enforcement agency.

(5) distriBute or distriBution. — The term “distribute” or “distribution” means the sale, purchase, trade, 
delivery, handling, storage, or receipt of a product, and does not include the dispensing of a product pursuant 
to a prescription executed in accordance with section 503(b)(1) or the dispensing of a product approved under 
section 512(b).

(6) exclusiVe distriButor. — The term “exclusive distributor” means the wholesale distributor that directly 
purchased the product from the manufacturer and is the sole distributor of that manufacturer’s product to a 
subsequent repackager, wholesale distributor, or dispenser.

(7) homogeneous cAse. — The term “homogeneous case” means a sealed case containing only product that has 
a single National Drug Code number belonging to a single lot.

(8) illegitimAte Product. — The term “illegitimate product” means a product for which credible evidence 
shows that the product —

(A) is counterfeit, diverted, or stolen;

(B) is intentionally adulterated such that the product would result in serious adverse health consequences or 
death to humans;

(C) is the subject of a fraudulent transaction; or

(D) appears otherwise unfit for distribution such that the product would be reasonably likely to result in 
serious adverse health consequences or death to humans.

(9) licensed. — The term “licensed” means —

(A) in the case of a wholesale distributor, having a valid license in accordance with section 503(e) or section 
582(a)(6), as applicable;

(B) in the case of a third-party logistics provider, having a valid license in accordance with section 584(a) or 
section 582(a)(7), as applicable; and

(C) in the case of a dispenser, having a valid license under State law.

(10) mAnufActurer. — The term “manufacturer” means, with respect to a product —

(A) a person that holds an application approved under section 505 or a license issued under section 351 
of the Public Health Service Act for such product, or if such product is not the subject of an approved 
application or license, the person who manufactured the product;

(B) a co-licensed partner of the person described in subparagraph (A) that obtains the product directly from 
a person described in this subparagraph or subparagraph (A) or (C); or

(C) an affiliate of a person described in subparagraph (A) or (B) that receives the product directly from a 
person described in this subparagraph or subparagraph (A) or (B).
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(11) PAckAge. —

(A) in generAl. — The term “package” means the smallest individual saleable unit of product for 
distribution by a manufacturer or repackager that is intended by the manufacturer for ultimate sale to the 
dispenser of such product.

(B) indiViduAl sAleABle unit. — For purposes of this paragraph, an “individual saleable unit” is the 
smallest container of product introduced into commerce by the manufacturer or repackager that is intended 
by the manufacturer or repackager for individual sale to a dispenser.

(12) PrescriPtion drug. — The term “prescription drug” means a drug for human use subject to section 503(b)(1).

(13) Product. — The term “product” means a prescription drug in a finished dosage form for administration 
to a patient without substantial further manufacturing (such as capsules, tablets, and lyophilized products before 
reconstitution), but for purposes of section 582, does not include blood or blood components intended for 
transfusion, radioactive drugs or radioactive biological products (as defined in section 600.3(ee) of title 21, 
Code of Federal Regulations) that are regulated by the Nuclear Regulatory Commission or by a State pursuant 
to an agreement with such Commission under section 274 of the Atomic Energy Act of 1954 (42 U.S.C. 2021), 
imaging drugs, an intravenous product described in clause (xiv), (xv), or (xvi) of paragraph (24)(B), any medical 
gas (as defined in section 575), homeopathic drugs marketed in accordance with applicable guidance under this 
Act, or a drug compounded in compliance with section 503A or 503B.

(14) Product identifier. — The term “product identifier” means a standardized graphic that includes, in both 
human-readable form and on a machine-readable data carrier that conforms to the standards developed by a 
widely recognized international standards development organization, the standardized numerical identifier, lot 
number, and expiration date of the product.

(15) quArAntine. — The term “quarantine” means the storage or identification of a product, to prevent 
distribution or transfer of the product, in a physically separate area clearly identified for such use or through 
other procedures.

(16) rePAckAger. — The term “repackager” means a person who owns or operates an establishment that repacks 
and relabels a product or package for —

(A) further sale; or

(B) distribution without a further transaction.

(17) return. — The term “return” means providing product to the authorized immediate trading partner from 
which such product was purchased or received, or to a returns processor or reverse logistics provider for handling 
of such product.

(18) returns Processor or reVerse logistics ProVider. — The term “returns processor” or “reverse logistics 
provider” means a person who owns or operates an establishment that dispositions or otherwise processes saleable 
or nonsaleable product received from an authorized trading partner such that the product may be processed for 
credit to the purchaser, manufacturer, or seller or disposed of for no further distribution.

(19) sPecific PAtient need. — The term “specific patient need” refers to the transfer of a product from one 
pharmacy to another to fill a prescription for an identified patient. Such term does not include the transfer of a 
product from one pharmacy to another for the purpose of increasing or replenishing stock in anticipation of a 
potential need.

(20) stAndArdized numericAl identifier. — The term “standardized numerical identifier” means a set of 
numbers or characters used to uniquely identify each package or homogenous case that is composed of the 
National Drug Code that corresponds to the specific product (including the particular package configuration) 
combined with a unique alphanumeric serial number of up to 20 characters.

(21) susPect Product. — The term “suspect product” means a product for which there is reason to believe that 
such product —

(A) is potentially counterfeit, diverted, or stolen;

(B) is potentially intentionally adulterated such that the product would result in serious adverse health 
consequences or death to humans;

(C) is potentially the subject of a fraudulent transaction; or

(D) appears otherwise unfit for distribution such that the product would result in serious adverse health 
consequences or death to humans.
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(22) third-PArty logistics ProVider. — The term “third-party logistics provider” means an entity that 
provides or coordinates warehousing, or other logistics services of a product in interstate commerce on behalf of 
a manufacturer, wholesale distributor, or dispenser of a product, but does not take ownership of the product, nor 
have responsibility to direct the sale or disposition of the product.

(23) trAding PArtner. — The term “trading partner” means —

(A) a manufacturer, repackager, wholesale distributor, or dispenser from whom a manufacturer, repackager, 
wholesale distributor, or dispenser accepts direct ownership of a product or to whom a manufacturer, 
repackager, wholesale distributor, or dispenser transfers direct ownership of a product; or

(B) a third-party logistics provider from whom a manufacturer, repackager, wholesale distributor, or dispenser 
accepts direct possession of a product or to whom a manufacturer, repackager, wholesale distributor, or 
dispenser transfers direct possession of a product.

(24) trAnsAction. —

(A) in generAl. — The term “transaction” means the transfer of product between persons in which a 
change of ownership occurs. 

(B) exemPtions. — The term “transaction” does not include —

(i) intracompany distribution of any product between members of an affiliate or within a manufacturer;

(ii) the distribution of a product among hospitals or other health care entities that are under common 
control;

(iii) the distribution of a product for emergency medical reasons including a public health emergency 
declaration pursuant to section 319 of the Public Health Service Act, except that a drug shortage not 
caused by a public health emergency shall not constitute an emergency medical reason;

(iv) the dispensing of a product pursuant to a prescription executed in accordance with section 503(b) (1);

(v) the distribution of product samples by a manufacturer or a licensed wholesale distributor in 
accordance with section 503(d);

(vi) the distribution of blood or blood components intended for transfusion;

(vii) the distribution of minimal quantities of product by a licensed retail pharmacy to a licensed 
practitioner for office use;

(viii) the sale, purchase, or trade of a drug or an offer to sell, purchase, or trade a drug by a charitable 
organization described in section 501(c)(3) of the Internal Revenue Code of 1986 to a nonprofit affiliate 
of the organization to the extent otherwise permitted by law;

(ix) the distribution of a product pursuant to the sale or merger of a pharmacy or pharmacies or a 
wholesale distributor or wholesale distributors, except that any records required to be maintained for the 
product shall be transferred to the new owner of the pharmacy or pharmacies or wholesale distributor 
or wholesale distributors;

(x) the dispensing of a product approved under section 512(c);

(xi) products transferred to or from any facility that is licensed by the Nuclear Regulatory Commission 
or by a State pursuant to an agreement with such Commission under section 274 of the Atomic Energy 
Act of 1954 (42 U.S.C. 2021);

(xii) a combination product that is not subject to approval under section 505 or licensure under section 
351 of the Public Health Service Act, and that is —

(I) a product comprised of a device and 1 or more other regulated components (such as a drug/
device, biologic/device, or drug/device/biologic) that are physically, chemically, or otherwise 
combined or mixed and produced as a single entity;

(II) 2 or more separate products packaged together in a single package or as a unit and comprised 
of a drug and device or device and biological product; or

(III) 2 or more finished medical devices plus one or more drug or biological products that are 
packaged together in what is referred to as a ‘medical convenience kit’ as described in clause (xiii);
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(xiii) the distribution of a collection of finished medical devices, which may include a product or 
biological product, assembled in kit form strictly for the convenience of the purchaser or user (referred 
to in this clause as a “medical convenience kit”) if —

(I) the medical convenience kit is assembled in an establishment that is registered with the Food 
and Drug Administration as a device manufacturer in accordance with section 510(b)(2);

(II) the medical convenience kit does not contain a controlled substance that appears in a schedule 
contained in the Comprehensive Drug Abuse Prevention and Control Act of 1970;

(III) in the case of a medical convenience kit that includes a product, the person that manufacturers 
the kit —

(aa) purchased such product directly from the pharmaceutical manufacturer or from a wholesale 
distributor that purchased the product directly from the pharmaceutical manufacturer; and

(bb) does not alter the primary container or label of the product as purchased from the 
manufacturer or wholesale distributor; and

(IV) in the case of a medical convenience kit that includes a product, the product is —

(aa) an intravenous solution intended for the replenishment of fluids and electrolytes;

(bb) a product intended to maintain the equilibrium of water and minerals in the body;

(cc) a product intended for irrigation or reconstitution;

(dd) an anesthetic;

(ee) an anticoagulant;

(ff) a vasopressor; or

(gg) a sympathomimetic;

(xiv) the distribution of an intravenous product that, by its formulation, is intended for the replenishment 
of fluids and electrolytes (such as sodium, chloride, and potassium) or calories (such as dextrose and 
amino acids);

(xv) the distribution of an intravenous product used to maintain the equilibrium of water and minerals 
in the body, such as dialysis solutions;

(xvi) the distribution of a product that is intended for irrigation, or sterile water, whether intended for 
such purposes or for injection;

(xvii) the distribution of a medical gas (as defined in section 575); or

(xviii) the distribution or sale of any licensed product under section 351 of the Public Health Service 
Act that meets the definition of a device under section 201(h).

(25) trAnsAction history. — The term “transaction history” means a statement in paper or electronic form, 
including the transaction information for each prior transaction going back to the manufacturer of the product.

(26) trAnsAction informAtion. — The term “transaction information” means —

(A) the proprietary or established name or names of the product;

(B) the strength and dosage form of the product;

(C) the National Drug Code number of the product;

(D) the container size;

(E) the number of containers;

(F) the lot number of the product;

(G) the date of the transaction;

(H) the date of the shipment, if more than 24 hours after the date of the transaction;

(I) the business name and address of the person from whom ownership is being transferred; and

(J) the business name and address of the person to whom ownership is being transferred.

(27) trAnsAction stAtement. — The “transaction statement” is a statement, in paper or electronic form, that the 
entity transferring ownership in a transaction —
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(A) is authorized as required under the Drug Supply Chain Security Act;

(B) received the product from a person that is authorized as required under the Drug Supply Chain Security 
Act;

(C) received transaction information and a transaction statement from the prior owner of the product, as 
required under section 582;

(D) did not knowingly ship a suspect or illegitimate product;

(E) had systems and processes in place to comply with verification requirements under section 582;

(F) did not knowingly provide false transaction information; and

(G) did not knowingly alter the transaction history.

(28) VerificAtion or Verify. — The term “verification” or “verify” means determining whether the product 
identifier affixed to, or imprinted upon, a package or homogeneous case corresponds to the standardized numerical 
identifier or lot number and expiration date assigned to the product by the manufacturer or the repackager, as 
applicable in accordance with section 582.

(29) wholesAle distriButor. — The term “wholesale distributor” means a person (other than a manufacturer, 
a manufacturer’s co-licensed partner, a third-party logistics provider, or repackager) engaged in wholesale 
distribution (as defined in section 503(e)(4), as amended by the Drug Supply Chain Security Act).

sec. 582. [360eee-1] requirements.

(a) in generAl. —

(1) other ActiVities. — Each manufacturer, repackager, wholesale distributor, and dispenser shall comply with 
the requirements set forth in this section with respect to the role of such manufacturer, repackager, wholesale 
distributor, or dispenser in a transaction involving product. If an entity meets the definition of more than one 
of the entities listed in the preceding sentence, such entity shall comply with all applicable requirements in this 
section, but shall not be required to duplicate requirements.

(2) initiAl stAndArds. —

(A) in generAl. — The Secretary shall, in consultation with other appropriate Federal officials, 
manufacturers, repackagers, wholesale distributors, dispensers, and other pharmaceutical distribution supply 
chain stakeholders, issue a draft guidance document that establishes standards for the interoperable exchange 
of transaction information, transaction history, and transaction statements, in paper or electronic format, for 
compliance with this subsection and subsections (b), (c), (d), and (e). In establishing such standards, the 
Secretary shall consider the feasibility of establishing standardized documentation to be used by members of 
the pharmaceutical distribution supply chain to convey the transaction information, transaction history, and 
transaction statement to the subsequent purchaser of a product and to facilitate the exchange of lot level data. 
The standards established under this paragraph shall take into consideration the standards established under 
section 505D and shall comply with a form and format developed by a widely recognized international 
standards development organization.

(B) PuBlic inPut. — Prior to issuing the draft guidance under subparagraph (A), the Secretary shall gather 
comments and information from stakeholders and maintain such comments and information in a public 
docket for at least 60 days prior to issuing such guidance.

(C) PuBlicAtion. — The Secretary shall publish the standards established under subparagraph (A) not later 
than 1 year after the date of enactment of the Drug Supply Chain Security Act.

(3) WAiVers, excePtions, And exemPtions. —

(A) in generAl. — Not later than 2 years after the date of enactment of the Drug Supply Chain Security 
Act, the Secretary shall, by guidance —

(i) establish a process by which an authorized manufacturer, repackager, wholesale distributor, 
or dispenser may request a waiver from any of the requirements set forth in this section, which the 
Secretary may grant if the Secretary determines that such requirements would result in an undue 
economic hardship or for emergency medical reasons, including a public health emergency declaration 
pursuant to section 319 of the Public Health Service Act;

(ii) establish a process by which the Secretary determines exceptions, and a process through which a 
manufacturer or repackager may request such an exception, to the requirements relating to product, 
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identifiers if a product is packaged in a container too small or otherwise unable to accommodate a label 
with sufficient, space to bear the information required for compliance with this section; and

(iii) establish a process by which the Secretary may determine other products or transactions that shall 
be exempt from the requirements of this section.

(B) content. — The guidance issued under subparagraph (A) shall include a process for the biennial review 
and renewal of such waivers, exceptions, and exemptions, as applicable.

(C) Process. — In issuing the guidance under this paragraph, the Secretary shall provide an effective date 
that is not later than 180 days prior to the date on which manufacturers are required to affix or imprint a 
product identifier to each package and homogenous case of product intended to be introduced in a transaction 
into commerce consistent with this section.

(4) self-executing requirements. — Except where otherwise specified, the requirements of this section may 
be enforced without further regulations or guidance from the Secretary.

(5) grAndfAthering Product. —

(A) Product identifier. — Not, later than 2 years after the date of enactment of the Drug Supply Chain 
Security Act, the Secretary shall finalize guidance specifying whether and under what circumstances product 
that is not labeled with a product identifier and that is in the pharmaceutical distribution supply chain at the 
time of the effective date of the requirements of this section shall be exempted from the requirements of this 
section.

(B) trAcing. — For a product that entered the pharmaceutical distribution supply chain prior to January 1, 
2015 —

(i) authorized trading partners shall be exempt from providing transaction information as required under 
subsections (b)(1)(A)(i), (c)(1)(A)(ii), (d)(1)(A)(ii), and (e)(1)(A)(ii);

(ii) transaction history required under this section shall begin with the owner of such product on such 
date; and

(iii) the owners of such product on such date shall be exempt from asserting receipt of transaction 
information and transaction statement from the prior owner as required under this section.

(6) wholesAle distriButor licenses. — Notwithstanding section 581(9)(A), until the effective date of the 
wholesale distributor licensing regulations under section 583, the term “licensed” or “authorized”, as it relates to 
a wholesale distributor with respect to prescription drugs, shall mean a wholesale distributor with a valid license 
under State law.

(7) third-PArty logistics ProVider licenses. — Until the effective date of the third-party logistics provider 
licensing regulations under section 584, a third-party logistics provider shall be considered “licensed” under 
section 581(9)(B) unless the Secretary has made a finding that the third-party logistics provider does not utilize 
good handling and distribution practices and publishes notice thereof.

(8) lABel chAnges. — Changes made to package labels solely to incorporate the product identifier may be 
submitted to the Secretary in the annual report of an establishment, in accordance with section 314.70(d) of 
chapter 21, Code of Federal Regulations (or any successor regulation).

(9) Product identifiers. — With respect to any requirement relating to product identifiers under this subchapter —

(A) unless the Secretary allows, through guidance, the use of other technologies for data instead of or in 
addition to the technologies described in clauses (i) and (ii), the applicable data —

(i) shall be included in a 2-dimensional data matrix barcode when affixed to, or imprinted upon, a 
package; and

(ii) shall be included in a linear or 2-dimensional data matrix barcode when affixed to, or imprinted 
upon, a homogeneous case; and

(B) verification of the product identifier may occur by using human-readable or machine-readable methods.

(b) mAnufActurer requirements. —

(1) Product trAcing. —

(A) in generAl. — Beginning not later than January 1, 2015, a manufacturer shall —
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(i) prior to, or at the time of, each transaction in which such manufacturer transfers ownership of 
a product, provide the subsequent owner with transaction history, transaction information, and a 
transaction statement, in a single document in an paper or electronic format; and

(ii) capture the transaction information (including lot level information), transaction history, and 
transaction statement for each transaction and maintain such information, history, and statement for not 
less than 6 years after the date of the transaction.

(B) requests for informAtion. — Upon a request, by the Secretary or other appropriate Federal or State 
official, in the event of a recall or for the purpose of investigating a suspect product or an illegitimate 
product, a manufacturer shall, not later than 1 business day, and not, to exceed 48 hours, after receiving the 
request, or in other such reasonable time as determined by the Secretary, based on the circumstances of the 
request, provide the applicable transaction information, transaction history, and transaction statement for 
the product.

(C) electronic formAt. —

(i) in generAl. — Beginning not later than 4 years after the date of enactment of the Drug Supply 
Chain Security Act, except as provided under clause (ii), a manufacturer shall provide the transaction 
information, transaction history, and transaction statement required under subparagraph (A)(i) in 
electronic format.

(ii) excePtion. — A manufacturer may continue to provide the transaction information, transaction 
history, and transaction statement required under subparagraph (A)(i) in a paper format to a licensed 
health care practitioner authorized to prescribe medication under State law or other licensed individual 
under the supervision or direction of such a practitioner who dispenses product in the usual course of 
professional practice.

(2) Product identifier. —

(A) in generAl. — Beginning not later than 4 years after the date of enactment of the Drug Supply Chain 
Security Act, a manufacturer shall affix or imprint a product identifier to each package and homogenous case 
of a product, intended to be introduced in a transaction into commerce. Such manufacturer shall maintain 
the product identifier information for such product for not less than 6 years after the date of the transaction.

(B) excePtion. — A package that is required to have a standardized numerical identifier is not required to 
have a unique device identifier.

(3) Authorized trAding PArtners. — Beginning not later than January 1, 2015, the trading partners of a 
manufacturer may be only authorized trading partners.

(4) VerificAtion. — Beginning not later than January 1, 2015, a manufacturer shall have systems in place to 
enable the manufacturer to comply with the following requirements:

(A) susPect Product. —

(i) in generAl. — Upon making a determination that a product in the possession or control of the 
manufacturer is a suspect product, or upon receiving a request for verification from the Secretary that 
has made a determination that a product within the possession or control of a manufacturer is a suspect 
product, a manufacturer shall —

(I) quarantine such product within the possession or control of the manufacturer from product 
intended for distribution until such product is cleared or dispositioned; and

(II) promptly conduct an investigation in coordination with trading partners, as applicable, 
to determine whether the product is an illegitimate product, which shall include validating any 
applicable transaction history and transaction information in the possession of the manufacturer 
and otherwise investigating to determine whether the product is an illegitimate product, and, 
beginning 4 years after the date of enactment of the Drug Supply Chain Security Act, verifying the 
product at the package level, including the standardized numerical identifier.

(ii) cleAred Product. — If the manufacturer makes the determination that a suspect product is not 
an illegitimate product, the manufacturer shall promptly notify the Secretary, if applicable, of such 
determination and such product may be further distributed.

(iii) records. — A manufacturer shall keep records of the investigation of a suspect product for not less 
than 6 years after the conclusion of the investigation. 
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(B) illegitimAte Product. —

(i) in generAl. — Upon determining that a product in the possession or control of a manufacturer is 
an illegitimate product, the manufacturer shall, in a manner consistent with the systems and processes 
of such manufacturer —

(I) quarantine such product within the possession or control of the manufacturer from product 
intended for distribution until such product is dispositioned;

(II) disposition the illegitimate product within the possession or control of the manufacturer;

(III) take reasonable and appropriate steps to assist, a trading partner to disposition an illegitimate 
product not in the possession or control of the manufacturer; and

(IV) retain a sample of the product for further physical examination or laboratory analysis of the 
product by the manufacturer or Secretary (or other appropriate Federal or State official) upon request 
by the Secretary (or other appropriate Federal or State official), as necessary and appropriate.

(ii) mAking A notificAtion.

(I) illegitimAte Product. — Upon determining that a product in the possession or control of 
the manufacturer is an illegitimate product, the manufacturer shall notify the Secretary and all 
immediate trading partners that the manufacturer has reason to believe may have received such 
illegitimate product of such determination not later than 24 hours after making such determination.

(II) high risk of illegitimAcy. — Amanufacturer shall notify the Secretary and immediate trading 
partners that the manufacturer has reason to believe may have in the trading partner’s possession a 
product manufactured by, or purported to be a product manufactured by, the manufacturer not later 
than 24 hours after determining or being notified by the Secretary or a trading partner that there 
is a high risk that such product is an illegitimate product. For purposes of this subclause, a ‘high 
risk’ may include a specific high risk that could increase the likelihood that illegitimate product 
will enter the pharmaceutical distribution supply chain and other high risks as determined by the 
Secretary in guidance pursuant to subsection (h).

(iii) resPonding to A notificAtion. — Upon the receipt of a notification from the Secretary or a trading 
partner that a determination has been made that a product is an illegitimate product, a manufacturer 
shall identify all illegitimate product subject to such notification that is in the possession or control of 
the manufacturer, including any product that is subsequently received, and shall perform the activities 
described in subparagraph (A).

(iv) terminAting A notificAtion. — Upon making a determination, in consultation with the Secretary, 
that a notification is no longer necessary, a manufacturer shall promptly notify immediate trading 
partners that the manufacturer notified pursuant to clause (ii) that such notification has been terminated.

(v) records. — A manufacturer shall keep records of the disposition of an illegitimate product for not 
less than 6 years after the conclusion of the disposition.

(C) requests for VerificAtion. — Beginning 4 years after the date of enactment of the Drug 
Supply Chain Security Act, upon receiving a request for verification from an authorized repackager, 
wholesale distributor, or dispenser that is in possession or control of a product such person believes 
to be manufactured by such manufacturer, a manufacturer shall, not later than 24 hours after receiving 
the request for verification or in other such reasonable time as determined by the Secretary, based on 
the circumstances of the request, notify the person making the request whether the product identifier, 
including the standardized numerical identifier, that is the subject of the request corresponds to the 
product identifier affixed or imprinted by the manufacturer. If a manufacturer responding to a request 
for verification identifies a product identifier that does not correspond to that affixed or imprinted by the 
manufacturer, the manufacturer shall treat such product as suspect product and conduct an investigation 
as described in subparagraph (A). If the manufacturer has reason to believe the product is an illegitimate 
product, the manufacturer shall advise the person making the request of such belief at the time such 
manufacturer responds to the request for verification.

(D) electronic dAtABAse. — A manufacturer may satisfy the requirements of this paragraph by developing 
a secure electronic database or utilizing a secure electronic database developed or operated by another entity. 
The owner of such database shall establish the requirements and processes to respond to requests and may 
provide for data access to other members of the pharmaceutical distribution supply chain, as appropriate. 
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The development and operation of such a database shall not relieve a manufacturer of the requirement under 
this paragraph to respond to a request for verification submitted by means other than a secure electronic 
database.

(E) sAleABle returned Product. — Beginning 4 years after the date of enactment of the Drug Supply Chain 
Security Act (except as provided pursuant to subsection (a)(5)), upon receipt of a returned product that, the 
manufacturer intends to further distribute, before further distributing such product, the manufacturer shall 
verify the product identifier, including the standardized numerical identifier, for each sealed homogeneous 
case of such product or, if such product is not, in a sealed homogeneous case, verify the product identifier, 
including the standardized numerical identifier, on each package.

(F) nonsAleABle returned Product. — A manufacturer may return a nonsaleable product to the 
manufacturer or repackager, to the wholesale distributor from whom such product was purchased, or to a 
person acting on behalf of such a person, including a returns processor, without providing the information 
described in paragraph (l)(A)(i).

(c) wholesAle distriButor requirements. —

(1) Product trAcing. —

(A) in generAl. — Beginning not later than January 1, 2015, the following requirements shall apply to 
wholesale distributors:

(i) A wholesale distributor shall not accept ownership of a product unless the previous owner prior to, or 
at the time of, the transaction provides the transaction history, transaction information, and a transaction 
statement for the product, as applicable under this subparagraph.
(ii)

(I)

(aa) If the wholesale distributor purchased a product directly from the manufacturer, the 
exclusive distributor of the manufacturer, or a repackager that purchased directly from 
the manufacturer, then prior to, or at the time of, each transaction in which the wholesale 
distributor transfers ownership of a product, the wholesale distributor shall provide to the 
subsequent purchaser —

(AA) a transaction statement, which shall state that such wholesale distributor, or a 
member of the affiliate of such wholesale distributor, purchased the product directly from 
the manufacturer, exclusive distributor of the manufacturer, or repackager that purchased 
the product directly from the manufacturer; and

(BB) subject to subclause (II), the transaction history and transaction information.

(bb) The wholesale distributor shall provide the transaction history, transaction information, 
and transaction statement under item (aa) —

(AA) if provided to a dispenser, on a single document in a paper or electronic format; and

(BB) if provided to a wholesale distributor, through any combination of self-generated 
paper, electronic data, or manufacturer-provided information on the product package.

(II) For purposes of transactions described in subclause (I), transaction history and transaction 
information shall not be required to include the lot number of the product, the initial transaction 
date, or the initial shipment date from the manufacturer (as defined in subparagraphs (F), (G), and 
(H) of section 581(26)).

(iii) If the wholesale distributor did not purchase a product directly from the manufacturer, the exclusive 
distributor of the manufacturer, or a repackager that purchased directly from the manufacturer, as 
described in clause (ii), then prior to, or at the time of, each transaction or subsequent transaction, the 
wholesale distributor shall provide to the subsequent purchaser a transaction statement, transaction 
history, and transaction information, in a paper or electronic format that complies with the guidance 
document issued under subsection (a)(2).

(iv) For the purposes of clause (iii), the transaction history supplied shall begin only with the wholesale 
distributor described in clause (ii)(I), but the wholesale distributor described in clause (iii) shall inform 
the subsequent purchaser that such wholesale distributor received a direct purchase statement from a 
wholesale distributor described in clause (ii)(I).
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(v) A wholesale distributor shall —

(I) capture the transaction information (including lot level information) consistent with the 
requirements of this section, transaction history, and transaction statement for each transaction 
described in clauses (i), (ii), and (iii) and maintain such information, history, and statement for not 
less than 6 years after the date of the transaction; and

(II) maintain the confidentiality of the transaction information (including any lot level information 
consistent with the requirements of this section), transaction history, and transaction statement 
for a product in a manner that prohibits disclosure to any person other than the Secretary or other 
appropriate Federal or State official, except to comply with clauses (ii) and (iii), and, as applicable, 
pursuant to an agreement under subparagraph (D).

(B) returns. —

(i) sAleABle returns. — Notwithstanding subparagraph (A)(i), the following shall apply:

(I) requirements. — Until the date that is 6 years after the date of enactment of the Drug Supply 
Chain Security Act (except as provided pursuant to subsection (a)(5)), a wholesale distributor may 
accept returned product from a dispenser or repackager pursuant to the terms and conditions of 
any agreement between the parties, and, notwithstanding subparagraph (A)(ii), may distribute 
such returned product without providing the transaction history. For transactions subsequent to 
the return, the transaction history of such product shall begin with the wholesale distributor that 
accepted the returned product, consistent with the requirements of this subsection.

(II) enhAnced requirements. — Beginning 6 years after the date of enactment of the Drug Supply 
Chain Security Act (except, as provided pursuant, to subsection (a)(5)), a wholesale distributor 
may accept returned product from a dispenser or repackager only if the wholesale distributor can 
associate returned product with the transaction information and transaction statement associated 
with that product. For all transactions after such date, the transaction history, as applicable, of 
such product shall begin with the wholesale distributor that accepted and verified the returned 
product. For purposes of this subparagraph, the transaction information and transaction history, as 
applicable, need not include transaction dates if it is not reasonably practicable to obtain such dates.

(ii) nonsAleABle returns. — A wholesale distributor may return a non-saleable product to the 
manufacturer or repackager, to the wholesale distributor from whom such product, was purchased, 
or to a person acting on behalf of such a person, including a returns processor, without providing the 
information required under sub-paragraph (A)(i).

(C) requests for informAtion. — Upon a request by the Secretary or other appropriate Federal or State 
official, in the event, of a recall or for the purpose of investigating a suspect product or an illegitimate product, 
a wholesale distributor shall, not later than 1 business day, and not to exceed 48 hours, after receiving the 
request, or in other such reasonable time as determined by the Secretary, based on the circumstances of the 
request provide the applicable transaction information, transaction history, and transaction statement for the 
product.

(D) trAding PArtner Agreements. — Beginning 6 years after the date of enactment of the Drug Supply 
Chain Security Act, a wholesale distributor may disclose the transaction information, including lot level 
information, transaction history, or transaction statement of a product to the subsequent purchaser of the 
product, pursuant to a written agreement between such wholesale distributor and such subsequent purchaser. 
Nothing in this subparagraph shall be construed to limit the applicability of subparagraphs (A) through (C).

(2) Product identifier. — Beginning 6 years after the date of enactment of the Drug Supply Chain Security 
Act, a wholesale distributor may engage in transactions involving a product only if such product is encoded with 
a product identifier (except as provided pursuant to subsection (a)(5)).

(3) Authorized trAding PArtners. — Beginning not later than January 1, 2015, the trading partners of a 
wholesale distributor may be only authorized trading partners.

(4) VerificAtion. — Beginning not later than January 1, 2015, a wholesale distributor shall have systems in 
place to enable the wholesale distributor to comply with the following requirements:

(A) susPect Product. —

(i) in generAl. — Upon making a determination that a product in the possession or control of a 
wholesale distributor is a suspect product, or upon receiving a request for verification from the Secretary 
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that has made a determination that a product within the possession or control of a wholesale distributor 
is a suspect product, a wholesale distributor shall —

(I) quarantine such product within the possession or control of the wholesale distributor from 
product intended for distribution until such product is cleared or dispositioned; and

(II) promptly conduct an investigation in coordination with trading partners, as applicable, 
to determine whether the product is an illegitimate product, which shall include validating any 
applicable transaction history and transaction information in the possession of the wholesale 
distributor and otherwise investigating to determine whether the product is an illegitimate product, 
and, beginning 6 years after the date of enactment of the Drug Supply Chain Security Act (except 
as provided pursuant to subsection (a)(5)), verifying the product at the package level, including the 
standardized numerical identifier.

(ii) cleAred Product. — If the wholesale distributor determines that a suspect product is not an 
illegitimate product, the wholesale distributor shall promptly notify the Secretary, if applicable, of such 
determination and such product may be further distributed.

(iii) records. — A wholesale distributor shall keep records of the investigation of a suspect product for 
not less than 6 years after the conclusion of the investigation.

(B) illegitimAte Product. —

(i) in generAl. — Upon determining, in coordination with the manufacturer, that a product in the 
possession or control of a wholesale distributor is an illegitimate product, the wholesale distributor 
shall, in a manner that is consistent with the systems and processes of such wholesale distributor —

(I) quarantine such product within the possession or control of the wholesale distributor from 
product intended for distribution until such product is dispositioned;

(II) disposition the illegitimate product within the possession or control of the wholesale distributor;

(III) take reasonable and appropriate steps to assist a trading partner to disposition an illegitimate 
product not in the possession or control of the wholesale distributor; and

(IV) retain a sample of the product for further physical examination or laboratory analysis of 
the product by the manufacturer or Secretary (or other appropriate Federal or State official) 
upon request by the manufacturer or Secretary (or other appropriate Federal or State official), as 
necessary and appropriate.

(ii) mAking A notificAtion. — Upon determining that a product in the possession or control of the 
wholesale distributor is an illegitimate product, the wholesale distributor shall notify the Secretary and 
all immediate trading partners that the wholesale distributor has reason to believe may have received 
such illegitimate product of such determination not later than 24 hours after making such determination.

(iii) resPonding to A notificAtion. — Upon the receipt of a notification from the Secretary or a 
trading partner that a determination has been made that a product is an illegitimate product, a wholesale 
distributor shall identify all illegitimate product subject to such notification that is in the possession 
or control of the wholesale distributor, including any product that is subsequently received, and shall 
perform the activities described in subparagraph (A).

(iv) terminAting A notificAtion. — Upon making a determination, in consultation with the Secretary, 
that a notification is no longer necessary, a wholesale distributor shall promptly notify immediate 
trading partners that the wholesale distributor notified pursuant to clause (ii) that such notification has 
been terminated.

(v) records. — A wholesale distributor shall keep records of the disposition of an illegitimate product 
for not less than 6 years after the conclusion of the disposition.

(C) electronic dAtABAse. — A wholesale distributor may satisfy the requirements of this paragraph by 
developing a secure electronic database or utilizing a secure electronic database developed or operated by 
another entity. The owner of such database shall establish the requirements and processes to respond to 
requests and may provide for data access to other members of the pharmaceutical distribution supply chain, 
as appropriate. The development and operation of such a database shall not relieve a wholesale distributor 
of the requirement under this paragraph to respond to a verification request submitted by means other than 
a secure electronic database.

05_FDCA_05_Part02.indd   347 29/01/18   11:49 AM



§ 582 [360eee-1] Federal Food, Drug, and Cosmetic Act

348 FOOD AND DRUG LAW INSTITUTE

(D) VerificAtion of sAleABle returned Product. — Beginning 6 years after the date of enactment of the 
Drug Supply Chain Security Act, upon receipt of a returned product that the wholesale distributor intends 
to further distribute, before further distributing such product, the wholesale distributor shall verify the 
product identifier, including the standardized numerical identifier, for each sealed homogeneous case of 
such product or, if such product is not in a sealed homogeneous case, verify the product identifier, including 
the standardized numerical identifier, on each package.

(d) disPenser requirements. —

(1) Product trAcing. —

(A) in generAl. — Beginning July 1, 2015, a dispenser —

(i) shall not accept ownership of a product, unless the previous owner prior to, or at the time of, the 
transaction, provides transaction history, transaction information, and a transaction statement;

(ii) prior to, or at the time of, each transaction in which the dispenser transfers ownership of a product 
(but not including dispensing to a patient, or returns) shall provide the subsequent owner with 
transaction history, transaction information, and a transaction statement for the product, except that 
the requirements of this clause shall not apply to sales by a dispenser to another dispenser to fulfill a 
specific patient need; and

(iii) shall capture transaction information (including lot level information, if provided), transaction 
history, and transaction statements, as necessary to investigate a suspect, product, and maintain such 
information, history, and statements for not less than 6 years after the transaction.

(B) Agreements with third PArties. — A dispenser may enter into a written agreement with a third 
party, including an authorized wholesale distributor, under which the third party confidentially maintains 
the transaction information, transaction history, and transaction statements required to be maintained under 
this subsection on behalf of the dispenser. If a dispenser enters into such an agreement, the dispenser shall 
maintain a copy of the written agreement and shall not be relieved of the obligations of the dispenser under 
this subsection.

(C) returns. —

(i) sAleABle returns. — A dispenser may return product to the trading partner from which the 
dispenser obtained the product without providing the information required under subparagraph (A).

(ii) nonsAleABle returns. — A dispenser may return a nonsaleable product to the manufacturer or 
repackager, to the wholesale distributor from whom such product was purchased, to a returns processor, 
or to a person acting on behalf of such a person without providing the information required under 
subparagraph (A).

(D) requests for informAtion. — Upon a request by the Secretary or other appropriate Federal or State 
official, in the event of a recall or for the purpose of investigating a suspect or an illegitimate product, a 
dispenser shall, not later than 2 business days after receiving the request or in another such reasonable time 
as determined by the Secretary, based on the circumstances of the request, provide the applicable transaction 
information, transaction statement, and transaction history which the dispenser received from the previous 
owner, which shall not include the lot number of the product, the initial transaction date, or the initial 
shipment date from the manufacturer unless such information was included in the transaction information, 
transaction statement, and transaction history provided by the manufacturer or wholesale distributor to the 
dispenser. The dispenser may respond to the request by providing the applicable information in either paper 
or electronic format. Until the date that is 4 years after the date of enactment of the Drug Supply Chain 
Security Act, the Secretary or other appropriate Federal or State official shall grant a dispenser additional 
time, as necessary, only with respect to a request to provide lot level information described in subparagraph 
(F) of section 581(26) that was provided to the dispenser in paper format, limit the request time period to 
the 6 months preceding the request or other relevant date, and, in the event of a recall, the Secretary, or other 
appropriate Federal or State official may request information only if such recall involves a serious adverse 
health consequence or death to humans. 

(2) Product identifier. — Beginning not later than 7 years after the date of enactment of the Drug Supply 
Chain Security Act, a dispenser may engage in transactions involving a product only if such product is encoded 
with a product identifier (except as provided pursuant, to subsection (a)(5)).
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(3) Authorized trAding PArtners. — Beginning not later than January 1, 2015, the trading partners of a 
dispenser may be only authorized trading partners.

(4) VerificAtion. — Beginning not later than January 1, 2015, a dispenser shall have systems in place to enable 
the dispenser to comply with the following requirements:

(A) susPect Product. —

(i) in generAl. — Upon making a determination that a product in the possession or control of the 
dispenser is a suspect product, or upon receiving a request for verification from the Secretary that has 
made a determination that a product within the possession or control of a dispenser is a suspect product, 
a dispenser shall —

(I) quarantine such product within the possession or control of the dispenser from product intended 
for distribution until such product is cleared or dispositioned; and

(II) promptly conduct an investigation in coordination with trading partners, as applicable, to 
determine whether the product is an illegitimate product.

(ii) inVestigAtion. — An investigation conducted under clause (i)(II) shall include —

(I) beginning 7 years after the date of enactment of the Drug Supply Chain Security Act, verifying 
whether the lot number of a suspect product corresponds with the lot number for such product;

(II) beginning 7 years after the date of enactment of such Act, verifying that the product identifier, 
including the standardized numerical identifier, of at least 3 packages or 10 percent of such suspect 
product, whichever is greater, or all packages, if there are fewer than 3, corresponds with the 
product identifier for such product;

(III) validating any applicable transaction history and transaction information in the possession of 
the dispenser; and

(IV) otherwise investigating to determine whether the product is an illegitimate product.

(iii) cleAred Product. — If the dispenser makes the determination that a suspect product is not an 
illegitimate product, the dispenser shall promptly notify the Secretary, if applicable, of such determination 
and such product may be further distributed or dispensed.

(iv) records. — A dispenser shall keep records of the investigation of a suspect product for not less than 6 
years after the conclusion of the investigation.

(B) illegitimAte Product. —

(i) in generAl. — Upon determining, in coordination with the manufacturer, that a product in the 
possession or control of a dispenser is an illegitimate product, the dispenser shall —

(I) disposition the illegitimate product within the possession or control of the dispenser;

(II) take reasonable and appropriate steps to assist a trading partner to disposition an illegitimate 
product not in the possession or control of the dispenser; and

(III) retain a sample of the product for further physical examination or laboratory analysis of the 
product by the manufacturer or Secretary (or other appropriate Federal or State official) upon request 
by the manufacturer or Secretary (or other appropriate Federal or State official), as necessary and 
appropriate.

(ii) mAking A notificAtion. — Upon determining that a product, in the possession or control of the 
dispenser is an illegitimate product, the dispenser shall notify the Secretary and all immediate trading 
partners that the dispenser has reason to believe may have received such illegitimate product of such 
determination not later than 24 hours after making such determination.

(iii) resPonding to A notificAtion. — Upon the receipt of a notification from the Secretary or a 
trading partner that a determination has been made that a product is an illegitimate product, a dispenser 
shall identify all illegitimate product subject to such notification that is in the possession or control 
of the dispenser, including any product that is subsequently received, and shall perform the activities 
described in subparagraph (A).

(iv) terminAting A notificAtion. — Upon making a determination, in consultation with the Secretary, 
that a notification is no longer necessary, a dispenser shall promptly notify immediate trading partners 
that the dispenser notified pursuant to clause (ii) that such notification has been terminated.
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(v) records. — A dispenser shall keep records of the disposition of an illegitimate product for not less 
than 6 years after the conclusion of the disposition.

(C) electronic dAtABAse. — A dispenser may satisfy the requirements of this paragraph by developing a 
secure electronic database or utilizing a secure electronic database developed or operated by another entity.

(5) excePtion. — Notwithstanding any other provision of law, the requirements under paragraphs (1) and (4) 
shall not apply to licensed health care practitioners authorized to prescribe or administer medication under 
State law or other licensed individuals under the supervision or direction of such practitioners who dispense or 
administer product in the usual course of professional practice.

(e) rePAckAger requirements. —

(1) Product trAcing. —

(A) in generAl. — Beginning not later than January 1, 2015, a repackager described in section 581(16)(A) 
shall —

(i) not accept ownership of a product unless the previous owner, prior to, or at the time of, the transaction, 
provides transaction history, transaction information, and a transaction statement for the product;

(ii) prior to, or at the time of, each transaction in which the repackager transfers ownership of a product, 
provide the subsequent, owner with transaction history, transaction information, and a transaction 
statement, for the product; and

(iii) capture the transaction information (including lot level information), transaction history, and 
transaction statement for each transaction described in clauses (i) and (ii) and maintain such information, 
history, and statement, for not less than 6 years after the transaction.

(B) returns. —

(i) nonsAleABle Product. — A re-packager described in section 581(16)(A) may return a nonsaleable 
product to the manufacturer or repackager, or to the wholesale distributor from whom such product 
was purchased, or to a person acting on behalf of such a person, including a returns processor, without 
providing the information required under subparagraph (A)(ii).

(ii) sAleABle or nonsAleABle Product. — A repackager described in section 581(16)(B) may return 
a saleable or nonsaleable product to the manufacturer, repackager, or to the wholesale distributor from 
whom such product, was received without, providing the information required under subparagraph (A)(ii) 
on behalf of the hospital or other health care entity that took ownership of such product pursuant to the 
terms and conditions of any agreement between such repackager and the entity that owns the product.

(C) requests for informAtion. — Upon a request by the Secretary or other appropriate Federal or State 
official, in the event of a recall or for the purpose of investigating a suspect product or an illegitimate 
product, a repackager described in section 581(16)(A) shall, not later than 1 business day, and not to exceed 
48 hours, after receiving the request or in other such reasonable time as determined by the Secretary, provide 
the applicable transaction information, transaction history, and transaction statement for the product.

(2) Product identifier. —

(A) in generAl. — Beginning not later than 5 years after the date of enactment of the Drug Supply Chain 
Security Act, a repackager described in section 581(16)(A) —

(i) shall affix or imprint a product identifier to each package and homogenous ease of product intended 
to be introduced in a transaction in commerce;

(ii) shall maintain the product identifier information for such product for not less than 6 years after the 
date of the transaction;

(iii) may engage in transactions involving a product only if such product is encoded with a product 
identifier (except as provided pursuant to subsection (a)(5)); and

(iv) shall maintain records for not less than 6 years to allow the repackager to associate the product 
identifier the repackager affixes or imprints with the product identifier assigned by the original 
manufacturer of the product.

(B) excePtion. — A package that is required to have a standardized numerical identifier is not required to 
have a unique device identifier.
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(3) Authorized trAding PArtners. — Beginning January 1, 2015, the trading partners of a repackager described 
in section 581(16) may be only authorized trading partners.

(4) VerificAtion. — Beginning not later than January 1, 2015, a repackager described in section 581(16)(A) shall 
have systems in place to enable the repackager to comply with the following requirements:

(A) susPect product. —

(i) in generAl. — Upon making a determination that a product in the possession or control of the 
repackager is a suspect product, or upon receiving a request for verification from the Secretary that 
has made a determination that a product within the possession or control of a repackager is a suspect 
product, a repackager shall —

(I) quarantine such product within the possession or control of the repackager from product 
intended for distribution until such product is cleared or dispositioned; and

(II) promptly conduct an investigation in coordination with trading partners, as applicable, 
to determine whether the product is an illegitimate product, which shall include validating any 
applicable transaction history and transaction information in the possession of the repackager and 
otherwise investigating to determine whether the product is an illegitimate product, and, beginning 
5 years after the date of enactment of the Drug Supply Chain Security Act, (except as provided 
pursuant to subsection (a)(5)), verifying the product at the package level, including the standardized 
numerical identifier.

(ii) cleAred Product. — If the repackager makes the determination that a suspect product is not 
an illegitimate product, the repackager shall promptly notify the Secretary, if applicable, of such 
determination and such product may be further distributed.

(iii) records. — A repackager shall keep records of the investigation of a suspect product for not less 
than 6 years after the conclusion of the investigation.

(B) illegitimAte Product. —

(i) in generAl. — Upon determining, in coordination with the manufacturer, that a product in the 
possession or control of a repackager is an illegitimate product, the repackager shall, in a manner that 
is consistent with the systems and processes of such repackager —

(I) quarantine such product within the possession or control of the repackager from product 
intended for distribution until such product is dispositioned;

(II) disposition the illegitimate product within the possession or control of the repackager;

(III) take reasonable and appropriate steps to assist a trading partner to disposition an illegitimate 
product not in the possession or control of the repackager; and

(IV) retain a sample of the product for further physical examination or laboratory analysis of 
the product by the manufacturer or Secretary (or other appropriate Federal or State official) 
upon request by the manufacturer or Secretary (or other appropriate Federal or State official), as 
necessary and appropriate.

(ii) mAking A notificAtion. — Upon determining that a product in the possession or control of the 
repackager is an illegitimate product, the repackager shall notify the Secretary and all immediate trading 
partners that the repackager has reason to believe may have received the illegitimate product of such 
determination not later than 24 hours after making such determination.

(iii) resPonding to A notificAtion. — Upon the receipt of a notification from the Secretary or a 
trading partner, a repackager shall identify all illegitimate product subject to such notification that is 
in the possession or control of the repackager, including any product that is subsequently received, and 
shall perform the activities described in subparagraph (A).

(iv) terminAting A notificAtion. — Upon making a determination, in consultation with the Secretary, 
that a notification is no longer necessary, a repackager shall promptly notify immediate trading partners 
that the repackager notified pursuant to clause (ii) that such notification has been terminated.

(v) records. — A repackager shall keep records of the disposition of an illegitimate product for not 
less than 6 years after the conclusion of the disposition.
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(C) requests for VerificAtion. — Beginning 5 years after the date of enactment of the Drug Supply 
Chain Security Act, upon receiving a request for verification from an authorized manufacturer, wholesale 
distributor, or dispenser that is in possession or control of a product they believe to be repackaged by such 
repackager, a repackager shall, not, later than 24 hours after receiving the verification request or in other 
such reasonable time as determined by the Secretary, based on the circumstances of the request, notify the 
person making the request whether the product identifier, including the standardized numerical identifier, 
that is the subject of the request corresponds to the product identifier affixed or imprinted by the repackager. 
If a repackager responding to a verification request identifies a product identifier that does not correspond 
to that affixed or imprinted by the repackager, the repackager shall treat such product as suspect product 
and conduct an investigation as described in subparagraph (A). If the repackager has reason to believe the 
product is an illegitimate product, the repackager shall advise the person making the request of such belief 
at the time such repackager responds to the verification request.

(D) electronic dAtABAse. — A repackager may satisfy the requirements of paragraph (4) by developing a 
secure electronic database or utilizing a secure electronic database developed or operated by another entity. 
The owner of such database shall establish the requirements and processes to respond to requests and may 
provide for data access to other members of the pharmaceutical distribution supply chain, as appropriate. 
The development and operation of such a database shall not relieve a repackager of the requirement under 
subparagraph (C) to respond to a verification request submitted by means other than a secure electronic 
database.

(E) VerificAtion of sAleABle returned Product. — Beginning 5 years after the date of enactment of the 
Drug Supply Chain Security Act, upon receipt of a returned product that the repackager intends to further 
distribute, before further distributing such product, the repackager shall verify the product identifier for 
each sealed homogeneous case of such product or, if such product is not in a sealed homogeneous case, 
verify the product identifier on each package.

(f) droP shiPments. —

(1) in generAl. — A wholesale distributor that does not physically handle or store product shall be exempt from 
the provisions of this section, except the notification requirements under clauses (ii), (iii), and (iv) of subsection 
(c)(4)(B), provided that the manufacturer, repackager, or other wholesale distributor that distributes the product to 
the dispenser by means of a drop shipment for such wholesale distributor includes on the transaction information 
and transaction history to the dispenser the contact information of such wholesale distributor and provides the 
transaction information, transaction history, and transaction statement directly to the dispenser.

(2) clArificAtion. — For purposes of this subsection, providing administrative services, including processing of 
orders and payments, shall not by itself, be construed as being involved in the handling, distribution, or storage 
of a product.

(g) enhAnced drug distriBution security. —

(1) in generAl. — On the date that is 10 years after the date of enactment of the Drug Supply Chain Security 
Act, the following interoperable, electronic tracing of product at the package level requirements shall go into 
effect:

(A) The transaction information and the transaction statements as required under this section shall be 
exchanged in a secure, interoperable, electronic manner in accordance with the standards established under 
the guidance issued pursuant to paragraphs (3) and (4) of subsection (h), including any revision of such 
guidance issued in accordance with paragraph (5) of such subsection.

(B) The transaction information required under this section shall include the product identifier at the package 
level for each package included in the transaction.

(C) Systems and processes for verification of product at the package level, including the standardized 
numerical identifier, shall be required in accordance with the standards established under the guidance 
issued pursuant to subsection (a)(2) and the guidances issued pursuant to paragraphs (2), (3), and (4) of 
subsection (h), including any revision of such guidances issued in accordance with paragraph (5) of such 
subsection, which may include the use of aggregation and inference as necessary.

(D) The systems and processes necessary to promptly respond with the transaction information and 
transaction statement for a product upon a request by the Secretary (or other appropriate Federal or State 
official) in the event of a recall or for the purposes of investigating a suspect product or an illegitimate 
product shall be required.
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(E) The systems and processes necessary to promptly facilitate gathering the information necessary to 
produce the transaction information for each transaction going back to the manufacturer, as applicable, shall 
be required — 

(i) in the event of a request by the Secretary (or other appropriate Federal or State official), on account 
of a recall or for the purposes of investigating a suspect product or an illegitimate product; or

(ii) in the event of a request by an authorized trading partner, in a secure manner that ensures the 
protection of confidential commercial information and trade secrets, for purposes of investigating a 
suspect product or assisting the Secretary (or other appropriate Federal or State official) with a request 
described in clause (i).

(F) Each person accepting a saleable return shall have systems and processes in place to allow acceptance of 
such product and may accept saleable returns only if such person can associate the saleable return product 
with the transaction information and transaction statement associated with that product.

(2) comPliAnce. —

(A) informAtion mAintenAnce Agreement. — A dispenser may enter into a written agreement with a 
third party, including an authorized wholesale distributor, under which the third party shall confidentially 
maintain any information and statements required to be maintained under this section. If a dispenser enters 
into such an agreement, the dispenser shall maintain a copy of the written agreement and shall not be 
relieved of the obligations of the dispenser under this subsection.

(B) AlternAte methods. — The Secretary, taking into consideration the assessment conducted under 
paragraph (3), shall provide for alternative methods of compliance with any of the requirements set forth in 
paragraph (1), including —

(i) establishing timelines for compliance by small businesses (including small business dispensers with 
25 or fewer full-time employees) with such requirements, in order to ensure that such requirements 
do not impose undue economic hardship for small businesses, including small business dispensers for 
whom the criteria set forth in the assessment, under paragraph (3) is not met, if the Secretary determines 
that such requirements under paragraph (1) would result in undue economic hardship; and

(ii) establishing a process by which a dispenser may request a waiver from any of the requirements 
set forth in paragraph (1) if the Secretary determines that such requirements would result in an undue 
economic hardship, which shall include a process for the biennial review and renewal of any such 
waiver.

(3) Assessment. —

(A) in generAl. — Not later than the date that is 18 months after the Secretary issues the final guidance 
required under subsection (h), the Secretary shall enter into a contract with a private, independent consulting 
firm with expertise to conduct a technology and software assessment that looks at the feasibility of dispensers 
with 25 or fewer full-time employees conducting interoperable, electronic tracing of products at the package 
level. Such assessment shall be completed not later than 81/2 years after the date of enactment of the Drug 
Supply Chain Security Act.

(B) condition. — As a condition of the award of the contract under subparagraph (A), the private, independent 
consulting firm shall agree to consult with dispensers with 25 or fewer full-time employees when conducting 
the assessment under such subparagraph.

(C) content. — The assessment under subparagraph (A) shall assess whether —

(i) the necessary software and hardware is readily accessible to such dispensers;

(ii) the necessary software and hardware is prohibitively expensive to obtain, install, and maintain for 
such dispensers; and

(iii) the necessary hardware and software can be integrated into business practices, such as interoperability 
with wholesale distributors, for such dispensers. 

(D) PuBlicAtion. — The Secretary shall —

(i) publish the statement of work for the assessment under subparagraph (A) for public comment prior 
to beginning the assessment;
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(ii) publish the final assessment for public comment not later than 30 calendar days after receiving such 
assessment; and

(iii) hold a public meeting not later than 180 calendar days after receiving the final assessment at which 
public stakeholders may present their views on the assessment.

(4) Procedure. — Notwithstanding section 553 of title 5, United States Code, the Secretary, in promulgating 
any regulation pursuant to this section, shall —

(A) provide appropriate flexibility by —

(i) not requiring the adoption of specific business systems for the maintenance and transmission of data;

(ii) prescribing alternative methods of compliance for any of the requirements set forth in paragraph (1) 
or set forth in regulations implementing such requirements, including —

(I) timelines for small businesses to comply with the requirements set forth in the regulations 
in order to ensure that such requirements do not impose undue economic hardship for small 
businesses (including small business dispensers for whom the criteria set forth in the assessment 
under paragraph (3) is not met), if the Secretary determines that such requirements would result in 
undue economic hardship; and

(II) the establishment of a process by which a dispenser may request a waiver from any of the 
requirements set forth in such regulations if the Secretary determines that such requirements would 
result in an undue economic hardship; and

(iii) taking into consideration —

(I) the results of pilot projects, including pilot projects pursuant to this section and private sector 
pilot projects, including those involving the use of aggregation and inference;

(II) the public meetings held and related guidance documents issued under this section;

(III) the public health benefits of any additional regulations in comparison to the cost of compliance 
with such requirements, including on entities of varying sizes and capabilities;

(IV) the diversity of the pharmaceutical distribution supply chain by providing appropriate 
flexibility for each sector, including both large and small businesses; and

(V) the assessment pursuant to paragraph (3) with respect to small business dispensers, including 
related public comment and the public meeting, and requirements under this section;

(B) issue a notice of proposed rulemaking that includes a copy of the proposed regulation;

(C) provide a period of not less than 60 days for comments on the proposed regulation; and

(D) publish in the Federal Register the final regulation not less than 2 years prior to the effective date of the 
regulation.

(h) guidAnce documents. —

(1) in generAl. — For the purposes of facilitating the successful and efficient adoption of secure, interoperable 
product tracing at the package level in order to enhance drug distribution security and further protect the public 
health, the Secretary shall issue the guidance documents as provided for in this subsection.

(2) susPect And illegitimAte Product. —

(A) in generAl. — Not later than 180 days after the date of enactment of the Drug Supply Chain Security 
Act, the Secretary shall issue a guidance document to aid trading partners in the identification of a suspect 
product and notification termination. Such guidance document shall —

(i) identify specific scenarios that could significantly increase the risk of a suspect product entering the 
pharmaceutical distribution supply chain;

(ii) provide recommendation on how trading partners may identify such product and make a determination 
on whether the product is a suspect product as soon as practicable; and

(iii) set forth the process by which manufacturers, repackagers, wholesale distributors, and dispensers 
shall terminate notifications in consultation with the Secretary regarding illegitimate product pursuant 
to subsections (b)(4)(B), (c)(4)(B), (d)(4)(B), and (e)(4)(B).
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(B) reVised guidAnce. — If the Secretary revises the guidance issued under subparagraph (A), the Secretary 
shall follow the procedure set forth in paragraph (5).

(3) unit leVel trAcing. —

(A) in generAl. — In order to enhance drug distribution security at the package level, not later than 18 
months after conducting a public meeting on the system attributes necessary to enable secure tracing of 
product at the package level, including allowing for the use of verification, inference, and aggregation, as 
necessary, the Secretary shall issue a final guidance document that outlines and makes recommendations 
with respect to the system attributes necessary to enable secure tracing at the package level as required under 
the requirements established under subsection (g). Such guidance document shall —

(i) define the circumstances under which the sectors within the pharmaceutical distribution supply 
chain may, in the most, efficient, manner practicable, infer the contents of a case, pallet, tote, or other 
aggregate of individual packages or containers of product, from a product identifier associated with 
the case, pallet, tote, or other aggregate, without opening each case, pallet, tote, or other aggregate or 
otherwise individually scanning each package;

(ii) identify methods and processes to enhance secure tracing of product at the package level, such 
as secure processes to facilitate the use of inference, enhanced verification activities, the use of 
aggregation and inference, processes that utilize the product identifiers to enhance tracing of product 
at the package level, including the standardized numerical identifier, or package security features; and 
ensure the protection of confidential commercial information and trade secrets.

(B) Procedure. — In issuing the guidance under subparagraph (A), and in revising such guidance, if 
applicable, the Secretary shall follow the procedure set forth in paragraph (5).

(4) stAndArds for interoPerABle dAtA exchAnge. —

(A) in generAl. — In order to enhance secure tracing of a product at the package level, the Secretary, not 
later than 18 months after conducting a public meeting on the interoperable standards necessary to enhance 
the security of the pharmaceutical distribution supply chain, shall update the guidance issued pursuant to 
subsection (a)(2), as necessary and appropriate, and finalize such guidance document so that the guidance 
document —

(i) identifies and makes recommendations with respect to the standards necessary for adoption in order 
to support the secure, interoperable electronic data exchange among the pharmaceutical distribution 
supply chain that comply with a form and format developed by a widely recognized international  
standards development organization;

(ii) takes into consideration standards established pursuant to subsection (a)(2) and section 505D;

(iii) facilitates the creation of a uniform process or methodology for product tracing; and

(iv) ensures the protection of confidential commercial information and trade secrets.

(B) Procedure. — In issuing the guidance under subparagraph (A), and in revising such guidance, if 
applicable, the Secretary shall follow the procedure set forth in paragraph (5).

(5) Procedure. — In issuing or revising any guidance issued pursuant to this subsection or subsection (g), 
except the initial guidance issued under paragraph (2)(A), the Secretary shall —

(A) publish a notice in the Federal Register for a period not less than 30 days announcing that the draft or 
revised draft guidance is available;

(B) post the draft guidance document on the Internet Web site of the Food and Drug Administration and 
make such draft guidance document available in hard copy;

(C) provide an opportunity for comment and review and take into consideration any comments received;

(D) revise the draft guidance, as appropriate;

(E) publish a notice in the Federal Register for a period not less than 30 days announcing that the final 
guidance or final revised guidance is available;

(F) post the final guidance document on the Internet Web site of the Food and Drug Administration and 
make such final guidance document available in hard copy; and

(G) provide for an effective date of not earlier than 1 year after such guidance becomes final.
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(i) PuBlic meetings. —

(1) in generAl. — The Secretary shall hold not less than 5 public meetings to enhance the safety and security 
of the pharmaceutical distribution supply chain and provide for comment. The Secretary may hold the first such 
public meeting not earlier than 1 year after the date of enactment of the Drug Supply Chain Security Act. In 
carrying out the public meetings described in this paragraph, the Secretary shall —

(A) prioritize topics necessary to inform the issuance of the guidance described in paragraphs (3) and (4) of 
subsection (h); and

(B) take all measures reasonable and practicable to ensure the protection of confidential commercial 
information and trade secrets. 

(2) content. — Each of the following topics shall be addressed in at least one of the public meetings described 
in paragraph (1):

(A) An assessment of the steps taken under subsections (b) through (e) to build capacity for a unit-level 
system, including the impact of the requirements of such subsections on —

(i) the ability of the health care system collectively to maintain patient access to medicines;

(ii) the scalability of such requirements, including as it relates to product lines; and

(iii) the capability of different sectors and subsectors, including both large and small businesses, to affix 
and utilize the product identifier.

(B) The system attributes necessary to support the requirements set forth under subsection (g), including 
the standards necessary for adoption in order to support the secure, interoperable electronic data exchange 
among sectors within the pharmaceutical distribution supply chain.

(C) Best practices in each of the different sectors within the pharmaceutical distribution supply chain to 
implement the requirements of this section.

(D) The costs and benefits of the implementation of this section, including the impact on each pharmaceutical 
distribution supply chain sector and on public health.

(E) Whether electronic tracing requirements, including tracing of product at the package level, are feasible, 
cost effective, and needed to protect the public health.

(F) The systems and processes needed to utilize the product identifiers to enhance tracing of product at the 
package level, including allowing for verification, aggregation, and inference, as necessary.

(G) The technical capabilities and legal authorities, if any, needed to establish an interoperable, electronic 
system that provides for tracing of product at the package level.

(H) The impact that such additional requirements would have on patient safety, the drug supply, cost and 
regulatory burden, and timely patient access to prescription drugs.

(I) Other topics, as determined appropriate by the Secretary.

(j) Pilot Projects. —

(1) in generAl. — The Secretary shall establish 1 or more pilot projects, in coordination with authorized 
manufacturers, repackagers, wholesale distributors, and dispensers, to explore and evaluate methods to enhance 
the safety and security of the pharmaceutical distribution supply chain. Such projects shall build upon efforts, in 
existence as of the date of enactment of the Drug Supply Chain Security Act, to enhance the safety and security 
of the pharmaceutical distribution supply chain, take into consideration any pilot projects conducted prior to such 
date of enactment, including any pilot projects that use aggregation and inference, and inform the draft and final 
guidance under paragraphs (3) and (4) of subsection (h).

(2) content. —

(A) in generAl. — The Secretary shall ensure that the pilot projects under paragraph (1) reflect the diversity 
of the pharmaceutical distribution supply chain and that the pilot projects, when taken as a whole, include 
participants representative of every sector, including both large and small businesses.

(B) Project design. — The pilot projects under paragraph (1) shall be designed to —

(i) utilize the product identifier for tracing of a product, which may include verification of the product 
identifier of a product, including the use of aggregation and inference;
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(ii) improve the technical capabilities of each sector and subsector to comply with systems and processes 
needed to utilize the product identifiers to enhance tracing of a product;

(iii) identify system attributes that are necessary to implement the requirements established under this 
section; and

(iv) complete other activities as determined by the Secretary.

(k) sunset. — The following requirements shall have no force or effect beginning on the date that is 10 years after 
the date of enactment of the Drug Supply Chain Security Act:

(1) The provision and receipt of transaction history under this section.

(2) The requirements set forth for returns under subsections (b)(4)(E), (c)(1)(B)(i), (d)(1)(C)(i), and (e)(4)(E).

(3) The requirements set forth under subparagraphs (A)(v)(II) and (D) of subsection (c)(1), as applied to lot level 
information only.

(l) rule of construction. — The requirements set forth in subsections (g)(4), (i), and (j) shall not be construed 
as a condition, prohibition, or precedent for precluding or delaying the provisions becoming effective pursuant to 
subsection (g).

(m) requests for informAtion. — On the date that is 10 years after the date of enactment of the Drug Supply Chain 
Security Act, the timeline for responses to requests for information from the Secretary, or other appropriate Federal 
or State official, as applicable, under subsections (b)(1)(B), (e)(1)(C), and (e)(1)(C) shall be not later than 24 hours 
after receiving the request from the Secretary or other appropriate Federal or State official, as applicable, or in such 
other reasonable time as determined by the Secretary based on the circumstances of the request.”

sec. 583. [360eee-2] nAtionAl stAndArds for PrescriPtion drug wholesAle distriButors.

(a) in generAl. — The Secretary shall, not later than 2 years after the date of enactment of the Drug Supply Chain 
Security Act, establish by regulation standards for the licensing of persons under section 503(e)(1) (as amended by 
the Drug Supply Chain Security Act), including the revocation, reissuance, and renewal of such license.

(b) content. — For the purpose of ensuring uniformity with respect to standards set forth in this section, the standards 
established under subsection (a) shall apply to all State and Federal licenses described under section 503(e) (1) (as 
amended by the Drug Supply Chain Security Act) and shall include standards for the following:

(1) The storage and handling of prescription drugs, including facility requirements.

(2) The establishment and maintenance of records of the distributions of such drugs.

(3) The furnishing of a bond or other equivalent means of security, as follows:

(A)

(i) For the issuance or renewal of a wholesale distributor license, an applicant that, is not a government 
owned and operated wholesale distributor shall submit a surety bond of $100,000 or other equivalent 
means of security acceptable to the State.

(ii) For purposes of clause (i), the State or other applicable authority may accept a surety bond in the 
amount, of $25,000 if the annual gross receipts of the previous tax year for the wholesaler is $10,000,000 
or less.

(B) If a wholesale distributor can provide evidence that it possesses the required bond in a State, the 
requirement for a bond in another State shall be waived.

(4) Mandatory background cheeks and fingerprinting of facility managers or designated representatives.

(5) The establishment and implementation of qualifications for key personnel.

(6) The mandatory physical inspection of any facility to be used in wholesale distribution within a reasonable 
time frame from the initial application of the facility and to be conducted by the licensing authority or by the 
State, consistent with subsection (c).

(7) In accordance with subsection (d), the prohibition of certain persons from receiving or maintaining licensure 
for wholesale distribution.

(c) insPections. — To satisfy the inspection requirement under subsection (b)(6), the Federal or State licensing 
authority may conduct the inspection or may accept an inspection by the State in which the facility is located, or 

05_FDCA_05_Part02.indd   357 29/01/18   11:49 AM



358 FOOD AND DRUG LAW INSTITUTE

§ 583 [360eee-2] Federal Food, Drug, and Cosmetic Act

by a third-party accreditation or inspection service approved by the Secretary or the State licensing such wholesale 
distributor.

(d) ProhiBited Persons. — The standards established under subsection (a) shall include requirements to prohibit a 
person from receiving or maintaining licensure for wholesale distribution if the person —

(1) has been convicted of any felony for conduct relating to wholesale distribution, any felony violation of 
subsection (i) or (k) of section 301, or any felony violation of section 1365 of title 18, United States Code, 
relating to product tampering; or

(2) has engaged in a pattern of violating the requirements of this section, or State requirements for licensure, that 
presents a threat of serious adverse health consequences or death to humans.

(e) requirements. — The Secretary, in promulgating any regulation pursuant to this section, shall, notwithstanding 
section 553 of title 5, United States Code —

(1) issue a notice of proposed rulemaking that includes a copy of the proposed regulation;

(2) provide a period of not less than 60 days for comments on the proposed regulation; and

(3) provide that the final regulation take effect on the date that is 2 years after the date such final regulation is 
published.

sec. 584. [360eee-3] nAtionAl stAndArds for third-PArty logistics ProViders.

(a) requirements. — No third-party logistics provider in any State may conduct activities in any State unless each 
facility of such third-party logistics provider — 

(1)

(A) is licensed by the State from which the drug is distributed by the third-party logistics provider, in 
accordance with the regulations promulgated under subsection (d); or

(B) if the State from which the drug distributed by the third-party logistics provider has not established a 
licensure requirement, is licensed by the Secretary, in accordance with the regulations promulgated under 
subsection (d); and

(2) if the drug is distributed interstate, is licensed by the State into which the drug is distributed by the third-party 
logistics provider if such State licenses third-party logistics providers that distribute drugs into the State and the 
third-party logistics provider is not licensed by the Secretary as described in paragraph (1)(B).

(b) rePorting. — Beginning 1 year after the date of enactment of the Drug Supply Chain Security Act, a facility of 
a third-party logistics provider shall report to the Secretary, on an annual basis pursuant to a schedule determined by 
the Secretary —

(1) the State by which the facility is licensed and the appropriate identification number of such license; and

(2) the name and address of the facility and all trade names under which such facility conducts business.

(c) costs. —

(1) Authorized fees of secretAry. — If a State does not establish a licensing program for a third-party logistics 
provider, the Secretary shall license the third-party logistics provider located in such State and may collect a 
reasonable fee in such amount necessary to reimburse the Secretary for costs associated with establishing and 
administering the licensure program and conducting periodic inspections under this section. The Secretary shall 
adjust fee rates as needed on an annual basis to generate only the amount of revenue needed to perform this 
service. Fees authorized under this paragraph shall be collected and available for obligation only to the extent 
and in the amount provided in advance in appropriations Acts. Such fees are authorized to remain available until 
expended. Such sums as may be necessary may be transferred from the Food and Drug Administration salaries 
and expenses appropriation account without fiscal year limitation to such appropriation account for salaries and 
expenses with such fiscal year limitation.

(2) stAte licensing fees. —

(A) stAte estABlished ProgrAm. — Nothing in this Act shall prohibit a State that has established a program 
to license a third-party logistics provider from collecting fees from a third-party logistics provider for such 
a license.
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(B) no stAte estABlished ProgrAm. — A State that does not establish a program to license a third-party 
logistics provider in accordance with this section shall be prohibited from collecting a State licensing fee 
from a third-party logistics provider.

(d) regulAtions. —

(1) in generAl. — Not later than 2 years after the date of enactment of the Drug Supply Chain Security Act, 
the Secretary shall issue regulations regarding the standards for licensing under subsection (a), including the 
revocation and reissuance of such license, to third-party logistics providers under this section.

(2) content. — Such regulations shall —

(A) establish a process by which a third party accreditation program approved by the Secretary shall, upon 
request by a third-party logistics provider, issue a license to each third-party logistics provider that meets the 
requirements set forth in this section;

(B) establish a process by which the Secretary shall issue a license to each third-party logistics provider 
that meets the requirements set forth in this section if the Secretary is not able to approve a third-party 
accreditation program because no such program meets the Secretary’s requirements necessary for approval 
of such a third-party accreditation program;

(C) require that the entity complies with storage practices, as determined by the Secretary for such facility, 
including —

(i) maintaining access to warehouse space of suitable size to facilitate safe operations, including a 
suitable area to quarantine suspect product;

(ii) maintaining adequate security; and

(iii) having written policies and procedures to —

(I) address receipt, security, storage, inventory, shipment, and distribution of a product;

(II) identify, record, and report confirmed losses or thefts in the United States;

(III) correct errors and inaccuracies in inventories;

(IV) provide support for manufacturer recalls;

(V) prepare for, protect against, and address any reasonably foreseeable crisis that affects security 
or operation at the facility, such as a strike, fire, or flood;

(VI) ensure that any expired product is segregated from other products and returned to the 
manufacturer or repackager or destroyed;

(VII) maintain the capability to trace the receipt and outbound distribution of a product, and 
supplies and records of inventory; and

(VIII) quarantine or destroy a suspect product if directed to do so by the respective manufacturer, 
wholesale distributor, dispenser, or an authorized government agency;

(D) provide for periodic inspection by the licensing authority, as determined by the Secretary, of such facility 
warehouse space to ensure compliance with this section;

(E) prohibit a facility from having as a manager or designated representative anyone convicted of any felony 
violation of subsection (i) or (k) of section 301 or any violation of section 1365 of title 18, United States 
Code relating to product tampering;

(F) provide for mandatory background checks of a facility manager or a designated representative of such 
manager;

(G) require a third-party logistics provider to provide the applicable licensing authority, upon a request, by 
such authority, a list of all product manufacturers, wholesale distributors, and dispensers for whom the third-
party logistics provider provides services at such facility; and

(H) include procedures under which any third-party logistics provider license —

(i) expires on the date that is 3 years after issuance of the license; and

(ii) may be renewed for additional 3-year periods.

(3) Procedure. — In promulgating the regulations under this subsection, the Secretary shall, notwithstanding 
section 553 of title 5, United States Code —
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(A) issue a notice of proposed rulemaking that includes a copy of the proposed regulation;

(B) provide a period of not less than 60 days for comments on the proposed regulation; and

(C) provide that the final regulation takes effect, upon the expiration of 1 year after the date that such final 
regulation is issued.

(e) VAlidity. — A license issued under this section shall remain valid as long as such third-party logistics 
provider remains licensed consistent with this section. If the Secretary finds that the third-party accreditation 
program demonstrates that all applicable requirements for licensure under this section are met, the Secretary shall 
issue a license under this section to a third-party logistics provider receiving accreditation, pursuant to subsection 
(d)(2)(A).

sec. 585. [360eee-4] uniform nAtionAl Policy.

(a) Product trAcing And other requirements. — Beginning on the date of enactment of the Drug Supply Chain 
Security Act, no State or political subdivision of a State may establish or continue in effect any requirements for 
tracing products through the distribution system (including any requirements with respect to statements of distribution 
history, transaction history, transaction information, or transaction statement of a product as such product changes 
ownership in the supply chain, or verification, investigation, disposition, notification, or recordkeeping relating 
to such systems, including paper or electronic pedigree systems or for tracking and tracing drugs throughout the 
distribution system) which are inconsistent with, more stringent than, or in addition to, any requirements applicable 
under section 503(e) (as amended by such Act) or this subchapter (or regulations issued thereunder), or which are 
inconsistent with —

(1) any waiver, exception, or exemption pursuant to section 581 or 582; or

(2) any restrictions specified in section 582.

(b) wholesAle distriButor And third-PArty logistics ProVider stAndArds. —

(1) in generAl. — Beginning on the date of enactment of the Drug Supply Chain Security Act, no State or 
political subdivision of a State may establish or continue any standards, requirements, or regulations with respect 
to wholesale prescription drug distributor or third-party logistics provider licensure that are inconsistent with, 
less stringent than, directly related to, or covered by the standards and requirements applicable under section 
503(e) (as amended by such Act), in the case of a wholesale distributor, or section 584, in the case of a third-party 
logistics provider.

(2) stAte regulAtion of third-PArty logistics ProViders. — No State shall regulate third-party logistics 
providers as wholesale distributors.

(3) AdministrAtion fees. — Notwithstanding paragraph (1), a State may administer fee collections for 
effectuating the wholesale drug distributor and third-party logistics provider licensure requirements under 
sections 503(e) (as amended by the Drug Supply Chain Security Act), 583, and 584.

(4) enforcement, susPension, And reVocAtion. — Notwithstanding paragraph (1), a State —

(A) may take administrative action, including fines, to enforce a requirement promulgated by the State in 
accordance with section 503(e) (as amended by the Drug Supply Chain Security Act) or this subchapter;

(B) may provide for the suspension or revocation of licenses issued by the State for violations of the laws 
of such State;

(C) upon conviction of violations of Federal, State, or local drug laws or regulations, may provide for fines, 
imprisonment, or civil penalties; and

(D) may regulate activities of licensed entities in a manner that is consistent with product tracing requirements 
under section 582.

(c) excePtion. — Nothing in this section shall be construed to preempt State requirements related to the distribution 
of prescription drugs if such requirements are not related to product tracing as described in subsection (a) or wholesale 
distributor and third-party logistics provider licensure as described in subsection (b) applicable under section 503(e) 
(as amended by the Drug Supply Chain Security Act) or this subchapter (or regulations issued thereunder).
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suBchAPter i—nonPrescriPtion sunscreen And Other ActiVe ingredients

sec. 586. [360fff] definitions.

In this subchapter—

(1) the term “Advisory Committee” means the Nonprescription Drug Advisory Committee of the Food and Drug 
Administration or any successor to such Committee;

(2) the term “final sunscreen order” means an order published by the Secretary in the Federal Register containing 
information stating that a nonprescription sunscreen active ingredient or combination of nonprescription 
sunscreen active ingredients—

(A) is GRASE and is not misbranded if marketed in accordance with such order; or

(B) is not GRASE and is misbranded;

(3) the term “GRASE” means generally recognized, among experts qualified by scientific training and experience 
to evaluate the safety and effectiveness of drugs, as safe and effective for use under the conditions prescribed, 
recommended, or suggested in the labeling of a drug as described in section 201(p);

(4) the term “GRASE determination” means, with respect to a nonprescription active ingredient or a combination 
of nonprescription active ingredients, a determination of whether such ingredient or combination of ingredients 
is GRASE;

(5) the term “nonprescription” means not subject to section 503(b)(1);

(6) the term “pending request” means each request with respect to a nonprescription sunscreen active ingredient 
submitted under section 330.14 of title 21, Code of Federal Regulations (as in effect on November 26, 2014) for 
consideration for inclusion in the over-the-counter drug monograph system—

(A) that was determined to be eligible for such review by publication of a notice of eligibility in the Federal 
Register prior to November 26, 2014; and

(B) for which safety and effectiveness data have been submitted to the Secretary prior to November 26, 
2014; 

(7) the term “proposed sunscreen order” means an order containing a tentative determination published by the 
Secretary in the Federal Register containing information proposing that a nonprescription sunscreen active 
ingredient or combination of nonprescription sunscreen active ingredients—

(A) is GRASE and is not misbranded if marketed in accordance with such order;

(B) is not GRASE and is misbranded; or

(C) is not GRASE and is misbranded because the data are insufficient to classify such ingredient or 
combination of ingredients as GRASE and not misbranded and additional information is necessary to allow 
the Secretary to determine otherwise;

(8) the term “sponsor” means the person that submitted— 

(A) a request under section 586A;

(B) a pending request; or

(C) any other application subject to this subchapter; 

(9) the term “sunscreen” means a drug containing one or more sunscreen active ingredients; and

(10) the term “sunscreen active ingredient” means an active ingredient that is intended for application to the skin 
of humans for purposes of absorbing, reflecting, or scattering ultraviolet radiation.

sec. 586A. [360fff-1] suBmission of requests.

Any person may submit a request to the Secretary for a determination of whether a nonprescription sunscreen active 
ingredient or a combination of non prescription sunscreen active ingredients, for use under specified conditions, to 
be prescribed, recommended, or suggested in the labeling thereof (including dosage form, dosage strength, and route 
of administration) is GRASE and should be included in part 352 of title 21, Code of Federal Regulations (or any 
successor regulations) concerning nonprescription sunscreen.
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sec. 586B. [360fff-2] eligiBility determinAtions; dAtA suBmission; filing.

(a) eligiBility determinAtions.—

(1) in generAl.—Not later than 60 calendar days after the date of receipt of a request under section 586A, the 
Secretary shall—

(A) determine, in accordance with paragraph (2), whether the request is eligible for further review under 
subsection (b) and section 586C;

(B) notify the sponsor of the determination of the Secretary; and

(C) make such determination publicly available in accordance with paragraph (3) and subsection (b)(1).

(2) criteriA for eligiBility.—

(A) In General.—To be eligible for review under subsection (b) and section 586C, a request shall be for a 
nonprescription sunscreen active ingredient or combination of nonprescription sunscreen active ingredients, 
for use under specified conditions, to be prescribed, recommended, or suggested in the labeling thereof, 
that—

(i) is not included in part 352 of title 21, Code of Federal Regulations (or any successor regulations) 
concerning nonprescription sunscreen; and

(ii) has been used to a material extent and for a material time under such conditions, as described in 
section 201(p)(2).

(B) estABlishment of time And extent—A sponsor shall include in a request under section 586A the 
information required under section 330.14 of title 21, Code of Federal Regulations (or any successor 
regulations) to meet the standard described in subparagraph (A)(ii).

(3) PuBlic AVAilABility.—

(A) redActions for confidentiAl informAtion.— If a nonprescription sunscreen active ingredient or 
combination of nonprescription sunscreen active ingredients is determined under paragraph (1)(A) to be 
eligible for further review, the Secretary shall make the request publicly available, with redactions for 
information that is treated as confidential under section 552(b) of title 5, United States Code, section 1905 
of title 18, United States Code, or section 301(j) of this Act.

(B) identificAtion of confidentiAl informAtion By sPonsor.—At the time that a request is made under 
section 586A, the sponsor of such request shall identify any information that such sponsor considers to he 
confidential information described in subparagraph (A).

(C) confidentiAlity during eligiBility reView.— The information contained in a request under section 
586A shall remain confidential during the Secretary’s consideration under this section of whether the request 
is eligible for further review consistent with section 330.14 of title 21, Code of Federal Regulations (or any 
successor regulations).

(B) dAtA suBmission And filing of requests.—

(1) in generAl.—In the case of a request under section 586A that is determined to be eligible under subsection 
(a) for further review under this section and section 586C, the Secretary shall, in notifying the public under 
subsection (a)(1)(C) of such eligibility determination, post the eligibility determination on the Internet website 
of the Food and Drug Administration, invite the sponsor of such request and any other interested party to submit 
comments, and provide a period of not less than 45 calendar days for comments in support of or otherwise 
relating to a GRASE determination, including published and unpublished data and other information related to 
the safety and efficacy of such request.

(2) filing determinAtion.—Not later than 60 calendar days after the submission of data and other information 
described in paragraph (1) by the sponsor, the Secretary shall determine whether the data and other information 
submitted by the sponsor under this section are sufficiently complete, including being formatted in a manner 
that enables the Secretary to determine the completeness of such data and information, to enable the Secretary 
to conduct a substantive review under section 586C with respect to such request. Not later than 60 calendar days 
after the submission of data and other information described in paragraph (1) by the sponsor, if the Secretary 
determines—

(A) that such data and other information are sufficiently complete, the Secretary shall—

(i) issue a written notification to the sponsor of the determination to file such request, and make such 
notification publicly available; and
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(ii) file such request made under section 586A; or

(B) that such data and other information are not sufficiently complete, the Secretary shall issue a written 
notification to the sponsor of the determination to refuse to file the request, which shall include the reasons 
for the refusal, including why such data and other information are not sufficiently complete, and make such 
notification publicly available.

(3) refusAl to file A request.—

(A) request for meetings; suBmission of dAtA And Other informAtion.—If the Secretary refuses to file 
a request made under section 586A, the sponsor may—

(i) within 30 calendar days of receipt of written notification of such refusal, request, in writing, a 
meeting with the Secretary regarding the filing determination; and

(ii) submit additional data or other information.

(B) meetings —

(i) in generAl.—If a sponsor seeks a meeting under subparagraph (A)(i), the Secretary shall convene 
the meeting within 30 calendar days of the request for such meeting.

(ii) After meeting.—Following any meeting held under clause (i)—

(I) the Secretary may file the request within 60 calendar days;

(II) the sponsor may submit additional data or other information; or

(III) if the sponsor elects, within 120 calendar days, to have the Secretary file the request (with or 
without amendments to correct any purported deficiencies to the request)—

(aa) the Secretary shall file the request over protest, not later than 30 calendar days after the 
sponsor makes such election;

(bb) at the time of filing, the Secretary shall provide written notification of such filing to the 
sponsor; and

(cc) the Secretary shall make such notification publicly available.

(iii) requests filed oVer Protest.—The Secretary shall not require the sponsor to resubmit a copy of 
the request for purposes of filing a request filed over protest, as described in clause (ii)(III).

(C) suBmissions of AdditionAl dAtA or Other informAtion.—Within 60 calendar days of any submission 
of additional data or other information under subparagraph (A)(ii) or (B)(ii)(II), the Secretary shall reconsider 
the previous determination made under paragraph (2) with respect to the applicable request and make a new 
determination in accordance with paragraph (2).

(4) PuBlic AVAilABility.—

(A) redActions for confidentiAl informAtion.—After the period of confidentiality described in 
subsection (a)(3)(C), the Secretary shall make data and other information submitted in connection with a 
request under section 586A publicly available, with redactions for information that is treated as confidential 
under section 552(b) of title 5, United States Code, section 1905 of title 18, United States Code, or section 
301(j) of this Act.

(B) identificAtion of confidentiAl informAtion By sPonsor.—A person submitting information under 
this section shall identify at the time of such submission the portions of such information that the person 
considers to be confidential information described in subparagraph (A).

sec. 586c. [360fff-3] gRASE determinAtion.

(a) reView of new request.—

(1) ProPosed sunscreen order.—In the case of a request under section 586A, not later than 300 calendar days 
after the date on which such request is filed under subsection (b)(2)(A) or (b)(3)(B)(ii)(III) of section 586B, the 
Secretary— 

(A) may convene a meeting of the Advisory Committee to review such request; and

(B) shall complete the review of such request and issue a proposed sunscreen order with respect to such 
request.
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(2) ProPosed sunscreen Order By commissioner.—If the Secretary does not issue a proposed sunscreen 
order under paragraph (1)(B) within such 300-day period, the sponsor of such request may notify the Office of 
the Commissioner of such request and request review by the Office of the Commissioner. If such sponsor so 
notifies the Office of the Commissioner, the Commissioner shall, not later than 60 calendar days after the date of 
notification under this paragraph, issue a proposed sunscreen order with respect to such request.

(3) PuBlic comment Period.—A proposed sunscreen order issued under paragraph (1)(B) or (2) with respect to 
a request shall provide for a period of 45 calendar days for public comment.

(4) meeting.—A sponsor may request, in writing, a meeting with respect to a proposed sunscreen order issued 
under this subsection and described in subparagraph (B) or (C) of section 586(7), not later than 30 calendar days 
after the Secretary issues such order. The Secretary shall convene a meeting with such sponsor not later than 45 
calendar days after such request for a meeting.

(5) finAl sunscreen Order.—With respect to a proposed sunscreen order under paragraph (1)(B) or (2)—

(A) the Secretary shall issue a final sunscreen order— 

(i) in the case of a proposed sunscreen order described in subparagraph (A) or (B) of section 586(7), not 
later than 90 calendar days after the end of the public comment period under paragraph (3); or

(ii) in the case of a proposed sunscreen order described in subparagraph (C) of section 586(7), not later 
than 210 calendar days after the date on which the sponsor submits the additional information requested 
pursuant to such proposed sunscreen order; or

(B) if the Secretary does not issue such final sunscreen order within such 90- or 210-calendar-day period, 
as applicable, the sponsor of such request may notify the Office of the Commissioner of such request and 
request review by the Office of the Commissioner.

(6) finAl sunscreen Order By commissioner.—The Commissioner shall issue a final sunscreen order with 
respect to a proposed sunscreen order subject to paragraph (5)(B) not later than 60 calendar days after the date 
of notification under such paragraph.

(b) reView of Pending requests.—

(1) in generAl.—The review of a pending request shall be carried out by the Secretary in accordance with this 
subsection.

(2) inAPPlicABility of sections 586A And 586B.—Sections 586A and 586B shall not apply with respect to any 
pending request.

(3) feedBAck letters As ProPosed sunscreen Order.— Notwithstanding the requirements of section 586(7), 
a letter issued pursuant to section 330.14(g) of title 21, Code of Federal Regulations before November 26, 2014, 
with respect to a pending request, shall be deemed to be a proposed sunscreen order and displayed on the Internet 
website of the Food and Drug Administration. Notification of the availability of such letter shall be published in 
the Federal Register not later than 45 calendar days after November 26, 2014.

(4) ProPosed sunscreen Order.—In the case of a pending request for which the Secretary has not issued a letter 
pursuant to section 330.14(g) of title 21, Code of Federal Regulations before November 26, 2014, the Secretary 
shall complete review of such request and, not later than 90 calendar days after November 26, 2014, issue a 
proposed sunscreen order with respect to such request.

(5) ProPosed sunscreen Order By commissioner.—If the Secretary does not issue a proposed sunscreen order 
under paragraph (4), or the Secretary does not publish a notification of the availability of a letter under paragraph 
(3), as applicable, the sponsor of such request may notify the Office of the Commissioner of such request and 
request review by the Office of the Commissioner. The Commissioner shall, not later than 60 calendar days after 
the date of notification under this paragraph, issue a proposed order with respect to such request.

(6) PuBlic comment Period.—A proposed sunscreen order issued under paragraph (4) or (5), or a notification 
of the availability of a letter under paragraph (3), with respect to a pending request shall provide for a period of 
45 calendar days for public comment.

(7) meeting.—A sponsor may request, in writing, a meeting with respect to a proposed sunscreen order issued 
under this subsection, including a letter deemed to be a proposed sunscreen order under paragraph (3), not later 
than 30 calendar days after the Secretary issues such order or the date upon which such feedback letter is deemed 
to be a proposed sunscreen order, as applicable. The Secretary shall convene a meeting with such sponsor not 
later than 45 calendar days after the date of such request for a meeting.
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(8) AdVisory committee.—In the case of a proposed sunscreen order under paragraph (3), (4), or (5), an 
Advisory Committee meeting may be convened for the purpose of reviewing and providing recommendations 
regarding the pending request.

(9) finAl sunscreen Order.—In the case of a proposed sunscreen order under paragraph (3), (4), or (5)—

(A) the Secretary shall issue a final sunscreen order with respect to the request—

(i) in the case of a proposed sunscreen order described in subparagraph (A) or (B) of section 586(7), not 
later than 90 calendar days after the end of the public comment period under paragraph (6); or

(ii) in the case of a proposed sunscreen order described in subparagraph (C) of section 586(7)—

(I) if the Advisory Committee is not convened under paragraph (8), not later than 210 calendar 
days after the date on which the sponsor submits the additional information requested pursuant to 
such proposed sunscreen order, which shall include a rationale for not convening such Advisory 
Committee; or

(II) if the Advisory Committee is convened under paragraph (8), not later than 270 calendar days 
after the date on which the sponsor submits such additional information; or 

(B) if the Secretary does not issue such final sunscreen order within such 90-, 210-, or 270-calendar-day 
period, as applicable, the sponsor of such request may notify the Office of the Commissioner about such 
request and request review by the Office of the Commissioner.

(10) finAl sunscreen order By commissioner.—The Commissioner shall issue a final sunscreen order with 
respect to a proposed sunscreen order subject to paragraph (9)(B) not later than 60 calendar days after the date 
of notification under such paragraph.

(c) AdVisory committee.—The Secretary shall not be required to—

(1) convene the Advisory Committee—

(A) more than once with respect to any request under section 586A or any pending request; or

(B) more than twice in any calendar year with respect to the review under this section; or

(2) submit more than a total of 3 requests under section 586A or pending requests to the Advisory Committee 
per meeting.

(d) no delegAtion.—Any responsibility vested in the Commissioner by subsection (a)(2), (a)(6), (b)(5), or (b)(10) 
shall not be delegated.

(e) effect of finAl sunscreen order.—

(1) in generAl. —

(A) sunscreen ActiVe ingredients determined to Be GRASE.—Upon issuance of a final sunscreen 
order determining that a nonprescription sunscreen active ingredient or combination of nonprescription 
sunscreen active ingredients is GRASE and is not misbranded, a sunscreen containing such ingredient or 
combination of ingredients shall be permitted to be introduced or delivered into interstate commerce for use 
under the conditions described in such final sunscreen order, in accordance with all requirements applicable 
to drugs not subject to section 503(b)(1), for so long as such final sunscreen order remains in effect.

(B) sunscreen ActiVe ingredients determined not to Be GRASE.—Upon issuance of a final sunscreen 
order determining that a nonprescription sunscreen active ingredient or combination of nonprescription 
sunscreen active ingredients is not GRASE and is misbranded, a sunscreen containing such ingredient or 
combination of ingredients shall not be introduced or delivered into interstate commerce, for use under the 
conditions described in such final sunscreen order, unless an application is approved pursuant to section 505 
with respect to a sunscreen containing such ingredient or combination of ingredients, or unless conditions 
are later established under which such ingredient or combination of ingredients is later determined to be 
GRASE and not misbranded under the over-the-counter drug monograph system.

(2) Amendments to finAl sunscreen orders.—

(A) Amendments At initiAtiVe of secretAry.—In the event that information relevant to a nonprescription 
sunscreen active ingredient or combination of nonprescription sunscreen active ingredients becomes 
available to the Secretary after issuance of a final sunscreen order, the Secretary may amend such final 
sunscreen order by issuing a new proposed sunscreen order under subsection (a)(1) and following the 
procedures set forth in this section.

05_FDCA_05_Part02.indd   365 29/01/18   11:49 AM



366 FOOD AND DRUG LAW INSTITUTE

§ 586C [360fff-3] Federal Food, Drug, and Cosmetic Act

(B) Petition to Amend finAl order.—Any interested person may petition the Secretary to amend a final 
sunscreen order under section 10.30, title 21 Code of Federal Regulations (or any successor regulations). If 
the Secretary grants any petition under such section, the Secretary shall initiate the process for amending a 
final sunscreen order by issuing a new proposed sunscreen order under subsection (a)(1) and following the 
procedures set forth in this section.

(C) APPlicABility of finAl orders.—Once the Secretary issues a new proposed sunscreen order to amend 
a final sunscreen order under subparagraph (A) or (B), such final sunscreen order shall remain in effect 
and paragraph (3) shall not apply to such final sunscreen order until the Secretary has issued a new final 
sunscreen order or has determined not to amend the final sunscreen order. 

(3) inclusion of ingredients thAt Are suBjects of finAl orders in the sunscreen monogrAPh.—

(A) Amending regulAtions.—

(i) requirement.—At any time that the Secretary proposes to amend part 352 of title 21, Code of 
Federal Regulations (or any successor regulations) concerning nonprescription sunscreen, including 
pursuant to section 586E, except as provided in clause (iv), the Secretary shall include in such part 
352 (or any successor regulations) any nonprescription sunscreen active ingredient or combination of 
nonprescription sunscreen active ingredients that is the subject of an effective final sunscreen order 
of the type described in section 586(2)(A) and issued since the time that the Secretary last amended 
such regulations. Such regulation shall set forth conditions of use under which each such ingredient 
or combination of ingredients is GRASE and not misbranded. If these conditions differ from, or are 
in addition to, those previously set forth in the applicable final sunscreen order, the Secretary shall 
provide notice and opportunity for comment on such conditions in the rulemaking, and the applicable 
final sunscreen order shall continue in effect until the effective date of a final regulation, as set forth in 
clause (iii).

(ii) inclusion of orders.—In proposing to amend the regulations as described in clause (i), the 
Secretary shall include in the proposed regulations a list of final sunscreen orders that shall cease to be 
effective on the effective date of a resulting final regulation. Such list shall include all final sunscreen 
orders of the type described in section 586(2)(A) that are in effect on the date that such regulations are 
proposed, with the exception that such list shall not include any final sunscreen orders that, on the date 
that the  regulations are proposed, the Secretary is in the process of amending under paragraph (2).

(iii) orders no longer effectiVe.—Any final sunscreen order included by the Secretary in a list 
described in clause (ii) and in a list included in resulting final regulations shall cease to be effective on 
the date that such final regulations including such order in such list become effective.

(iv) ingredients not GRASE.—If, notwithstanding a final sunscreen order stating that a nonprescription 
sunscreen active ingredient or combination of nonprescription sunscreen active ingredients is GRASE 
and is not misbranded if marketed in accordance with such order, while amending the regulations as 
described in clause (i), the Secretary concludes that such ingredient or combination of ingredients is 
no longer GRASE for use in nonprescription sunscreen, the Secretary shall, at the discretion of the 
Secretary, either initiate the process for amending the final sunscreen order set forth in paragraph (2) 
of this subsection or include in a proposed regulation an explanation and information supporting the 
determination of the Secretary that such ingredient or combination of ingredients is no longer GRASE 
for use in nonprescription sunscreen.

(B) Procedure for uPdAting regulAtions.—After the Secretary amends and finalizes the regulations 
under part 352 of title 21, Code of Federal Regulations under section 586E and such regulations become 
effective, the Secretary may use direct final rulemaking to include in such regulations any nonprescription 
sunscreen active ingredients that are the subject of effective final sunscreen orders.

sec. 586d. [360fff-4] guidAnce; Other ProVisions.

(a) guidAnce.—

(1) in generAl.—

(A) drAft guidAnce.—Not later than 1 year after November 26, 2014, the Secretary shall issue draft 
guidance on the implementation of, and compliance with, the requirements with respect to sunscreen under 
this subchapter, including guidance on—

05_FDCA_05_Part02.indd   366 29/01/18   11:49 AM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 586E [360fff-5]

 STATUTORY SUPPLEMENT 367

(i) the format and content of information submitted by a sponsor in support of a request under section 
586A or a pending request;

(ii) the data required to meet the safety and efficacy standard for determining whether a nonprescription 
sunscreen active ingredient or combination of nonprescription sunscreen active ingredients is GRASE 
and is not misbranded;

(iii) the process by which a request under section 586A or a pending request is withdrawn; and

(iv) the process by which the Secretary will carry out section 586C(c), including with respect to how the 
Secretary will address the total number of requests received under section 586A and pending requests.

(B) finAl guidAnce.—The Secretary shall finalize the guidance described in subparagraph (A) not later 
than 2 years after November 26, 2014.

(C) inAPPlicABility of PAPerwork reduction Act.— Chapter 35 of title 44, United States Code shall not 
apply to collections of information made for purposes of’ guidance under this subsection.

(2) suBmissions Pending issuAnce of finAl guidAnce.— Irrespective of whether final guidance under paragraph 
(1) has been issued—

(A) persons may, beginning on November 26, 2014, make submissions under this subchapter; and

(B) the Secretary shall review and act upon such submissions in accordance with this subchapter.

(b) rules of construction.—

(1) currently mArketed sunscreens.—Nothing in this subchapter shall be construed to affect the marketing 
of sunscreens that are marketed in interstate commerce on or before November 26, 2014, except as otherwise 
provided in this subchapter.

(2) ensuring sAfety And effectiVeness.—Nothing in this subchapter shall be construed to alter the authority 
of the Secretary with respect to prohibiting the marketing of a sunscreen that is not safe and effective or is 
misbranded, or with respect to imposing restrictions on the marketing of a sunscreen to ensure safety and 
effectiveness, except as otherwise provided in this subchapter, including section 586C(e).

(3) other drugs.—Except as otherwise provided in section 586F, nothing in this subchapter shall be construed 
to affect the authority of the Secretary under this Act or the Public Health Service Act (42 U.S.C. 201 et seq.) 
with respect to a drug other than a nonprescription sunscreen.

(4) effect on drugs otherwise APProVed.—Nothing in this subchapter shall affect the marketing of a drug 
approved under section 505 of this Act or section 351 of the Public Health Service Act.

(c) timelines.—The timelines for the processes and procedures under paragraphs (1), (2), (5), and (6) of section 
586C(a) shall not apply to any requests submitted to the Secretary under section 586A after the date that is 6 years 
after November 26, 2014.

sec. 586e. [360fff-5] sunscreen monogrAPh.

(a) in generAl.—Not later than 5 years after November 26, 2014, the Secretary shall amend and finalize regulations 
under part 352 of title 21, Code of Federal Regulations concerning nonprescription sunscreen that are effective not 
later than 5 years after such date of enactment. The Secretary shall publish such regulations not less than 30 calendar 
days before the effective date of such regulations.

(b) rePorts.—If the regulations promulgated under subsection (a) do not include provisions related to the 
effectiveness of various sun protection factor levels, and do not address all dosage forms known to the Secretary to 
be used in sunscreens marketed in the United States without a new drug approval under section 505, the Secretary 
shall submit a report to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee 
on Energy and Commerce of the House of Representatives on the rationale for such provisions not being included in 
such regulations, and a plan and timeline to compile any information necessary to address such provisions through 
final regulations. 
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sec. 586f. [360fff-6] non-sunscreen time And extent APPlicAtions.

(a) Pending time And extent APPlicAtions .—

(1) in generAl.—

(A) request for frAmework for reView.—If, prior to November 26, 2014, an application was submitted 
pursuant to section 330.14 of title 21, Code of Federal Regulations for a GRASE determination for a drug 
other than a nonprescription sunscreen active ingredient or combination of nonprescription sunscreen active 
ingredients and such drug was found to be eligible to be considered for inclusion in the over-the-counter 
drug monograph system pursuant to section 330.14 of title 21, Code of Federal Regulations, the sponsor of 
such application may request that the Secretary provide a framework under paragraph (2) for the review of 
such application.

(B) request requirements.—A request for a framework for review of an application made under 
subparagraph (A) shall be made within 180 calendar days of November 26, 2014 and shall include the 
preference of such sponsor as to whether such application is reviewed by the Secretary in accordance with—

(i) the processes and procedures set forth for pending requests under section 586C(b), except that 
specific timelines shall be determined in accordance with other applicable requirements under this 
section;

(ii) the processes and procedures set forth under part 330 of title 21, Code of Federal Regulations (or 
any successor regulations);

(iii) an initial filing determination under the processes and procedures described in section 586B(b) and 
the processes and procedures set forth for pending requests under section 586C(b), except that specific 
timelines shall be determined in accordance with other applicable requirements under this section; or

(iv) an initial filing determination under the processes and procedures described in section 586B(b) and 
the processes and procedures set forth under part 330 of title 21, Code of Federal Regulations (or any 
successor regulations).

(C) no request.—If a sponsor described in subparagraph (A) does not make such request within 180 
calendar days of November 26, 2014, such application shall be reviewed by the Secretary in accordance with 
the timelines of the applicable regulations when such regulations are finalized under subsection (b).

(2) frAmework.—Not later than 1 year after November 26, 2014, the Secretary shall provide, in writing, a 
framework to each sponsor that submitted a request under paragraph (1). Such framework shall set forth the 
various timelines, in calendar days, with respect to the processes and procedures for review under clauses (i), (ii), 
(iii), and (iv) of paragraph (1)(B) and—

(A) such timelines shall account for the considerations under paragraph (5); and

(B) the timelines for the various processes and procedures shall not be shorter than the timelines set forth for 
pending requests under sections 586B(b) and 586C(b), as applicable.

(3) goVerning Processes And Procedures for reView.—

(A) election.—Not later than 60 calendar days after the Secretary provides a framework to a sponsor under 
paragraph (2), such sponsor may provide an election to the Secretary regarding the processes and procedures 
for review under clause (i), (ii), (iii), or (iv) of paragraph (1)(B). If such sponsor makes such election, 
the Secretary shall review the application that is the subject of such election pursuant to the processes 
and procedures elected by such sponsor and the applicable timelines in calendar days set forth under such 
framework, which the Secretary shall confirm in writing to the sponsor not later than the date upon which 
the Secretary provides a report under paragraph (4). If such sponsor does not make such election, such 
application shall be reviewed by the Secretary in accordance with the timelines of the applicable regulations 
when such regulations are finalized under subsection (b).

(B) different Processes And Procedures.—At any time during review of an application, the Secretary 
may review such application under different processes and procedures under clause (i), (ii), (iii), or (iv) of 
paragraph (1)(B) than the processes and procedures the sponsor elected in accordance with subparagraph 
(A), so long as the Secretary proposes, in writing, the change and the sponsor agrees, in writing, to such 
change,

(C) inclusion of ingredients in monogrAPhs.—If the sponsor elects to use the processes and procedures for 
review in accordance with clause (i) or (iii) of paragraph (1)(B), the Secretary may incorporate any resulting 
final order into a regulation addressing the conditions under which other drugs in the same therapeutic 
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category are GRASE and not misbranded, including through direct final rulemaking, and the final order so 
incorporated shall cease to be effective on the effective date of the final regulation that addresses such drug.

(4) letter regArding Pending APPlicAtions.—Not later than 18 months after November 26, 2014, the Secretary 
shall report to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on 
Energy and Commerce of the House of Representatives, in writing, regarding all pending applications subject to 
paragraph (1). In such letter, the Secretary shall provide a report on the review of such applications, including the 
timelines, in calendar days, for the review and GRASE determination for each application. Such timelines shall 
account for the considerations under paragraph (5).

(5) timelines.—The timelines in calendar days established by the Secretary pursuant to this subsection—

(A) may vary based on the content, complexity, and format of the application submitted to the Secretary; and 

(B) shall—

(i) reflect the public health priorities of the Food and Drug Administration, including the potential public 
health benefits posed by the inclusion of additional drugs in the over-the-counter drug monograph 
system;

(ii) take into consideration the resources available to the Secretary for carrying out such priorities and 
the processes and procedures described in paragraphs (1)(B) and (2); and

(iii) be reasonable, taking into consideration the requirements described in clauses (i) and (ii).

(b) new time And extent APPlicAtions.—

(1) in generAl.—Not later than 18 months after November 26, 2014, the Secretary shall issue proposed 
regulations establishing timelines for the review of applications for GRASE determinations for drugs other than 
nonprescription sunscreen active ingredients or combinations of nonprescription sunscreen active ingredients 
that are submitted to the Secretary after November 26, 2014, under section 330.14 of title 21, Code of Federal 
Regulations (or any successor regulations), and that are found to be eligible to be considered for inclusion in the 
over-the-counter drug monograph system pursuant to section 330.14 of title 21, Code of Federal Regulations (or 
any successor regulations), or that are subject to this subsection pursuant to paragraph (1) or (3) of subsection 
(a), as applicable, providing—

(A) timely and efficient completion of evaluations of applications under section 330.14 of title 21, Code of 
Federal Regulations (or any successor regulations) for drugs other than sunscreens; and

(B) timely and efficient completion of the review of the safety and effectiveness submissions pursuant to 
such applications, including establishing—

(i) reasonable timelines, in calendar days, for the applicable proposed and final regulations for 
applications of various content, complexity, and format, and timelines for internal procedures related 
to such processes; and

(ii) measurable metrics for tracking the extent to which the timelines set forth in the regulations are met.

(2) timelines.—The timelines in calendar days established in the regulations under paragraph (1)—

(A) may vary based on the content, complexity, and format of the application submitted to the Secretary; and 

(B) shall—

(i) reflect the public health priorities of the Food and Drug Administration, including the potential public 
health benefits posed by the inclusion of additional drugs in the over-the-counter drug monograph 
system;

(ii) take into consideration the resources available to the Secretary for carrying out such priorities and 
the processes and procedures described in paragraph (1); and

(iii) be reasonable, taking into consideration the requirements described in clauses (i) and (ii).

(3) Procedure.—In promulgating regulations under this subsection, the Secretary shall issue a notice of proposed 
rulemaking that includes a copy of the proposed regulation, provide a period of not less than 60 calendar days 
for comments on the proposed regulation, and publish the final regulation not less than 30 calendar days before 
the effective date of the regulation.

(4) restrictions.—Notwithstanding any other provision of law, the Secretary shall promulgate regulations 
implementing this section only as described in paragraphs (1), (2), and (3).
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(5) finAl regulAtions.—The Secretary shall finalize the regulations under this section not later than 27 months 
after November 26, 2014.

sec. 586g. [360fff-7] rePort.

(a) in generAl.—

(1) In GenerAl.—Not later than 18 months after November 26, 2014, and on the dates that are 2 and 4 years 
thereafter, the Secretary shall issue a report to the Committee on Health, Education, Labor, and Pensions of the 
Senate and the Committee on Energy and Commerce of the House of Representatives describing actions taken 
under this subchapter.

(2) contents.—The reports under this subsection shall include—

(A) a review of the progress made in issuing GRASE determinations for pending requests, including the 
number of pending requests—

(i) reviewed and the decision times for each request, measured from the date of the original request for 
an eligibility determination submitted by the sponsor;

(ii) resulting in a determination that the nonprescription sunscreen active ingredient or combination of 
nonprescription sunscreen active ingredients is GRASE and is not misbranded;

(iii) resulting in a determination that the nonprescription sunscreen active ingredient or combination of 
nonprescription sunscreen active ingredients is not GRASE and is misbranded and the reasons for such 
determinations; and

(iv) for which a determination has not been made, and an explanation for the delay, a description of 
the current status of each such request, and the length of time each such request has been pending, 
measured from the date of original request for an eligibility determination by the sponsor;

(B) a review of the progress made in issuing GRASE determinations for requests not included in the 
reporting under subparagraph (A), including the number of such requests—

(i) reviewed and the decision times for each request;

(ii) resulting in a determination that the nonprescription sunscreen active ingredient, combination of 
nonprescription sunscreen active ingredients, or other ingredient is GRASE and is not misbranded;

(iii) resulting in a determination that the nonprescription sunscreen active ingredient, combination of 
nonprescription sunscreen active ingredients, or other ingredient is not GRASE and is misbranded and 
the reasons for such determinations; and

(iv) for which a determination has not been made, and an explanation for the delay, a description of 
the current status of each such request, and the length of time each such request has been pending, 
measured from the date of original request for an eligibility determination by the sponsor;

(C) an annual accounting (including information from years prior to the date of November 26, 2014 where 
such information is available) of the total number of requests submitted, pending, or completed under this 
subchapter, including whether such requests were the subject of an advisory committee convened by the 
Secretary;

(D) a description of the staffing and resources relating to the costs associated with the review and 
decisionmaking pertaining to requests under this subchapter;

(E) a review of the progress made in meeting the deadlines with respect to processing requests under this 
subchapter; and

(F) to the extent the Secretary determines appropriate, recommendations for process improvements in the 
handling of requests under this subchapter, including the advisory committee review process.

(b) method.—The Secretary shall publish the reports under subsection (a) in the manner the Secretary determines 
to be the most effective for efficiently disseminating the report, including publication of the report on the Internet 
website of the Food and Drug Administration.
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Chapter VI — CosmetICs

seC. 601. [361] aDULterateD CosmetICs. — A cosmetic shall be deemed to be adulterated —

(a) If it bears or contains any poisonous or deleterious substance which may render it injurious to users under the 
conditions of use prescribed in the labeling thereof, or, under such conditions of use as are customary or usual, except 
that this provision shall not apply to coal-tar hair dye, the label of which bears the following legend conspicuously 
displayed thereon: “Caution — This product contains ingredients which may cause skin irritation on certain 
individuals and a preliminary test according to accompanying directions should first be made. This product must 
not be used for dyeing the eyelashes or eyebrows; to do so may cause blindness.”, and the labeling of which bears 
adequate directions for such preliminary testing. For the purposes of this paragraph and paragraph (e) the term “hair 
dye” shall not include eyelash dyes or eyebrow dyes.

(b) If it consists in whole or in part of any filthy, putrid, or decomposed substance.

(c) If it has been prepared, packed, or held under unsanitary conditions whereby it may have become contaminated 
with filth, or whereby it may have been rendered injurious to health.

(d) If its container is composed, in whole or in part, of any poisonous or deleterious substance which may render the 
contents injurious to health.

(e) If it is not a hair dye and it is, or it bears or contains, a color additive which is unsafe within the meaning of section 
721(a).

seC. 602. [362] mIsBraNDeD CosmetICs. —  A cosmetic shall be deemed to be misbranded —

(a) If its labeling is false or misleading in any particular.

(b) If in package form unless it bears a label containing

(1) the name and place of business of the manufacturer, packer, or distributor; and

(2) an accurate statement of the quantity of the contents in terms of weight, measure, or numerical count:

Provided, [t]hat under clause (2) of this paragraph reasonable variations shall be permitted, and exemptions as to 
small packages shall be established, by regulations prescribed by the Secretary.

(c) If any word, statement, or other information required by or under authority of this Act to appear on the label or 
labeling is not prominently placed thereon with such conspicuousness (as compared with other words, statements, 
designs, or devices in the labeling) and in such terms as to render it likely to be read and understood by the ordinary 
individual under customary conditions of purchase and use.

(d) If its container is so made, formed, or filled as to be misleading.

(e) If it is a color additive, unless its packaging and labeling are in conformity with such packaging and labeling 
requirements, applicable to such color additive, as may be contained in regulations issued under section 721. This 
paragraph shall not apply to packages of color additives which, with respect to their use for cosmetics, are marketed 
and intended for use only in or on hair dyes (as defined in the last sentence of section 601(a)).

(f) If its packaging or labeling is in violation of an applicable regulation issued pursuant to section 3 or 4 of the Poison 
Prevention Packaging Act of 1970.

seC. 603. [363] reGULatIoNs maKING eXemptIoNs.

The Secretary shall promulgate regulations exempting from any labeling requirement of this Act cosmetics which 
are, in accordance with the practice of the trade, to be processed, labeled, or repacked in substantial quantities at 
establishments other than those where originally processed or packed, on condition that such cosmetics are not 
adulterated or misbranded under the provisions of this Act upon removal from such processing, labeling, or repacking 
establishment.
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Chapter VII — GeNeraL aUthorIty

sUBChapter a — GeNeraL aDmINIstratIVe proVIsIoNs

seC. 701. [371] reGULatIoNs aND hearINGs.

(a) The authority to promulgate regulations for the efficient enforcement of this Act, except as otherwise provided in 
this section, is hereby vested in the Secretary.

(b) The Secretary of the Treasury and the Secretary of Health and Human Services shall jointly prescribe regulations 
for the efficient enforcement of the provisions of section 801, except as otherwise provided therein. Such regulations 
shall be promulgated in such manner and take effect at such time, after due notice, as the Secretary of Health and 
Human Services shall determine.

(c) Hearings authorized or required by this Act shall be conducted by the Secretary or such officer or employee as he 
may designate for the purpose.

(d) The definitions and standards of identity promulgated in accordance with the provisions of this Act shall be 
effective for the purposes of the enforcement of this Act, notwithstanding such definitions and standards as may be 
contained in other laws of the United States and regulations promulgated thereunder.

(e) —

(1) Any action for the issuance, amendment, or repeal of any regulation under section 403(j), 404(a), 406, 
501(b), or 502 (d) or (h) of this Act, and any action for the amendment or repeal of any definition and 
standard of identity under section 401 of this Act for any dairy product (including products regulated under 
parts 131, 133 and 135 of title 21, Code of Federal Regulations) shall be begun by a proposal made

(A) by the Secretary on his own initiative, or

(B) by petition of any interested persons, showing reasonable grounds therefor, filed with the Secretary.

The Secretary shall publish such proposal and shall afford all interested persons an opportunity to present their 
views thereon, orally or in writing. As soon as practicable thereafter, the Secretary shall by order act upon such 
proposal and shall make such order public. Except as provided in paragraph (2), the order shall become effective 
at such time as may be specified therein, but not prior to the day following the last day on which objections may 
be filed under such paragraph.

(2) On or before the thirtieth day after the date on which an order entered under paragraph (1) is made public, 
any person who will be adversely affected by such order if placed in effect may file objections thereto with the 
Secretary, specifying with particularity the provisions of the order deemed objectionable, stating the grounds 
therefor, and requesting a public hearing upon such objections. Until final action upon such objections is taken 
by the Secretary under paragraph (3), the filing of such objections shall operate to stay the effectiveness of 
those provisions of the order to which the objections are made. As soon as practicable after the time for filing 
objections has expired the Secretary shall publish a notice in the Federal Register specifying those parts of the 
order which have been stayed by the filing of objections and, if no objections have been filed, stating that fact.

(3) As soon as practicable after such request for a public hearing, the Secretary, after due notice, shall hold such a 
public hearing for the purpose of receiving evidence relevant and material to the issues raised by such objections. 
At the hearing, any interested person may be heard in person or by representative. As soon as practicable after 
completion of the hearing, the Secretary shall by order act upon such objections and make such order public. 
Such order shall be based only on substantial evidence of record at such hearing and shall set forth, as part of 
the order, detailed findings of fact on which the order is based. The Secretary shall specify in the order the date 
on which it shall take effect, except that it shall not be made to take effect prior to the ninetieth day after its 
publication unless the Secretary finds that emergency conditions exist necessitating an earlier effective date, in 
which event the Secretary shall specify in the order his findings as to such conditions.

(f) —

(1) In a case of actual controversy as to the validity of any order under subsection (e), any person who will be 
adversely affected by such order if placed in effect may at any time prior to the ninetieth day after such order is 
issued file a petition with the Circuit Court of Appeals of the United States for the circuit wherein such person 
resides or has his principal place of business, for a judicial review of such order. A copy of the petition shall be
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forthwith transmitted by the clerk of the court to the Secretary or other officer designated by him for that purpose. 
The Secretary thereupon shall file in the court the record of the proceedings on which the Secretary based his 
order, as provided in section 2112 of title 28, United States Code.

(2) If the petitioner applies to the court for leave to adduce additional evidence, and shows to the satisfaction 
of the court that such additional evidence is material and that there were reasonable grounds for the failure to 
adduce such evidence in the proceeding before the Secretary the court may order such additional evidence (and 
evidence in rebuttal thereof) to be taken before the Secretary, and to be adduced upon the hearing, in such manner 
and upon such terms and conditions as to the court may seem proper. The Secretary may modify his findings as 
to the facts, or make new findings, by reason of the additional evidence, so taken, and he shall file such modified 
or new findings, and his recommendation, if any, for the modification or setting aside of his original order, with 
the return of such additional evidence.

(3) Upon the filing of the petition referred to in paragraph (1) of this subsection, the court shall have jurisdiction 
to affirm the order, or to set it aside in whole or in part, temporarily or permanently. If the order of the Secretary 
refuses to issue, amend, or repeal a regulation and such order is not in accordance with law the court shall by its 
judgment order the Secretary to take action with respect to such regulation, in accordance with law. The findings 
of the Secretary as to the facts, if supported by substantial evidence, shall be conclusive.

(4) The judgment of the court affirming or setting aside, in whole or in part, any such order of the Secretary shall 
be final, subject to review by the Supreme Court of the United States upon certiorari or certification as provided 
in section 1254 of title 28, United States Code.

(5) Any action instituted under this subsection shall survive notwithstanding any change in the person occupying 
the office of Secretary or any vacancy in such office.

(6) The remedies provided for in this subsection shall be in addition to and not in substitution for any other 
remedies provided by law.

(g) A certified copy of the transcript of the record and proceedings under subsection (e) shall be furnished by the 
Secretary to any interested party at his request, and payment of the costs thereof, and shall be admissible in any 
criminal libel for condemnation, exclusion of imports, or other proceeding arising under or in respect of this Act, 
irrespective of whether proceedings with respect to the order have previously been instituted or become final under 
subsection (f).

(h) —

(1) —

(A) The Secretary shall develop guidance documents with public participation and ensure that information 
identifying the existence of such documents and the documents themselves are made available to the public 
both in written form and, as feasible, through electronic means. Such documents shall not create or confer 
any rights for or on any person, although they present the views of the Secretary on matters under the 
jurisdiction of the Food and Drug Administration.

(B) Although guidance documents shall not be binding on the Secretary, the Secretary shall ensure that 
employees of the Food and Drug Administration do not deviate from such guidances without appropriate 
justification and supervisory concurrence. The Secretary shall provide training to employees in how to 
develop and use guidance documents and shall monitor the development and issuance of such documents.

(C) —

(i) For guidance documents that set forth initial interpretations of a statute or regulation, changes 
in interpretation or policy that are of more than a minor nature, complex scientific issues, or highly 
controversial issues, the Secretary shall ensure public participation prior to implementation of guidance 
documents, unless the Secretary determines that such prior public participation is not feasible or 
appropriate. In such cases, the Secretary shall provide for public comment upon implementation and 
take such comment into account.

(ii) With respect to devices, if a notice to industry guidance letter, a notice to industry advisory letter, 
or any similar notice sets forth initial interpretations of a regulation or policy or sets forth changes 
in interpretation or policy, such notices shall be treated as a guidance document for purposes of this 
subparagraph.

(D) For guidance documents that set forth existing practices or minor changes in policy, the Secretary shall 
provide for public comment upon implementation.
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(2) In developing guidance documents, the Secretary shall ensure uniform nomenclature for such documents and 
uniform internal procedures for approval of such documents. The Secretary shall ensure that guidance documents 
and revisions of such documents are properly dated and indicate the nonbinding nature of the documents. The 
Secretary shall periodically review all guidance documents, and, where appropriate, revise such documents.

(3) The Secretary, acting through the Commissioner, shall maintain electronically and update and publish 
periodically in the Federal Register a list of guidance documents. All such documents shall be made available to 
the public.

(4) The Secretary shall ensure that an effective appeals mechanism is in place to address complaints that the Food 
and Drug Administration is not developing and using guidance documents in accordance with this subsection.

(5) Not later than July 1, 2000, the Secretary after evaluating the effectiveness of the Good Guidance Practices 
document, published in the Federal Register at 62 Fed. Reg. 8961, shall promulgate a regulation consistent with 
this subsection specifying the policies and procedures of the Food and Drug Administration for the development, 
issuance, and use of guidance documents.

seC. 702. [372] eXamINatIoNs aND INVestIGatIoNs.

(a) —

(1) —

(A) The Secretary is authorized to conduct examinations and investigations for the purposes of this Act 
through officers and employees of the Department or through any health, food, or drug officer or employee 
of any State, Territory, or political subdivision thereof, duly commissioned by the Secretary as an officer of 
the Department.

(B) —

(i) For a tobacco product, to the extent feasible, the Secretary shall contract with the States in 
accordance with this paragraph to carry out inspections of retailers within that State in connection with 
the enforcement of this Act.

(ii) The Secretary shall not enter into any contract under clause (i) with the government of any of the 
several States to exercise enforcement authority under this Act on Indian country without the express 
written consent of the Indian tribe involved.

(2) —

(A) In addition to the authority established in paragraph (1), the Secretary, pursuant to a memorandum of 
understanding between the Secretary and the head of another Federal department or agency, is authorized to 
conduct examinations and investigations for the purposes of this Act through the officers and employees of 
such other department or agency, subject to subparagraph (B). Such a memorandum shall include provisions 
to ensure adequate training of such officers and employees to conduct the examinations and investigations. 
The memorandum of understanding shall contain provisions regarding reimbursement. Such provisions 
may, at the sole discretion of the head of the other department or agency, require reimbursement, in whole 
or in part, from the Secretary for the examinations or investigations performed under this section by the 
officers or employees of the other department or agency.

(B) A memorandum of understanding under subparagraph (A) between the Secretary and another Federal 
department or agency is effective only in the case of examinations or inspections at facilities or other 
locations that are jointly regulated by the Secretary and such department or agency.

(C) For any fiscal year in which the Secretary and the head of another Federal department or agency carries 
out one or more examinations or inspections under a memorandum of understanding under subparagraph 
(A), the Secretary and the head of such department or agency shall with respect to their respective 
departments or agencies submit to the committees of jurisdiction (authorizing and appropriating) in the 
House of Representatives and the Senate a report that provides, for such year —

(i) the number of officers or employees that carried out one or more programs, projects, or activities 
under such memorandum;

(ii) the number of additional articles that were inspected or examined as a result of such memorandum; and

(iii) the number of additional examinations or investigations that were carried out pursuant to such 
memorandum.
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(3) In the case of food packed in the Commonwealth of Puerto Rico or a Territory the Secretary shall attempt to 
make inspection of such food at the first point of entry within the United States when, in his opinion and with 
due regard to the enforcement of all the provisions of this Act, the facilities at his disposal will permit of such 
inspection.

(4) For the purposes of this subsection, the term “United States” means the States and the District of Columbia.

(b) Where a sample of a food, drug, or cosmetic is collected for analysis under this Act the Secretary shall, upon 
request, provide a part of such official sample for examination or analysis by any person named on the label of the 
article, or the owner thereof, or his attorney or agent; except that the Secretary is authorized, by regulations, to make 
such reasonable exceptions from, and impose such reasonable terms and conditions relating to, the operation of this 
subsection as he finds necessary for the proper administration of the provisions of this Act.

(c) For purposes of enforcement of this Act, records of any department or independent establishment in the executive 
branch of the Government shall be open to inspection by any official of the Department duly authorized by the 
Secretary to make such inspection.

(d) The Secretary is authorized and directed, upon request from the Under Secretary of Commerce for Intellectual 
Property and Director of the United States Patent and Trademark Office, to furnish full and complete information 
with respect to such questions relating to drugs as the Director may submit concerning any patent application. The 
Secretary is further authorized, upon receipt of any such request, to conduct or cause to be conducted, such research 
as may be required.

(e) Any officer or employee of the Department designated by the Secretary to conduct examinations, investigations, 
or inspections under this Act relating to counterfeit drugs may, when so authorized by the Secretary —

(1) carry firearms;

(2) execute and serve search warrants and arrest warrants;

(3) execute seizure by process issued pursuant to libel under section 304;

(4) make arrests without warrant for offenses under this Act with respect to such drugs if the offense is committed 
in his presence or, in the case of a felony, if he has probable cause to believe that the person so arrested has 
committed, or is committing, such offense; and

(5) make, prior to the institution of libel proceedings under section 304(a)(2), seizures of drugs or containers or 
of equipment, punches, dies, plates, stones, labeling, or other things, if they are, or he has reasonable grounds to 
believe that they are, subject to seizure and condemnation under such section 304(a)(2). In the event of seizure 
pursuant to this paragraph (5) [probably should be “this paragraph” — Ed.], libel proceedings under section 
304(a)(2) shall be instituted promptly and the property seized be placed under the jurisdiction of the court.

seC. 703. [373] reCorDs of INterstate shIpmeNt.

For the purpose of enforcing the provisions of this Act, carriers engaged in interstate commerce, and persons receiving 
food, drugs, devices, tobacco products, or cosmetics in interstate commerce or holding such articles so received, 
shall, upon the request of an officer or employee duly designated by the Secretary, permit such officer or employee, 
at reasonable times, to have access to and to copy all records showing the movement in interstate commerce of any 
food, drug, device, tobacco product, or cosmetic, or the holding thereof during or after such movement, and the 
quantity, shipper, and consignee thereof; and it shall be unlawful for any such carrier or person to fail to permit such 
access to and copying of any such record so requested when such request is accompanied by a statement in writing 
specifying the nature or kind of food, drug, device, tobacco product, or cosmetic to which such request relates, except 
that evidence obtained under this section, or any evidence which is directly or indirectly derived from such evidence, 
shall not be used in a criminal prosecution of the person from whom obtained, and except that carriers shall not be 
subject to the other provisions of this Act by reason of their receipt, carriage, holding, or delivery of food, drugs, 
devices, tobacco products, or cosmetics in the usual course of business as carriers.
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seC. 704. [374] faCtory INspeCtIoN.

(a) —

(1) For purposes of enforcement of this Act, officers or employees duly designated by the Secretary, upon 
presenting appropriate credentials and a written notice to the owner, operator, or agent in charge, are authorized

(A) to enter, at reasonable times, any factory, warehouse, or establishment in which food, drugs, devices, 
tobacco products, or cosmetics are manufactured, processed, packed, or held, for introduction in interstate 
commerce or after such introduction, or to enter any vehicle, being used to transport or hold such food, 
drugs, devices, tobacco products, or cosmetics in interstate commerce; and

(B) to inspect, at reasonable times and within reasonable limits and in a reasonable manner, such factory, 
warehouse, establishment, or vehicle and all pertinent equipment, finished and unfinished materials, 
containers, and labeling therein.

In the case of any person (excluding farms and restaurants) who manufactures, processes, packs, transports, 
distributes, holds, or imports foods, the inspection shall extend to all records and other information described 
in section 414, when the standard for records inspection under paragraph (1) or (2) of section 414(a) applies, 
subject to the limitations established in section 414(d). In the case of any factory, warehouse, establishment, 
or consulting laboratory in which prescription drugs, nonprescription drugs intended for human use, restricted 
devices or tobacco products, are manufactured, processed, packed, or held, inspection shall extend to all things 
therein (including records, files, papers, processes, controls, and facilities) bearing on whether prescription 
drugs, nonprescription drugs intended for human use, restricted devices or tobacco products, which are 
adulterated or misbranded within the meaning of this Act, or which may not be manufactured, introduced into 
interstate commerce, or sold, or offered for sale by reason of any provision of this Act, have been or are being 
manufactured, processed, packed, transported, or held in any such place, or otherwise bearing on violation of 
this Act. No inspection authorized by the preceding sentence or by paragraph (3) shall extend to financial data, 
sales data other than shipment data, pricing data, personnel data (other than data as to qualification of technical 
and professional personnel performing functions subject to this Act), and research data (other than data relating 
to new drugs, antibiotic drugs, devices, and tobacco products and subject to reporting and inspection under 
regulations lawfully issued pursuant to section 505(i) or (k), section 519, section 520(g), or chapter IX and 
data relating to other drugs, devices, or tobacco products which in the case of a new drug would be subject to 
reporting or inspection under lawful regulations issued pursuant to section 505(j)). A separate notice shall be 
given for each such inspection, but a notice shall not be required for each entry made during the period covered 
by the inspection. Each such inspection shall be commenced and completed with reasonable promptness.

(2) The provisions of the third sentence of paragraph (1) shall not apply to —

(A) pharmacies which maintain establishments in conformance with any applicable local laws regulating 
the practice of pharmacy and medicine and which are regularly engaged in dispensing prescription drugs or 
devices, upon prescriptions of practitioners licensed to administer such drugs or devices to patients under 
the care of such practitioners in the course of their professional practice, and which do not, either through 
a subsidiary or otherwise, manufacture, prepare, propagate, compound, or process drugs or devices for sale 
other than in the regular course of their business of dispensing or selling drugs or devices at retail;

(B) practitioners licensed by law to prescribe or administer drugs, or prescribe or use devices, as the case 
may be, and who manufacture, prepare, propagate, compound, or process drugs, or manufacture or process 
devices solely for use in the course of their professional practice;

(C) persons who manufacture, prepare, propagate, compound, or process drugs, or manufacture or process 
devices solely for use in research, teaching, or chemical analysis and not for sale;

(D) such other classes of persons as the Secretary may by regulation exempt from the application of this 
section upon a finding that inspection as applied to such classes of persons in accordance with this section 
is not necessary for the protection of the public health.

(3) An officer or employee making an inspection under paragraph (1) for purposes of enforcing the requirements 
of section 412 applicable to infant formulas shall be permitted, at all reasonable times, to have access to and to 
copy and verify any records —

(A) bearing on whether the infant formula manufactured or held in the facility inspected meets the 
requirements of section 412, or

(B) under section 412.
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(4) —

(A) Any records or other information that the Secretary may inspect under this section from a person 
that owns or operates an establishment that is engaged in the manufacture, preparation, propagation, 
compounding, or processing of a drug shall, upon the request of the Secretary, be provided to the Secretary 
by such person, in advance of or in lieu of an inspection, within a reasonable timeframe, within reasonable 
limits, and in a reasonable manner, and in either electronic or physical form, at the expense of such person. 
The Secretary’s request shall include a sufficient description of the records requested.

(B) Upon receipt of the records requested under subparagraph (A), the Secretary shall provide to the person 
confirmation on receipt.

(C) Nothing in this paragraph supplants the authority of the Secretary to conduct inspections otherwise 
permitted under this Act in order to ensure compliance with this Act.

(b) Upon completion of any such inspection of a factory, warehouse, consulting laboratory, or other establishment, 
and prior to leaving the premises, the officer or employee making the inspection shall give to the owner, operator, or 
agent in charge a report in writing setting forth any conditions or practices observed by him which, in his judgment, 
indicate that any food, drug, device, tobacco product, or cosmetic in such establishment

(1) consists in whole or in part of any filthy, putrid, or decomposed substance, or

(2) has been prepared, packed, or held under unsanitary conditions whereby it may have become contaminated 
with filth, or whereby it may have been rendered injurious to health.

A copy of such report shall be sent promptly to the Secretary.

(c) If the officer or employee making any such inspection of a factory, warehouse, or other establishment has obtained 
any sample in the course of the inspection, upon completion of the inspection and prior to leaving the premises he 
shall give to the owner, operator, or agent in charge a receipt describing the samples obtained.

(d) Whenever in the course of any such inspection of a factory or other establishment where food is manufactured, 
processed, or packed, the officer or employee making the inspection obtains a sample of any such food, and an 
analysis is made of such sample for the purpose of ascertaining whether such food consists in whole or in part of any 
filthy, putrid, or decomposed substance, or is otherwise unfit for food, a copy of the results of such analysis shall be 
furnished promptly to the owner, operator, or agent in charge.

(e) Every person required under section 519 or 520(g) to maintain records and every person who is in charge or 
custody of such records shall, upon request of an officer or employee designated by the Secretary, permit such officer 
or employee at all reasonable times to have access to, and to copy and verify, such records.

(f) —

(1) An accredited person described in paragraph (3) shall maintain records documenting the training qualifications 
of the person and the employees of the person, the procedures used by the person for handling confidential 
information, the compensation arrangements made by the person, and the procedures used by the person to 
identify and avoid conflicts of interest. Upon the request of an officer or employee designated by the Secretary, 
the person shall permit the officer or employee, at all reasonable times, to have access to, to copy, and to verify, 
the records.

(2) Within 15 days after the receipt of a written request from the Secretary to an accredited person described in 
paragraph (3) for copies of records described in paragraph (1), the person shall produce the copies of the records 
at the place designated by the Secretary.

(3) For purposes of paragraphs (1) and (2), an accredited person described in this paragraph is a person who —

(A) is accredited under subsection (g); or

(B) is accredited under section 523.

(g) —

(1) The Secretary shall, subject to the provisions of this subsection, accredit persons for the purpose of conducting 
inspections of establishments that manufacture, prepare, propagate, compound, or process class II or class III 
devices, which inspections are required under section 510(h) or are inspections of such establishments required 
to register under section 510(i). The owner or operator of such an establishment that is eligible under paragraph 
(6) may, from the list published under paragraph (4), select an accredited person to conduct such inspections.
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(2) The Secretary shall publish in the Federal Register criteria to accredit or deny accreditation to persons who 
request to perform the duties specified in paragraph (1). Thereafter, the Secretary shall inform those requesting 
accreditation, within 60 days after the receipt of such request, whether the request for accreditation is adequate 
for review, and the Secretary shall promptly act on the request for accreditation. Any resulting accreditation 
shall state that such person is accredited to conduct inspections at device establishments identified in paragraph 
(1). The accreditation of such person shall specify the particular activities under this subsection for which such 
person is accredited.

(3) An accredited person shall, at a minimum, meet the following requirements:

(A) Such person may not be an employee of the Federal Government.

(B) Such person shall be an independent organization which is not owned or controlled by a manufacturer, 
supplier, or vendor of articles regulated under this Act and which has no organizational, material, or financial 
affiliation (including a consultative affiliation) with such a manufacturer, supplier, or vendor.

(C) Such person shall be a legally constituted entity permitted to conduct the activities for which it seeks 
accreditation.

(D) Such person shall not engage in the design, manufacture, promotion, or sale of articles regulated under 
this Act.

(E) The operations of such person shall be in accordance with generally accepted professional and ethical 
business practices, and such person shall agree in writing that at a minimum the person will —

(i) certify that reported information accurately reflects data reviewed, inspection observations made, 
other matters that relate to or may influence compliance with this Act, and recommendations made 
during an inspection or at an inspection’s closing meeting;

(ii) limit work to that for which competence and capacity are available;

(iii) treat information received, records, reports, and recommendations as confidential commercial or 
financial information or trade secret information, except such information may be made available to 
the Secretary;

(iv) promptly respond and attempt to resolve complaints regarding its activities for which it is accredited; 
and

(v) protect against the use, in carrying out paragraph (1), of any officer or employee of the accredited 
person who has a financial conflict of interest regarding any product regulated under this Act, and 
annually make available to the public disclosures of the extent to which the accredited person, and the 
officers and employees of the person, have maintained compliance with requirements under this clause 
relating to financial conflicts of interest.

(F) Such person shall notify the Secretary of any withdrawal, suspension, restriction, or expiration of 
certificate of conformance with the quality systems standard referred to in paragraph (7) for any device 
establishment that such person inspects under this subsection not later than 30 days after such withdrawal, 
suspension, restriction, or expiration.

(G) Such person may conduct audits to establish conformance with the quality systems standard referred to 
in paragraph (7).

(4) The Secretary shall publish on the Internet site of the Food and Drug Administration a list of persons who are 
accredited under paragraph (2). Such list shall be updated to ensure that the identity of each accredited person, 
and the particular activities for which the person is accredited, is known to the public. The updating of such list 
shall be no later than one month after the accreditation of a person under this subsection or the suspension or 
withdrawal of accreditation, or the modification of the particular activities for which the person is accredited.

(5) —

(A) To ensure that persons accredited under this subsection continue to meet the standards of accreditation, 
the Secretary shall

(i) audit the performance of such persons on a periodic basis through the review of inspection reports 
and inspections by persons designated by the Secretary to evaluate the compliance status of a device 
establishment and the performance of accredited persons, and

(ii) take such additional measures as the Secretary determines to be appropriate.
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(B) The Secretary may withdraw accreditation of any person accredited under paragraph (2), after providing 
notice and an opportunity for an informal hearing, when such person is substantially not in compliance with 
the standards of accreditation, poses a threat to public health, fails to act in a manner that is consistent with 
the purposes of this subsection, or where the Secretary determines that there is a financial conflict of interest 
in the relationship between the accredited person and the owner or operator of a device establishment that 
the accredited person has inspected under this subsection. The Secretary may suspend the accreditation of 
such person during the pendency of the process under the preceding sentence.

(6) —

(A) Subject to subparagraphs (B) and (C), a device establishment is eligible for inspections by persons 
accredited under paragraph (2) if the following conditions are met:

(i) The Secretary classified the results of the most recent inspection of the establishment as “no action 
indicated” or “voluntary action indicated”.

(ii) With respect to inspections of the establishment to be conducted by an accredited person, the owner 
or operator of the establishment submits to the Secretary a notice that

(I) provides the date of the last inspection of the establishment by the Secretary and the classification 
of that inspection;

(II) states the intention of the owner or operator to use an accredited person to conduct inspections 
of the establishment;

(III) identifies the particular accredited person the owner or operator intends to select to conduct 
such inspections; and

(IV) includes a certification that, with respect to the devices that are manufactured, prepared, 
propagated, compounded, or processed in the establishment —

(aa) at least 1 of such devices is marketed in the United States; and

(bb) at least 1 of such devices is marketed, or is intended to be marketed, in 1 or more foreign 
countries, 1 of which countries certifies, accredits, or otherwise recognizes the person 
accredited under paragraph (2) and identified under subclause (III) as a person authorized to 
conduct inspections of device establishments.

(B) —

(i) Except with respect to the requirement of subparagraph (A)(i), a device establishment is deemed to 
have clearance to participate in the program and to use the accredited person identified in the notice 
under subparagraph (A)(ii) for inspections of the establishment unless the Secretary, not later than 30 
days after receiving such notice, issues a response that —

(I) denies clearance to participate as provided under subparagraph (C); or

(II) makes a request under clause (ii).

(ii) The Secretary may request from the owner or operator of a device establishment in response to the 
notice under subparagraph (A)(ii) with respect to the establishment, or from the particular accredited 
person identified in such notice —

(I) compliance data for the establishment in accordance with clause (iii)(I); or

(II) information concerning the relationship between the owner or operator of the establishment 
and the accredited person identified in such notice in accordance with clause (iii)(II).

The owner or operator of the establishment, or such accredited person, as the case may be, shall respond 
to such a request not later than 60 days after receiving such request.

(iii) —

(I) The compliance data to be submitted by the owner or operator of a device establishment 
in response to a request under clause (ii)(I) are data describing whether the quality controls of 
the establishment have been sufficient for ensuring consistent compliance with current good 
manufacturing practice within the meaning of section 501(h) and with other applicable provisions 
of this Act. Such data shall include complete reports of inspectional findings regarding good 
manufacturing practice or other quality control audits that, during the preceding 2-year period, were 
conducted at the establishment by persons other than the owner or operator of the establishment, 
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together with all other compliance data the Secretary deems necessary. Data under the preceding 
sentence shall demonstrate to the Secretary whether the establishment has facilitated consistent 
compliance by promptly correcting any compliance problems identified in such inspections.

(II) A request to an accredited person under clause (ii)(II) may not seek any information that is not 
required to be maintained by such person in records under subsection (f)(1).

(iv) A device establishment is deemed to have clearance to participate in the program and to use the 
accredited person identified in the notice under subparagraph (A)(ii) for inspections of the establishment 
unless the Secretary, not later than 60 days after receiving the information requested under clause (ii), 
issues a response that denies clearance to participate as provided under subparagraph (C).

(C) —

(i) The Secretary may deny clearance to a device establishment if the Secretary has evidence that 
the certification under subparagraph (A)(ii)(IV) is untrue and the Secretary provides to the owner or 
operator of the establishment a statement summarizing such evidence.

(ii) The Secretary may deny clearance to a device establishment if the Secretary determines that the 
establishment has failed to demonstrate consistent compliance for purposes of subparagraph (B)(iii)(I) 
and the Secretary provides to the owner or operator of the establishment a statement of the reasons for 
such determination.

(iii) —

(I) The Secretary may reject the selection of the accredited person identified in the notice under 
subparagraph (A)(ii) if the Secretary provides to the owner or operator of the establishment a 
statement of the reasons for such rejection. Reasons for the rejection may include that the 
establishment or the accredited person, as the case may be, has failed to fully respond to the request, 
or that the Secretary has concerns regarding the relationship between the establishment and such 
accredited person.

(II) If the Secretary rejects the selection of an accredited person by the owner or operator of a 
device establishment, the owner or operator may make an additional selection of an accredited 
person by submitting to the Secretary a notice that identifies the additional selection. Clauses (i) 
and (ii) of subparagraph (B), and subclause (I) of this clause, apply to the selection of an accredited 
person through a notice under the preceding sentence in the same manner and to the same extent as 
such provisions apply to a selection of an accredited person through a notice under subparagraph 
(A)(ii).

(iv) In the case of a device establishment that is denied clearance under clause (i) or (ii) or with respect 
to which the selection of the accredited person is rejected under clause (iii), the Secretary shall designate 
a person to review the statement of reasons, or statement summarizing such evidence, as the case may 
be, of the Secretary under such clause if, during the 30-day period beginning on the date on which 
the owner or operator of the establishment receives such statement, the owner or operator requests 
the review. The review shall commence not later than 30 days after the owner or operator requests the 
review, unless the Secretary and the owner or operator otherwise agree.

(7) —

(A) Persons accredited under paragraph (2) to conduct inspections shall record in writing their inspection 
observations and shall present the observations to the device establishment’s designated representative 
and describe each observation. Additionally, such accredited person shall prepare an inspection report in a 
form and manner designated by the Secretary to conduct inspections, taking into consideration the goals of 
international harmonization of quality systems standards. Any official classification of the inspection shall 
be determined by the Secretary.

(B) At a minimum, an inspection report under subparagraph (A) shall identify the persons responsible for 
good manufacturing practice compliance at the inspected device establishment, the dates of the inspection, 
the scope of the inspection, and shall describe in detail each observation identified by the accredited 
person, identify other matters that relate to or may influence compliance with this Act, and describe any 
recommendations during the inspection or at the inspection’s closing meeting.

(C) An inspection report under subparagraph (A) shall be sent to the Secretary and to the designated 
representative of the inspected device establishment at the same time, but under no circumstances later 
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than three weeks after the last day of the inspection. The report to the Secretary shall be accompanied by all 
written inspection observations previously provided to the designated representative of the establishment.

(D) Any statement or representation made by an employee or agent of a device establishment to a person 
accredited under paragraph (2) to conduct inspections shall be subject to section 1001 of title 18, United 
States Code.

(E) If at any time during an inspection by an accredited person the accredited person discovers a condition 
that could cause or contribute to an unreasonable risk to the public health, the accredited person shall 
immediately notify the Secretary of the identification of the device establishment subject to inspection and 
such condition.

(F) For the purpose of setting risk-based inspectional priorities, the Secretary shall accept voluntary 
submissions of reports of audits assessing conformance with appropriate quality systems standards set by 
the International Organization for Standardization (ISO) and identified by the Secretary in public notice. If 
the owner or operator of an establishment elects to submit audit reports under this subparagraph, the owner 
or operator shall submit all such audit reports with respect to the establishment during the preceding 2-year 
periods.

(8) Compensation for an accredited person shall be determined by agreement between the accredited person and 
the person who engages the services of the accredited person, and shall be paid by the person who engages such 
services.

(9) Nothing in this subsection affects the authority of the Secretary to inspect any device establishment pursuant 
to this Act.

(10) —

(A) For fiscal year 2005 and each subsequent fiscal year, no device establishment may be inspected during 
the fiscal year involved by a person accredited under paragraph (2) if —

(i) of the amounts appropriated for salaries and expenses of the Food and Drug Administration for 
the preceding fiscal year (referred to in this subparagraph as the “first prior fiscal year”), the amount 
obligated by the Secretary for inspections of device establishments by the Secretary was less than the 
adjusted base amount applicable to such first prior fiscal year; and

(ii) of the amounts appropriated for salaries and expenses of the Food and Drug Administration for the 
fiscal year preceding the first prior fiscal year (referred to in this subparagraph as the “second prior 
fiscal year”), the amount obligated by the Secretary for inspections of device establishments by the 
Secretary was less than the adjusted base amount applicable to such second prior fiscal year.

(B) —

(i) Subject to clause (ii), the Comptroller General of the United States shall determine the amount 
that was obligated by the Secretary for fiscal year 2002 for compliance activities of the Food and 
Drug Administration with respect to devices (referred to in this subparagraph as the “compliance 
budget”), and of such amount, the amount that was obligated for inspections by the Secretary of device 
establishments (referred to in this subparagraph as the “inspection budget”).

(ii) For purposes of determinations under clause (i), the Comptroller General shall not include in 
the compliance budget or the inspection budget any amounts obligated for inspections of device 
establishments conducted as part of the process of reviewing applications under section 515.

(iii) Not later than March 31, 2003, the Comptroller General shall complete the determinations required 
in this subparagraph and submit to the Secretary and the Congress a report describing the findings made 
through such determinations.

(C) For purposes of this paragraph:

(i) The term “base amount” means the inspection budget determined under subparagraph (B) for fiscal 
year 2002.

(ii) The term “adjusted base amount”, in the case of applicability to fiscal year 2003, means an amount 
equal to the base amount increased by 5 percent.

(iii) The term “adjusted base amount”, with respect to applicability to fiscal year 2004 or any subsequent 
fiscal year, means the adjusted base amount applicable to the preceding year increased by 5 percent.
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(11) The authority provided by this subsection terminates on October 1, 2017 2022.

(12) No later than four years after the enactment of this subsection the Comptroller General shall report to the 
Committee on Energy and Commerce of the House of Representatives and the Committee on Health, Education, 
Labor and Pensions of the Senate —

(A) the number of inspections conducted by accredited persons pursuant to this subsection and the number 
of inspections conducted by Federal employees pursuant to section 510(h) and of device establishments 
required to register under section 510(i);

(B) the number of persons who sought accreditation under this subsection, as well as the number of persons 
who were accredited under this subsection;

(C) the reasons why persons who sought accreditation, but were denied accreditation, were denied;

(D) the number of audits conducted by the Secretary of accredited persons, the quality of inspections 
conducted by accredited persons, whether accredited persons are meeting their obligations under this Act, 
and whether the number of audits conducted is sufficient to permit these assessments;

(E) whether this subsection is achieving the goal of ensuring more information about device establishment 
compliance is being presented to the Secretary, and whether that information is of a quality consistent with 
information obtained by the Secretary pursuant to inspections conducted by Federal employees;

(F) whether this subsection is advancing efforts to allow device establishments to rely upon third-party 
inspections for purposes of compliance with the laws of foreign governments; and

(G) whether the Congress should continue, modify, or terminate the program under this subsection.

(13) The Secretary shall include in the annual report required under section 1003(g) the names of all accredited 
persons and the particular activities under this subsection for which each such person is accredited and the name 
of each accredited person whose accreditation has been withdrawn during the year.

(14) Notwithstanding any provision of this subsection, this subsection does not have any legal effect on any 
agreement described in section 803(b) between the Secretary and a foreign country.

(15) — 

(A) Notwithstanding any other provision of this subsection, the Secretary may recognize auditing 
organizations that are recognized by organizations established by governments to facilitate international 
harmonization for purposes of conducting inspections of —

(i) establishments that manufacture, prepare, propagate, compound, or process devices (other than types 
of devices licensed under section 351 of the Public Health Service Act), as required under section 
510(h); or

(ii) establishments required to register pursuant to section 510(i).

(B) Nothing in this paragraph affects —

(i) the authority of the Secretary to inspect any device establishment pursuant to this Act; or

(ii) the authority of the Secretary to determine the official classification of an inspection.

(h) — 

(1) In the case of inspections other than for-cause inspections, the Secretary shall review processes and standards 
applicable to inspections of domestic and foreign device establishments in effect as of the date of the enactment 
of this subsection, and update such processes and standards through the adoption of uniform processes and 
standards applicable to such inspections. Such uniform processes and standards shall provide for —

(A) exceptions to such processes and standards, as appropriate;

(B) announcing the inspection of the establishment within a reasonable time before such inspection occurs, 
including by providing to the owner, operator, or agent in charge of the establishment a notification regarding 
the type and nature of the inspection;

(C) a reasonable estimate of the timeframe for the inspection, an opportunity for advance communications 
between the officers or employees carrying out the inspection under subsection (a)(1) and the owner, operator, 
or agent in charge of the establishment concerning appropriate working hours during the inspection, and, to 
the extent feasible, advance notice of some records that will be requested; and
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(D) regular communications during the inspection with the owner, operator, or agent in charge of the 
establishment regarding inspection status, which may be recorded by either party with advance notice and 
mutual consent.

(2) —

(A) The Secretary shall, with respect to a request described in subparagraph (B), provide nonbinding 
feedback with respect to such request not later than 45 days after the Secretary receives such request.

(B) A request described in this subparagraph is a request for feedback —

(i) that is made by the owner, operator, or agent in charge of such establishment in a timely manner; and

(ii) with respect to actions proposed to be taken by a device establishment in a response to a report 
received by such establishment pursuant to subsection (b) that involve a public health priority, that 
implicate systemic or major actions, or relate to emerging safety issues (as determined by the Secretary).

(3) Nothing in this subsection affects the authority of the Secretary to conduct inspections otherwise permitted 
under this Act in order to ensure compliance with this Act.

seC. 705. [375] pUBLICIty.

(a) The Secretary shall cause to be published from time to time reports summarizing all judgments, decrees, and 
court orders which have been rendered under this Act, including the nature of the charge and the disposition thereof.

(b) The Secretary may also cause to be disseminated information regarding food, drugs, devices, tobacco products, 
or cosmetics in situations involving, in the opinion of the Secretary, imminent danger to health, or gross deception 
of the consumer. Nothing in this section shall be construed to prohibit the Secretary from collecting, reporting, and 
illustrating the results of the investigations of the Department.

seC. 706. [376] seafooD INspeCtIoN.

The Secretary, upon application of any packer of any seafood for shipment or sale within the jurisdiction of this Act, 
may, at his discretion, designate inspectors to examine and inspect such food and the production, packing, and labeling 
thereof. If on such examination and inspection compliance is found with the provisions of this Act and regulations 
promulgated thereunder, the applicant shall be authorized or required to mark the food as provided by regulation 
to show such compliance. Services under this section shall be rendered only upon payment by the applicant of fees 
fixed by regulation in such amounts as may be necessary to provide, equip, and maintain an adequate and efficient 
inspection service. Receipts from such fees shall be covered into the Treasury and shall be available to the Secretary 
for expenditures incurred in carrying out the purposes of this section, including expenditures for salaries of additional 
inspectors when necessary to supplement the number of inspectors for whose salaries Congress has appropriated. The 
Secretary is hereby authorized to promulgate regulations governing the sanitary and other conditions under which the 
service herein provided shall be granted and maintained and for otherwise carrying out the purposes of this section. 
Any person who forges, counterfeits, simulates, or falsely represents, or without proper authority uses any mark, 
stamp, tag, label, or other identification devices authorized or required by the provisions of this section or regulations 
thereunder, shall be guilty of a misdemeanor, and shall on conviction thereof be subject to imprisonment for not more 
than one year or a fine of not less than $1,000 nor more than $5,000 or both such imprisonment and fine.

seC. 707. [378] aDVertIsING of CertaIN fooDs.

(a) —

(1) Except as provided in subsection (c), before the Secretary may initiate any action under chapter III —

(A) with respect to any food which the Secretary determines is misbranded under section 403(a)(2) because 
of its advertising, or

(B) with respect to a food’s advertising which the Secretary determines causes the food to be so misbranded, 
the Secretary shall, in accordance with paragraph (2), notify in writing the Federal Trade Commission 
of the action the Secretary proposes to take respecting such food or advertising.

(2) The notice required by paragraph (1) shall —

(A) contain
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(i) a description of the action the Secretary proposes to take and of the advertising which the Secretary 
has determined causes a food to be misbranded,

(ii) a statement of the reasons for the Secretary’s determination that such advertising has caused such 
food to be misbranded, and

(B) be accompanied by the records, documents, and other written materials which the Secretary determines 
supports his determination that such food is misbranded because of such advertising.

(b) —

(1) If the Secretary notifies the Federal Trade Commission under subsection (a) of action proposed to be taken 
under chapter III with respect to a food or food advertising and the Commission notifies the Secretary in writing, 
within the 30-day period beginning on the date of the receipt of such notice, that —

(A) it has initiated under the Federal Trade Commission Act an investigation of such advertising to determine 
if it is prohibited by such Act or any order or rule under such Act,

(B) it has commenced (or intends to commence) a civil action under section 5, 13, or 19 with respect to such 
advertising or the Attorney General has commenced (or intends to commence) a civil action under section 
5 with respect to such advertising,

(C) it has issued and served (or intends to issue and serve) a complaint under section 5(b) of such Act 
respecting such advertising, or

(D) pursuant to section 16(b) of such Act it has made a certification to the Attorney General respecting such 
advertising,

the Secretary may not, except as provided by paragraph (2), initiate the action described in the Secretary’s notice 
to the Federal Trade Commission.

(2) If, before the expiration of the 60-day period beginning on the date the Secretary receives a notice described 
in paragraph (1) from the Federal Trade Commission in response to a notice of the Secretary under subsection 
(a) —

(A) the Commission or the Attorney General does not commence a civil action described in subparagraph 
(B) of paragraph (1) of this subsection respecting the advertising described in the Secretary’s notice,

(B) the Commission does not issue and serve a complaint described in subparagraph (C) of such paragraph 
respecting such advertising, or

(C) the Commission does not (as described in subparagraph (D) of such paragraph) make a certification to 
the Attorney General respecting such advertising, or, if the Commission does make such a certification to 
the Attorney General respecting such advertising, the Attorney General, before the expiration of such period, 
does not cause appropriate criminal proceedings to be brought against such advertising, the Secretary may, 
after the expiration of such period, initiate the action described in the notice to the Commission pursuant 
to subsection (a). The Commission shall promptly notify the Secretary of the commencement by the 
Commission of such a civil action, the issuance and service by it of such a complaint, or the causing 
by the Attorney General of criminal proceedings to be brought against such advertising.

(c) The requirements of subsections (a) and (b) do not apply with respect to action under chapter III with respect to 
any food or food advertising if the Secretary determines that such action is required to eliminate an imminent hazard 
to health.

(d) For the purpose of avoiding unnecessary duplication, the Secretary shall coordinate any action taken under 
chapter III because of advertising which the Secretary determines causes a food to be misbranded with any action of 
the Federal Trade Commission under the Federal Trade Commission Act with respect to such advertising.

seC. 708. [379] CoNfIDeNtIaL INformatIoN.

(a) CoNtraCtors. — The Secretary may provide any information which is exempt from disclosure pursuant to 
subsection (a) of section 552 of title 5, United States Code, by reason of subsection (b)(4) of such section to a person 
other than an officer or employee of the Department if the Secretary determines such other person requires the 
information in connection with an activity which is undertaken under contract with the Secretary, which relates to the 
administration of this Act, and with respect to which the Secretary (or an officer or employee of the Department) is 
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not prohibited from using such information. The Secretary shall require as a condition to the provision of information 
under this section that the person receiving it take such security precautions respecting the information as the 
Secretary may by regulation prescribe.

(b) aBILIty to reCeIVe aND proteCt CoNfIDeNtIaL INformatIoN oBtaINeD from foreIGN GoVerNmeNts. —

(1) IN GeNeraL. — The Secretary shall not be required to disclose under section 552 of title 5, United States 
Code (commonly referred to as the “Freedom of Information Act”), or any other provision of law, any information 
relating to drugs obtained from a foreign government agency, if —

(A) the information concerns the inspection of a facility, is part of an investigation, alerts the United States 
to the potential need for an investigation, or concerns a drug that has a reasonable probability of causing 
serious adverse health consequences or death to humans or animals;

(B) the information is provided or made available to the United States Government voluntarily on the 
condition that it not be released to the public; and

(C) the information is covered by, and subject to, a written agreement between the Secretary and the foreign 
government.

(2) tIme LImItatIoNs. — The written agreement described in paragraph (1)(C) shall specify the time period 
for which paragraph (1) shall apply to the voluntarily disclosed information. Paragraph (1) shall not apply with 
respect to such information after the date specified in such agreement, but all other applicable legal protections, 
including the provisions of section 552 of title 5, United States Code, and section 319L(e)(1) of the Public Health 
Service Act, as applicable, shall continue to apply to such information. If no date is specified in the written 
agreement, paragraph (1) shall not apply with respect to such information for a period of more than 36 months.

(3) DIsCLosUres Not affeCteD. — Nothing in this section authorizes any official to withhold, or to authorize 
the withholding of, information from Congress or information required to be disclosed pursuant to an order of a 
court of the United States.

(4) reLatIoN to other Law. — For purposes of section 552 of title 5, United States Code, this subsection shall 
be considered a statute described in subsection (b)(3)(B) of such section 552.

(c) aUthorIty to eNter INto memoraNDa of UNDerstaNDING for pUrposes of INformatIoN eXChaNGe. — 
The Secretary may enter into written agreements to provide information referenced in section 301(j) to foreign 
governments subject to the following criteria:

(1) CertIfICatIoN. — The Secretary may enter into a written agreement to provide information under this 
subsection to a foreign government only if the Secretary has certified such government as having the authority 
and demonstrated ability to protect trade secret information from disclosure. Responsibility for this certification 
shall not be delegated to any officer or employee other than the Commissioner of Food and Drugs.

(2) WrItteN aGreemeNt. — The written agreement to provide information to the foreign government under this 
subsection shall include a commitment by the foreign government to protect information exchanged under this 
subsection from disclosure unless and until the sponsor gives written permission for disclosure or the Secretary 
makes a declaration of a public health emergency pursuant to section 319 of the Public Health Service Act that 
is relevant to the information.

(3) INformatIoN eXChaNGe. — The Secretary may provide to a foreign government that has been certified under 
paragraph (1) and that has executed a written agreement under paragraph (2) information referenced in section 
301(j) in only the following circumstances:

(A) Information concerning the inspection of a facility may be provided to a foreign government if —

(i) the Secretary reasonably believes, or the written agreement described in paragraph (2) establishes, 
that the government has authority to otherwise obtain such information; and

(ii) the written agreement executed under paragraph (2) limits the recipient’s use of the information to 
the recipient’s civil regulatory purposes.

(B) Information not described in subparagraph (A) may be provided as part of an investigation, or to alert 
the foreign government to the potential need for an investigation, if the Secretary has reasonable grounds to 
believe that a drug has a reasonable probability of causing serious adverse health consequences or death to 
humans or animals.

(4) effeCt of sUBseCtIoN. — Nothing in this subsection affects the ability of the Secretary to enter into any 
written agreement authorized by other provisions of law to share confidential information.
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seC. 709. [379a] presUmptIoN.

In any action to enforce the requirements of this Act respecting a device, tobacco product, food, drug, or cosmetic the 
connection with interstate commerce required for jurisdiction in such action shall be presumed to exist.

seC. 710. [379b] CoNsoLIDateD aDmINIstratIVe aND LaBoratory faCILIty.

(a) aUthorIty. — The Secretary, in consultation with the Administrator of the General Services Administration, 
shall enter into contracts for the design, construction, and operation of a consolidated Food and Drug Administration 
administrative and laboratory facility.

(b) awarDING of CoNtraCt. — The Secretary shall solicit contract proposals under subsection (a) from interested 
parties. In awarding contracts under such subsection, the Secretary shall review such proposals and give priority to 
those alternatives that are the most cost effective for the Federal Government and that allow for the use of donated 
land, federally owned property, or lease-purchase arrangements. A contract under this subsection shall not be entered 
into unless such contract results in a net cost savings to the Federal Government over the duration of the contract, as 
compared to the Government purchase price including borrowing by the Secretary of the Treasury.

(c) DoNatIoNs. — In carrying out this section, the Secretary shall have the power, in connection with real property, 
buildings, and facilities, to accept on behalf of the Food and Drug Administration gifts or donations of services or 
property, real or personal, as the Secretary determines to be necessary.

(d) aUthorIzatIoN of approprIatIoNs. —  There are authorized to be appropriated to carry out this section 
$100,000,000 for fiscal year 1991, and such sums as may be necessary for each of the subsequent fiscal years, 
to remain available until expended.

seC. 711. [379d] aUtomatIoN of fooD aND DrUG aDmINIstratIoN.

(a) IN GeNeraL. — The Secretary, acting through the Commissioner of Food and Drugs, shall automate appropriate 
activities of the Food and Drug Administration to ensure timely review of activities regulated under this Act.

(b) aUthorIzatIoN of approprIatIoNs. — There are authorized to be appropriated each fiscal year such sums as are 
necessary to carry out this section.

seC. 712. [379d-1] CoNfLICts of INterest.

(a) DefINItIoNs. — For purposes of this section:

(1) aDVIsory CommIttee. — The term “advisory committee” means an advisory committee under the Federal 
Advisory Committee Act that provides advice or recommendations to the Secretary regarding activities of the 
Food and Drug Administration.

(2) fINaNCIaL INterest. — The term “financial interest” means a financial interest under section 208(a) of title 
18, United States Code.

(b) reCrUItmeNt for aDVIsory CommIttees. —

(1) IN GeNeraL. — The Secretary shall —

(A) develop and implement strategies on effective outreach to potential members of advisory committees at 
universities, colleges, other academic research centers, professional and medical societies, and patient and 
consumer groups;

(B) seek input from professional medical and scientific societies to determine the most effective informational 
and recruitment activities;

(C) at least every 180 days, request referrals for potential members of advisory committees from a variety 
of stakeholders, including —

(i) product developers, patient groups, and disease advocacy organizations; and

(ii) relevant —

(I) professional societies;

(II) medical societies;

(III) academic organizations; and

(IV) governmental organizations; and
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(D) in carrying out subparagraphs (A) and (B), take into account the levels of activity (including the numbers 
of annual meetings) and the numbers of vacancies of the advisory committees.

(2) reCrUItmeNt aCtIVItIes. — The recruitment activities under paragraph (1) may include—

(A) advertising the process for becoming an advisory committee member at medical and scientific society 
conferences;

(B) making widely available, including by using existing electronic communications channels, the 
contact information for the Food and Drug Administration point of contact regarding advisory committee 
nominations; and

(C) developing a method through which an entity receiving funding from the National Institutes of Health, 
the Agency for Healthcare Research and Quality, the Centers for Disease Control and Prevention, or the 
Veterans Health Administration can identify a person who the Food and Drug Administration can contact 
regarding the nomination of individuals to serve on advisory committees.

(3) eXpertIse. — In carrying out this subsection, the Secretary shall seek to ensure that the Secretary has access 
to the most current expert advice.

(c) DIsCLosUre of DetermINatIoNs aND CertIfICatIoNs. — Notwithstanding section 107(a)(2) of the Ethics in 
Government Act of 1978, the following shall apply:

(1) 15 or more Days IN aDVaNCe. — As soon as practicable, but (except as provided in paragraph (2)) not later 
than 15 days prior to a meeting of an advisory committee to which a written determination as referred to in 
section 208(b)(1) of title 18, United States Code, a written certification as referred to in section 208(b)(3) of such 
title, or a waiver as referred to in paragraph (2)(b) applies, the Secretary shall disclose (other than information 
exempted from disclosure under section 552 or section 552a of title 5, United States Code (popularly known as 
the Freedom of Information Act and the Privacy Act of 1974, respectively)) on the Internet Web site of the Food 
and Drug Administration—

(A) the type, nature, and magnitude of the financial interests of the advisory committee member to which 
such determination or certification applies; and

(B) the reasons of the Secretary for such determination or certification, including, as appropriate, the public 
health interest in having the expertise of the member with respect to the particular matter before the advisory 
committee.

(2) Less thaN 30 Days IN aDVaNCe. — In the case of a financial interest that becomes known to the Secretary 
less than 30 days prior to a meeting of an advisory committee to which a written determination as referred to 
in section 208(b)(1) of title 18, United States Code, or a written certification as referred to in section 208(b) 
(3) of such title applies, the Secretary shall disclose (other than information exempted from disclosure under 
section 552 or 552a of title 5, United States Code) on the Internet Web site of the Food and Drug Administration, 
the information described in subparagraphs (A) and (B) as soon as practicable after the Secretary makes such 
determination or certification, but in no case later than the date of such meeting.

(d) pUBLIC reCorD. — The Secretary shall ensure that the public record and transcript of each meeting of an advisory 
committee includes the disclosure required under subsection (c)(3) (other than information exempted from disclosure 
under section 552 of title 5, United States Code, and section 552a of title 5, United States Code).

(e) ANNUaL Report. —

(1) IN GeNeraL. — Not later than February 1 of each year, the Secretary shall submit to the Committee on 
Appropriations and the Committee on Health, Education, Labor, and Pensions of the Senate, and the Committee 
on Appropriations and the Committee on Energy and Commerce of the House of Representatives a report that 
describes—

(A) with respect to the fiscal year that ended on September 30 of the previous year, the number of persons 
nominated for participation at meetings for each advisory committee, the number of persons so nominated, 
and willing to serve, the number of vacancies on each advisory committee, the number of persons contacted 
for service as members on each advisory committee meeting for each advisory committee who did not 
participate because of the potential for such participation to constitute a disqualifying financial interest 
under section 208 of title 18, United States Code;

(B) with respect to such year, the number of persons contacted for service as members for each advisory 
committee meeting for each advisory committee who did not participate because of reasons other than the 
potential for such participation to constitute a disqualifying financial interest under section 208 of title 18, 
United States Code;
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(C) with respect to such year, the number of members attending meetings for each advisory committee; and

(D) with respect to such year, the aggregate number of disclosures required under subsection (d) and the 
percentage of individuals to whom such disclosures did not apply who served on such committee.

(2) pUBLIC aVaILaBILIty — Not later than 30 days after submitting any report under paragraph (1) to the 
committees specified in such paragraph, the Secretary shall make each such report available to the public.

(f) perIoDIC reVIew of GUIDaNCe. — Not less than once every 5 years, the Secretary shall —

(1) review guidance of the Food and Drug Administration with respect to advisory committees regarding 
disclosure of conflicts of interest and the application of section 208 of title 18, United States Code; and

(2) update such guidance as necessary to ensure that the Food and Drug Administration receives appropriate 
access to needed scientific expertise, with due consideration of the requirements of such section 208.

(g) GUIDaNCe oN reporteD DIsCLoseD fINaNCIaL INterest or INVoLVemeNt. — The Secretary shall issue guidance 
that describes how the Secretary reviews the financial interests and involvement of advisory committee members 
that are disclosed under subsection (c) but that the Secretary determines not to meet the definition of a disqualifying 
interest under section 208 of title 18, United States Code for the purposes of participating in a particular matter.

seC. 713. [379d-2] poLICy oN the reVIew aND CLearaNCe of sCIeNtIfIC artICLes pUBLIsheD By FDA empLoyees.

(a) DefINItIoN. — In this section, the term “article” means a paper, poster, abstract, book, book chapter, or other 
published writing.

(b) poLICIes. — The Secretary, through the Commissioner of Food and Drugs, shall establish and make publicly 
available clear written policies to implement this section and govern the timely submission, review, clearance, and 
disclaimer requirements for articles.

(c) tImING of sUBmIssIoN for reVIew. — If an officer or employee, including a Staff Fellow and a contractor who 
performs staff work, of the Food and Drug Administration is directed by the policies established under subsection 
(b) to submit an article to the supervisor of such officer or employee, or to some other official of the Food and Drug 
Administration, for review and clearance before such officer or employee may seek to publish or present such an 
article at a conference, such officer or employee shall submit such article for such review and clearance not less than 
30 days before submitting the article for publication or presentation.

(d) tImING for reVIew aND CLearaNCe. — The supervisor or other reviewing official shall review such article and 
provide written clearance, or written clearance on the condition of specified changes being made, to such officer or 
employee not later than 30 days after such officer or employee submitted such article for review.

(e) NoN-tImeLy reVIew. — If, 31 days after such submission under subsection (c), the supervisor or other reviewing 
official has not cleared or has not reviewed such article and provided written clearance, such officer or employee 
may consider such article not to have been cleared and may submit the article for publication or presentation with an 
appropriate disclaimer as specified in the policies established under subsection (b).

(f) effeCt. — Nothing in this section shall be construed as affecting any restrictions on such publication or 
presentation provided by other provisions of law.

seC. 714. [379d-3] streamLINeD hIrING aUthorIty.

(a) IN GeNeraL. — In addition to any other personnel authorities under other provisions of law, the Secretary may, 
without regard to the provisions of title 5, United States Code, governing appointments in the competitive service, 
appoint employees to positions in the Food and Drug Administration to perform, administer, or support activities 
described in subsection (b), if the Secretary determines that such appointments are needed to achieve the objectives 
specified in subsection (c).

(b) aCtIVItIes DesCrIBeD. — The activities described in this subsection are —

(1) activities under this Act related to the process for the review of device applications (as defined in section 
737(8)(9)); and

(2) activities under this Act related to human generic drug activities (as defined in section 744A).

(c) oBjeCtIVes speCIfIeD. — The objectives specified in this subsection are —

(1) with respect to the activities under subsection (b)(1), the goals referred to in section 738A(a)(1); and

(2) with respect to the activities under subsection (b)(2), the goals referred to in section 744C(a).
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(d) INterNaL CoNtroLs. — The Secretary shall institute appropriate internal controls for appointments under this 
section.

(e) sUNset. — The authority to appoint employees under this section shall terminate on the date that is 3 years after 
the date of enactment of this section.

seC. 714a. [379d-3a] hIrING aUthorIty for sCIeNtIfIC, teChNICaL, aND professIoNaL persoNNeL.

(a) IN GeNeraL.—The Secretary may, notwithstanding title 5, United States Code, governing appointments in the 
competitive service, appoint outstanding and qualified candidates to scientific, technical, or professional positions that 
support the development, review, and regulation of medical products. Such positions shall be within the competitive 
service.

(b) CompeNsatIoN.—

(1) IN GeNeraL.—Notwithstanding any other provision of law, including any requirement with respect to General 
Schedule pay rates under sub-chapter III of chapter 53 of title 5, United States Code, and consistent with the 
requirements of paragraph (2), the Commissioner of Food and Drugs may determine and set—

(A) the annual rate of pay of any individual appointed under subsection (a); and

(B) for purposes of retaining qualified employees, the annual rate of pay for any qualified scientific, 
technical, or professional personnel appointed to a position described in sub- section (a) before the date of 
enactment of the 21st Century Cures Act [December 13, 2016 —Ed.].

(2) LImItatIoN.—The annual rate of pay established pursuant to paragraph (1) may not exceed the amount of 
annual compensation (excluding expenses) specified in section 102 of title 3, United States Code.

(3) pUBLIC aVaILaBILIty.—The annual rate of pay provided to an individual in accordance with this section shall 
be publicly available information. 

(c) rULe of CoNstrUCtIoN.—The Authorities under this section shall not be construed to affect the authority provided 
under section 714.

(d) report oN worKforCe pLaNNING.—

(1) IN GeNeraL.—Not later than 18 months after the date of enactment of the 21st Century Cures Act [December 
13, 2016 —Ed.], the Secretary shall submit a report on workforce planning to the Committee on Health, 
Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of 
Representatives that examines the extent to which the Food and Drug Administration has a critical need for 
qualified individuals for scientific, technical, or professional positions, including—

(A) an analysis of the workforce needs at the Food and Drug Administration and the Secretary’s strategic 
plan for addressing such needs, including through use of the authority under this section; and

(B) a recruitment and retention plan for hiring qualified scientific, technical, and professional candidates, 
which may include the use of— 

(i) recruitment through nongovernmental recruitment or placement agencies;

(ii) recruitment through academic institutions;

(iii) recruitment or hiring bonuses, if applicable;

(iv) recruitment using targeted direct hiring authorities; and

(v) retention of qualified scientific, technical, and professional employees using the authority under this 
section, or other applicable authorities of the Secretary.

(2) reCommeNDatIoNs.—The report under paragraph (1) may include the recommendations of the Commissioner 
of Food and Drugs that would help the Food and Drug Administration to better recruit and retain qualified 
individuals for scientific, technical, or professional positions at the agency.

seC. 715. [379d-4] reportING reqUIremeNts.

(a) GeNerIC DrUGs. — Beginning with fiscal year 2013 and ending after fiscal year 2017, not later than 120 days 
after the end of each fiscal year for which fees are collected under part 7 of subchapter C, the Secretary shall prepare 
and submit to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy 
and Commerce of the House of Representatives a report concerning, for all applications for approval of a generic 
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drug under section 505(j), amendments to such applications, and prior approval supplements with respect to such 
applications filed in the previous fiscal year —

(1) the number of such applications that met the goals identified for purposes of part 7 of subchapter C, in 
the letters from the Secretary of Health and Human Services to the Chairman of the Committee on Health, 
Education, Labor, and Pensions of the Senate and the Chairman of the Committee on Energy and Commerce of 
the House of Representatives, as set forth in the Congressional Record;

(2) the average total time to decision by the Secretary for applications for approval of a generic drug under section 
505(j), amendments to such applications, and prior approval supplements with respect to such applications filed 
in the previous fiscal year, including the number of calendar days spent during the review by the Food and Drug 
Administration and the number of calendar days spent by the sponsor responding to a complete response letter.

(3) the total number of applications under section 505(j), amendments to such applications, and prior approval 
supplements with respect to such applications that were pending with the Secretary for more than 10 months on 
the date of enactment of the Food and Drug Administration Safety and Innovation Act; and

(4) the number of applications described in paragraph (3) on which the Food and Drug Administration took final 
regulatory action in the previous fiscal year.

(b) BIosImILar BIoLoGICaL proDUCts. —

(1) IN GeNeraL. — Beginning with fiscal year 2014, not later than 120 days after the end of each fiscal year for 
which fees are collected under part 8 of subchapter C, the Secretary shall prepare and submit to the Committee 
on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the 
House of Representatives a report concerning —

(A) the number of applications for approval filed under section 351(k) of the Public Health Service Act; and

(B) the percentage of applications described in subparagraph (A) that were approved by the Secretary.

(2) aDDItIoNaL INformatIoN. — As part of the performance report described in paragraph (1), the Secretary 
shall include an explanation of how the Food and Drug Administration is managing the biological product review 
program to ensure that the user fees collected under part 2 are not used to review an application under section 
351(k) of the Public Health Service Act.

sUBChapter B — CoLors

seC. 721. [379e] LIstING aND CertIfICatIoN of CoLor aDDItIVes for fooDs, DrUGs, aND CosmetICs.

(a) WheN CoLor aDDItIVes DeemeD UNsafe. — A color additive shall, with respect to any particular use (for which 
it is being used or intended to be used or is represented as suitable) in or on food or drugs or devices or cosmetics be 
deemed unsafe for the purposes of the application of section 402(c), section 501(a)(4), or section 601(e), as the case 
may be unless —

(1) —

(A) there is in effect, and such additive and such use are in conformity with, a regulation issued under 
subsection (b) of this section listing such additive for such use, including any provision of such regulation 
prescribing the conditions under which such additive may be safely used, and

(B) such additive either

(i) is from a batch certified, in accordance with regulations issued pursuant to subsection (c), for such 
use, or

(ii) has, with respect to such use, been exempted by the Secretary from the requirement of certification; 
or

(2) such additive and such use thereof conform to the terms of an exemption which is in effect pursuant to 
subsection (f) of this section.

While there are in effect regulations under subsections (b) and (c) of this section relating to a color additive or 
an exemption pursuant to subsection (f) with respect to such additive, an article shall not, by reason of bearing 
or containing such additive in all respects in accordance with such regulations or such exemption, be considered 
adulterated within the meaning of clause (1) of section 402(a) if such article is a food, or within the meaning of 
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section 601(a) if such article is a cosmetic other than a hair dye (as defined in the last sentence of section 601(a)). A 
color additive for use in or on a device shall be subject to this section only if the color additive comes in direct contact 
with the body of man or other animals for a significant period of time. The Secretary may by regulation designate the 
uses of color additives in or on devices which are subject to this section.

(b) LIstING of CoLors.

(1) The Secretary shall, by regulation, provide for separately listing color additives for use in or on food, color 
additives for use in or on drugs or devices, and color additives for use in or on cosmetics, if and to the extent 
that such additives are suitable and safe for any such use when employed in accordance with such regulations.

(2) —

(A) Such regulations may list any color additive for use generally in or on food, or in or on drugs or devices, 
or in or on cosmetics, if the Secretary finds that such additive is suitable and may safely be employed for 
such general use.

(B) If the data before the Secretary do not establish that the additive satisfies the requirements for listing 
such additive on the applicable list pursuant to subparagraph (A) of this paragraph, or if the proposal is for 
listing such additive for a more limited use or uses, such regulations may list such additive only for any more 
limited use or uses for which it is suitable and may safely be employed.

(3) Such regulations shall, to the extent deemed necessary by the Secretary to assure the safety of the use or uses 
for which a particular color additive is listed, prescribe the conditions under which such additive may be safely 
employed for such use or uses (including, but not limited to, specifications, hereafter in this section referred to 
as tolerance limitations, as to the maximum quantity or quantities which may be used or permitted to remain in 
or on the article or articles in or on which it is used; specifications as to the manner in which such additive 
may be added to or used in or on such article or articles; and directions or other labeling or packaging 
requirements for such additive).

(4) The Secretary shall not list a color additive under this section for a proposed use unless the data before him 
establish that such use, under the conditions of use specified in the regulations, will be safe: Provided, however, 
That a color additive shall be deemed to be suitable and safe for the purpose of listing under this subsection for 
use generally in or on food, while there is in effect a published finding of the Secretary declaring such substance 
exempt from the term “food additive” because of its being generally recognized by qualified experts as safe for 
its intended use, as provided in section 201(s).

(5) —

(A) In determining, for the purposes of this section, whether a proposed use of a color additive is safe, the 
Secretary shall consider, among other relevant factors—

(i) the probable consumption of, or other relevant exposure from, the additive and of any substance 
formed in or on food, drugs or devices, or cosmetics because of the use of the additive;

(ii) the cumulative effect, if any, of such additive in the diet of man or animals, taking into account the 
same or any chemically or pharmacologically related substance or substances in such diet;

(iii) safety factors which, in the opinion of experts qualified by scientific training and experience to 
evaluate the safety of color additives for the use or uses for which the additive is proposed to be listed, 
are generally recognized as appropriate for the use of animal experimentation data; and

(iv) the availability of any needed practicable methods of analysis for determining the identity and 
quantity of

(I) the pure dye and all intermediates and other impurities contained in such color additive,

(II) such additive in or on any article of food, drug or devices, or cosmetic, and

(III) any substance formed in or on such article because of the use of such additive.

(B) A color additive

(i) shall be deemed unsafe, and shall not be listed, for any use which will or may result in ingestion of 
all or part of such additive, if the additive is found by the Secretary to induce cancer when ingested by 
man or animal, or if it is found by the Secretary, after tests which are appropriate for the evaluation of 
the safety of additives for use in food, to induce cancer in man or animal, and
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(ii) shall be deemed unsafe, and shall not be listed, for any use which will not result in ingestion of any 
part of such additive, if, after tests which are appropriate for the evaluation of the safety of additives for 
such use, or after other relevant exposure of man or animal to such additive, it is found by the Secretary 
to induce cancer in man or animal:

Provided, [t]hat clause (i) of this subparagraph (B) shall not apply with respect to the use of a color additive 
as an ingredient of feed for animals which are raised for food production, if the Secretary finds that, under 
the conditions of use and feeding specified in proposed labeling and reasonably certain to be followed in 
practice, such additive will not adversely affect the animals for which such feed is intended, and that no 
residue of the additive will be found (by methods of examination prescribed or approved by the Secretary by 
regulations, which regulations shall not be subject to subsection (d)) in any edible portion of such animals 
after slaughter or in any food yielded by or derived from the living animal.

(C) —

(i) In any proceeding for the issuance, amendment, or repeal of a regulation listing a color additive, 
whether commenced by a proposal of the Secretary on his own initiative or by a proposal contained 
in a petition, the petitioner, or any other person who will be adversely affected by such proposal or 
by the Secretary’s order issued in accordance with paragraph (1) of section 701(e) if placed in effect, 
may request, within the time specified in this subparagraph, that the petition or order thereon, or the 
Secretary’s proposal, be referred to an advisory committee for a report and recommendations with 
respect to any matter arising under subparagraph (B) of this paragraph, which is involved in such 
proposal or order and which requires the exercise of scientific judgment. Upon such request, or if the 
Secretary within such time deems such a referral necessary, the Secretary shall forthwith appoint an 
advisory committee under subparagraph (D) of this paragraph and shall refer to it, together with all the 
data before him, such matter arising under subparagraph (B) for study thereof and for a report 
and recommendations on such matter. A person who has filed a petition or who has requested 
the referral of a matter to an advisory committee pursuant to this subparagraph (C) as well as 
representatives of the Department, shall have the right to consult with such advisory committee 
in connection with the matter referred to it. The request for referral under this subparagraph, or 
the Secretary’s referral on his own initiative, may be made at any time before, or within thirty days 
after, publication of an order of the Secretary acting upon the petition or proposal.

(ii) Within sixty days after the date of such referral, or within an additional thirty days if the committee 
deems such additional time necessary, the committee shall, after independent study of the data furnished 
to it by the Secretary and other data before it, certify to the Secretary a report and recommendations, 
together with all underlying data and a statement of the reasons or basis for the recommendations. A 
copy of the foregoing shall be promptly supplied by the Secretary to any person who has filed a petition, 
or who has requested such referral to the advisory committee. Within thirty days after such certification, 
and after giving due consideration to all data then before him, including such report, recommendation, 
underlying data, and statement, and to any prior order issued by him in connection with such matter, 
the Secretary shall by order confirm or modify any order therefore issued or, if no such prior order has 
been issued, shall by order act upon the petition or other proposal.

(iii) Where —

(I) by reason of subparagraph (B) of this paragraph, the Secretary has initiated a proposal to remove 
from listing a color additive previously listed pursuant to this section; and

(II) a request has been made for referral of such proposal to an advisory committee;

the Secretary may not act by order on such proposal until the advisory committee has made 
a report and recommendations to him under clause (ii) of this subparagraph and he has 
considered such recommendations, unless the Secretary finds that emergency conditions exist 
necessitating the issuance of an order notwithstanding this clause.

(D) The advisory committee referred to in subparagraph (C) of this paragraph shall be composed of experts 
selected by the National Academy of Sciences, qualified in the subject matter referred to the committee and 
of adequately diversified professional background, except that in the event of the inability or refusal of the 
National Academy of Sciences to act, the Secretary shall select the members of the committee. The size of 
the committee shall be determined by the Secretary. Members of any advisory committee established under 
this Act, while attending conferences or meetings of their committees or otherwise serving at the request 
of the Secretary, shall be entitled to receive compensation at rates to be fixed by the Secretary but at rates 
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not exceeding the daily equivalent of the rate specified at the time of such service for grade GS-18 of the 
General Schedule, including traveltime; and while away from their homes or regular places of business they 
may be allowed travel expenses, including per diem in lieu of subsistence, as authorized by section 5703 
of title 5 of the United States Code for persons in the Government service employed intermittently. The 
members shall not be subject to any other provisions of law regarding the appointment and compensation of 
employees of the United States. The Secretary shall furnish the committee with adequate clerical and other 
assistance, and shall by rules and regulations prescribe the procedure to be followed by the committee.

(6) The Secretary shall not list a color additive under this subsection for a proposed use if the data before 
him show that such proposed use would promote deception of the consumer in violation of this Act or would 
otherwise result in misbranding or adulteration within the meaning of this Act.

(7) If, in the judgment of the Secretary, a tolerance limitation is required in order to assure that a proposed use of 
a color additive will be safe, the Secretary —

(A) shall not list the additive for such use if he finds that the data before him do not establish that such 
additive, if used within a safe tolerance limitation, would achieve the intended physical or other technical 
effect; and

(B) shall not fix such tolerance limitation at a level higher than he finds to be reasonably required to 
accomplish the intended physical or other technical effect.

(8) If, having regard to the aggregate quantity of color additive likely to be consumed in the diet or to be applied 
to the human body, the Secretary finds that the data before him fail to show that it would be safe and otherwise 
permissible to list a color additive (or pharmacologically related color additives) of all uses proposed therefor 
and at the levels of concentration proposed, the Secretary shall, in determining for which use or uses such 
additive (or such related additives) shall be or remain listed, or how the aggregate allowable safe tolerance 
for such additive or additives shall be allocated by him among the uses under consideration, take into 
account, among other relevant factors (and subject to the paramount criterion of safety),

(A) the relative marketability of the articles involved as affected by the proposed uses of the color additive 
(or of such related additives) in or on such articles, and the relative dependence of the industries concerned 
on such uses;

(B) the relative aggregate amounts of such color additive which he estimates would be consumed in the diet 
or applied to the human body by reason of the various uses and levels of concentration proposed; and

(C) the availability, if any, of other color additives suitable and safe for one or more of the uses proposed.

(c) CertIfICatIoN of CoLors. — The Secretary shall further, by regulation, provide

(1) for the certification, with safe diluents or without diluents, of batches of color additives listed pursuant to 
subsection (b) and conforming to the requirements for such additives established by regulations under such 
subsection and this subsection, and

(2) for exemption from the requirement of certification in the case of any such additive, or any listing or use 
thereof, for which he finds such requirement not to be necessary in the interest of the protection of the public 
health:

Provided, [t]hat, with respect to any use in or on food for which a listed color additive is deemed to be safe by reason 
of the proviso to paragraph (4) of subsection (b), the requirement of certification shall be deemed not to be necessary 
in the interest of public health protection.

(d) proCeDUre for IssUaNCe, ameNDmeNt, or repeaL of reGULatIoNs. — The provisions of section 701 (e), (f), 
and (g) of this Act shall, subject to the provisions of subparagraph (C) of subsection (b)(5) of this section, apply to 
and in all respects govern proceedings for the issuance, amendment, or repeal of regulations under subsection (b) or 
(c) of this section (including judicial review of the Secretary’s action in such proceedings) and the admissibility of 
transcripts of the record of such proceedings in other proceedings, except that —

(1) if the proceeding is commenced by the filing of a petition, notice of the proposal made by the petition shall 
be published in general terms by the Secretary within thirty days after such filing, and the Secretary’s order 
(required by paragraph (1) of section 701(e)) acting upon such proposal shall, in the absence of prior referral (or 
request for referral) to an advisory committee, be issued within ninety days after the date of such filing, except 
that the Secretary may (prior to such ninetieth day) by written notice to the petitioner, extend such ninety-day 
period to such time (not more than one hundred and eighty days after the date of filing of the petition) as the 
Secretary deems necessary to enable him to study and investigate the petition;

06_FDCA_06-07.indd   393 1/26/18   5:37 PM



394 FOOD AND DRUG LAW INSTITUTE

§ 721 [379e] Federal Food, Drug, and Cosmetic Act

(2) any report, recommendations, underlying data, and reasons certified to the Secretary by an advisory committee 
appointed pursuant to subparagraph (D) of subsection (b)(5) of this section, shall be made a part of the record of 
any hearing if relevant and material, subject to the provisions of section 7(c) of the Administrative Procedure Act 
(5 U.S.C. 1006(c)). The advisory committee shall designate a member to appear and testify at any such hearing 
with respect to the report and recommendations of such committee upon request of the Secretary, the petitioner, 
or the officer conducting the hearing, but this shall not preclude any other member of the advisory committee 
from appearing and testifying at such hearing;

(3) the Secretary’s order after public hearing (acting upon objections filed to an order made prior to hearings) 
shall be subject to the requirements of section 409(f)(2); and

(4) the scope of judicial review of such order shall be in accordance with the fourth sentence of paragraph (2), 
and with the provisions of paragraph (3), of section 409(g).

(e) fees. — The admitting to listing and certification of color additives, in accordance with regulations prescribed 
under this Act, shall be performed only upon payment of such fees, which shall be specified in such regulations, as 
may be necessary to provide, maintain, and equip an adequate service for such purposes.

(f) eXemptIoNs. — The Secretary shall by regulations (issued without regard to subsection (d)) provide for exempting 
from the requirements of this section any color additive or any specific type of use thereof, and any article of food, 
drug or device, or cosmetic bearing or containing such additive, intended solely for investigational use by qualified 
experts when in his opinion such exemption is consistent with the public health.

sUBChapter C — fees

part 1 — freeDom of INformatIoN fees

seC. 731. [379f] reCoVery aND reteNtIoN of fees for freeDom of INformatIoN reqUests.

(a) IN GeNeraL. — The Secretary, acting through the Commissioner of Food and Drugs, may —

(1) set and charge fees, in accordance with section 552(a)(4)(A) of title 5, United States Code, to recover all 
reasonable costs incurred in processing requests made under section 552 of title 5, United States Code, for 
records obtained or created under this Act or any other Federal law for which responsibility for administration 
has been delegated to the Commissioner by the Secretary;

(2) retain all fees charged for such requests; and

(3) establish an accounting system and procedures to control receipts and expenditures of fees received under 
this section.

(b) Use of fees. — The Secretary and the Commissioner of Food and Drugs shall not use fees received under this 
section for any purpose other than funding the processing of requests described in subsection (a)(1). Such fees shall 
not be used to reduce the amount of funds made to carry out other provisions of this Act.

(c) waIVer of fees. — Nothing in this section shall supersede the right of a requester to obtain a waiver of fees 
pursuant to section 552(a)(4)(A) of title 5, United States Code.

part 2 — fees reLatING to DrUGs

seC. 735. [379g] DefINItIoNs.*

For purposes of this part:

(1) The term “human drug application” means an application for —

(A) approval of a new drug submitted under section 505(b), or

(B) licensure of a biological product under subsection (a) of section 351 of the Public Health Service Act.

* Ceases to be effective October 1, 2017 2022.
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Such term does not include a supplement to such an application, does not include an application with 
respect to whole blood or a blood component for transfusion, does not include an application with respect 
to a bovine blood product for topical application licensed before September 1, 1992, an allergenic extract 
product, or an in vitro diagnostic biologic product licensed under section 351 of the Public Health Service 
Act, does not include an application with respect to a large volume parenteral drug product approved 
before September 1, 1992, does not include an application for a licensure of a biological product for further 
manufacturing use only, and does not include an application or supplement submitted by a State or Federal 
Government entity for a drug that is not distributed commercially. Such term does include an application 
for licensure, as described in subparagraph (B), of a large volume biological product intended for single 
dose injection for intravenous use or infusion.

(2) The term “supplement” means a request to the Secretary to approve a change in a human drug application 
which has been approved.

(3) The term “prescription drug product” means a specific strength or potency of a drug in final dosage form —

(A) for which a human drug application has been approved,

(B) which may be dispensed only under prescription pursuant to section 503(b), and

(C) which is on the list of products described in section 505(j)(7)(A) (not including the discontinued section 
of such list) or is on a list created and maintained by the Secretary of products approved under human drug 
applications under section 351 of the Public Health Service Act (not including the discontinued section of 
such list).

Such term does not include whole blood or a blood component for transfusion, does not include a bovine blood 
product for topical application licensed before September 1, 1992, an allergenic extract product, or an in vitro 
diagnostic biologic product licensed under section 351 of the Public Health Service Act. Such term does not 
include a biological product that is licensed for further manufacturing use only, and does not include a drug that 
is not distributed commercially and is the subject of an application or supplement submitted by a State or Federal 
Government entity. Such term does include a large volume biological product intended for single dose injection 
for intravenous use or infusion.

(4) The term “final dosage form” means, with respect to a prescription drug product, a finished dosage form 
which is approved for administration to a patient without substantial further manufacturing (such as capsules, 
tablets, or lypholized products before reconstitution).

(5) The term “prescription drug establishment” means a foreign or domestic place of business which is at one 
general physical location consisting of one or more buildings all of which are within five miles of each other and 
at which one or more prescription drug products are manufactured in final dosage form.

(6) The term “process for the review of human drug applications” means the following activities of the Secretary 
with respect to the review of human drug applications and supplements:

(A) The activities necessary for the review of human drug applications and supplements.

(B) The issuance of action letters which approve human drug applications or which set forth in detail 
the specific deficiencies in such applications and, where appropriate, the actions necessary to place such 
applications in condition for approval.

(C) The inspection of prescription drug establishments and other facilities undertaken as part of the 
Secretary’s review of pending human drug applications and supplements.

(D) Activities necessary for the review of applications for licensure of establishments subject to section 351 
of the Public Health Service Act and for the release of lots of biologics under such section.

(E) Monitoring of research conducted in connection with the review of human drug applications.

(F) Postmarket safety activities with respect to drugs approved under human drug applications or supplements, 
including the following activities:

(i) Collecting, developing, and reviewing safety information on approved drugs, including adverse 
event reports.

(ii) Developing and using improved adverse-event data-collection systems, including information 
technology systems.
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(iii) Developing and using improved analytical tools to assess potential safety problems, including 
access to external data bases.

(iv) Implementing and enforcing section 505(o) (relating to postapproval studies and clinical trials and 
labeling changes) and section 505(p) (relating to risk evaluation and mitigation strategies).

(v) Carrying out section 505(k)(5) (relating to adverse event reports and postmarket safety activities).

(7) The term “costs of resources allocated for the process for the review of human drug applications” means the 
expenses in connection with the process for the review of human drug applications for —

(A) officers and employees of the Food and Drug Administration, contractors of the Food and Drug 
Administration, advisory committees, and costs related to such officers, employees, and committees and to 
contracts with such contractors,

(B) management of information, and the acquisition, maintenance, and repair of computer resources,

(C) leasing, maintenance, renovation, and repair of facilities and acquisition, maintenance, and repair of 
fixtures, furniture, scientific equipment, and other necessary materials and supplies, and

(D) collecting fees under section 736 and accounting for resources allocated for the review of human drug 
applications and supplements.

(8) The term “adjustment factor” applicable to a fiscal year is the Consumer Price Index for all urban consumers 
(all items; United States city average) for October of the preceding fiscal year divided by such Index for October 
1996.

(9) The term “person” includes an affiliate thereof.

(10) The term “active”, with respect to a commercial investigational new drug application, means such an 
application to which information was submitted during the relevant period.

(11) The term “affiliate” means a business entity that has a relationship with a second business entity if, directly 
or indirectly —

(A) one business entity controls, or has the power to control, the other business entity; or

(B) a third party controls, or has the power to control, both of the business entities.

seC. 736. [379h] aUthorIty to assess aND Use DrUG fees.*

(a) types of fees. — Beginning in fiscal year 2013 2018, the Secretary shall assess and collect fees in accordance 
with this section as follows:

(1) hUmaN DrUG appLICatIoN aND sUppLemeNt fee. —

(A) IN GeNeraL. — Each person that submits, on or after September 1, 1992, a human drug application or 
a supplement shall be subject to a fee as follows:

(i) A fee established under subsection (c)(4)(5) for a human drug application for which clinical data 
(other than bioavailability or bioequivalence studies) with respect to safety or effectiveness are required 
for approval.

(ii) A fee established under subsection (c)(4) for a human drug application for which clinical data with 
respect to safety or effectiveness are not required or a supplement for which clinical data (other than 
bioavailability or bioequivalence studies) with respect to safety or effectiveness are required. A fee 
established under subsection (c)(5) for a human drug application for which clinical data (other than 
bioavailability or bioequivalence studies) with respect to safety or effectiveness are not required for 
approval. Such fee shall be half of the amount of the fee established under clause (i).

(B) paymeNt. — The fee required by subparagraph (A) shall be due upon submission of the application or 
supplement.

(C) eXCeptIoN for preVIoUsLy fILeD appLICatIoN or sUppLemeNt. — If a human drug application or 
supplement was submitted by a person that paid the fee for such application or supplement, was accepted for  
filing, and was not approved or was withdrawn (without a waiver), the submission of a human drug 
application or a supplement for the same product by the same person (or the person’s licensee, assignee, or 
successor) shall not be subject to a fee under subparagraph (A).

* Ceases to be effective October 1, 2017 2022.
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(D) refUND of fee If appLICatIoN refUseD for fILING or wIthDrawN Before fILING. — The Secretary 
shall refund 75 percent of the fee paid under subparagraph (B) for any application or supplement which is 
refused for filing or withdrawn without a waiver before filing.

(E) fees for appLICatIoNs preVIoUsLy refUseD for fILING or wIthDrawN Before fILING. —A human 
drug application or supplement that was submitted but was refused for filing, or was withdrawn before being 
accepted or refused for filing, shall be subject to the full fee under subparagraph (A) upon being resubmitted 
or filed over protest, unless the fee is waived or reduced under subsection (d).

(F) eXCeptIoN for DesIGNateD orphaN DrUG or INDICatIoN. — A human drug application for a prescription 
drug product that has been designated as a drug for a rare disease or condition pursuant to section 526 shall 
not be subject to a fee under subparagraph (A), unless the human drug application includes an indication for 
other than a rare disease or condition. A supplement proposing to include a new indication for a rare disease 
or condition in a human drug application shall not be subject to a fee under subparagraph (A), if the drug has 
been designated pursuant to section 526 as a drug for a rare disease or condition with regard to the indication 
proposed in such supplement.

(G) refUND of fee If appLICatIoN wIthDrawN. — If an application or supplement is withdrawn after the 
application or supplement was filed, the Secretary may refund the fee or a portion of the fee if no substantial 
work was performed on the application or supplement after the application or supplement was filed. The 
Secretary shall have the sole discretion to refund a fee or a portion of the fee under this subparagraph. A 
determination by the Secretary concerning a refund under this paragraph shall not be reviewable.

(2) presCrIptIoN DrUG estaBLIshmeNt fee. —

(a) IN GeNeraL. — Except as provided in subparagraphs (B) and (C), each person that —

(i) is named as the applicant in a human drug application; and

(ii) after September 1, 1992, had pending before the Secretary a human drug application or supplement, 
shall be assessed an annual fee established under subsection (c)(54) for each prescription drug 
establishment listed in its approved human drug application as an establishment that manufactures the 
prescription drug product named in the application. The annual establishment fee shall be assessed in 
each fiscal year in which the prescription drug product named in the application is assessed a fee under 
paragraph (3) unless the prescription drug establishment listed in the application does not engage in 
the manufacture of the prescription drug product during the fiscal year. The establishment fee shall 
be due on the later of the first business day on or after October 1 of each fiscal year or the first 
business day after the enactment of an appropriations Act providing for the collection and obligation 
of fees for such fiscal year under this section. Each such establishment shall be assessed only one 
fee per establishment, notwithstanding the number of prescription drug products manufactured at 
the establishment. In the event an establishment is listed in a human drug application by more than 
one applicant, the establishment fee for the fiscal year shall be divided equally and assessed among the 
applicants whose prescription drug products are manufactured by the establishment during the fiscal 
year and assessed product fees under paragraph (3).

(B) eXCeptIoN. — If, during the fiscal year, an applicant initiates or causes to be initiated the manufacture 
of a prescription drug product at an establishment listed in its human drug application —

(i) that did not manufacture the product in the previous fiscal year; and

(ii) for which the full establishment fee has been assessed in the fiscal year at a time before manufacture 
of the prescription drug product was begun;

the applicant will not be assessed a share of the establishment fee for the fiscal year in which the manufacture 
of the product began.

(C) speCIaL rULes for posItroN emIssIoN tomoGraphy DrUGs. —

(I) IN GeNeraL. — Except as provided in clause (ii), each person who is named as the applicant in 
an approved human drug application for a positron emission tomography drug shall be subject under 
subparagraph (A) to one-sixth of an annual establishment fee with respect to each such establishment 
identified in the application as producing positron emission tomography drugs under the approved 
application.

(ii) eXCeptIoN from aNNUaL estaBLIshmeNt fee. — Each person who is named as the applicant in an 
application described in clause (i) shall not be assessed an annual establishment fee for a fiscal year 
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if  the person certifies to the Secretary, at a time specified by the Secretary and using procedures 
specified by the Secretary, that —

(I) the person is a not-for-profit medical center that has only 1 establishment for the production of 
positron emission tomography drugs; and

(II) at least 95 percent of the total number of doses of each positron emission tomography drug 
produced by such establishment during such fiscal year will be used within the medical center.

(iii) DefINItIoN. — For purposes of this subparagraph, the term “positron emission tomography 
drug” has the meaning given to the term “compounded positron emission tomography drug” in 
section 201(ii), except that paragraph (1)(B) of such section shall not apply.

(3) presCrIptIoN DrUG proDUCt fee. (2) presCrIptIoN DrUG proGram fee. —

(A) IN GeNeraL. — Except as provided in subparagraph (B) subparagraphs (B) and (C), each person who is 
named as the applicant in a human drug application, and who, after September 1, 1992, had pending before 
the Secretary a human drug application or supplement, shall pay for each such prescription drug product 
the annual fee annual prescription drug program fee established under subsection (c)(4). (c)(5) for each 
prescription drug product that is identified in such a human drug application approved as of October 1 of 
such fiscal year. Such fee shall be due on the later of the first business day on or after October 1 of each 
fiscal year or the first business day after the enactment of an appropriations Act providing for the collection 
and obligation of fees for such fiscal year under this section. Such fee shall be paid only once for each 
product for a fiscal year in which the fee is payable.

(B) eXCeptIoN EXCeptIoN for CertaIN presCrIptIoN DrUG proDUCts. — A prescription drug product shall 
not be assessed a fee A prescription drug program fee shall not be assessed for a prescription drug product 
under subparagraph (A) if such product is

(i) identified on the list compiled under section 505(j)(7) with a potency described in terms of per 
100 mL;

(ii) the same product as another product that —

(I) was approved under an application filed under section 505(b) or 505(j); and

(II) is not in the list of discontinued products compiled under section 505(j)(7);

(iii) the same product as another product that was approved under an abbreviated application filed under 
section 507 (as in effect on the day before the date of enactment of the Food and Drug Administration 
Modernization Act of 1997 [November 21, 1997 — Ed.]); or

(iv) the same product as another product that was approved under an abbreviated new drug application 
pursuant to regulations in effect prior to the implementation of the Drug Price Competition and Patent 
Term Restoration Act of 1984.

(C) LImItatIoN. — A person who is named as the applicant in an approved human drug application shall 
not be assessed more than 5 prescription drug program fees for a fiscal year for prescription drug products 
identified in such approved human drug application.

(b) fee reVeNUe amoUNts. —

(1) IN GeNeraL. — For each of the fiscal years 2013 through 2017 2018 through 2022, fees under subsection (a) 
shall, except as provided in subsections (c), (d), (f), and (g), be established to generate a total revenue amount 
under such subsection that is equal to the sum of —

(A) $693,099,000; and

(B) the dollar amount equal to the inflation adjustment for fiscal year 2013 (as determined under paragraph 
(3)(A)); and

(C) the dollar amount equal to the workload adjustment for fiscal year 2013 (as determined under paragraph 
(3)(B)).

(2) types of fees. — Of the total revenue amount determined for a fiscal year under paragraph (1) —

(B) one-third shall be derived from fees under subsection (a)(1) (relating to human drug applications and 
supplements);

(C) one-third shall be derived from fees under subsection (a)(2) (relating to prescription drug establishments); 
and
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(D) one-third shall be derived from fees under subsection (a)(3) (relating to prescription drug products).

(3) fIsCaL year 2013 INfLatIoN aND worKLoaD aDjUstmeNts. — For purposes of paragraph (1), the dollar 
amount of the inflation and workload adjustments for fiscal year 2013 shall be determined as follows:

(a) INfLatIoN aDjUstmeNt. — The inflation adjustment for fiscal year 2013 shall be the sum of —

(i) $652,709,000 multiplied by the result of an inflation adjustment calculation determined using the 
methodology described in subsection (c)(1)(B); and

(ii) $652,709,000 multiplied by the result of an inflation adjustment calculation determined using the 
methodology described in subsection (c)(1)(C).

(B) worKLoaD aDjUstmeNt. — Subject to subparagraph (C), the workload adjustment for fiscal 2013 shall 
be —

(i) $652,709,000 plus the amount of the inflation adjustment calculated under subparagraph (A); 
multiplied by

(ii) the amount (if any) by which a percentage workload adjustment for fiscal year 2013, as determined 
using the methodology described in subsection (c)(2)(A), would exceed the percentage workload 
adjustment (as so determined) for fiscal year 2012, if both such adjustment percentages were calculated 
using the 5-year base period consisting of fiscal years 2003 through 2007.

(C) LImItatIoN. — Under no circumstances shall the adjustment under subparagraph (B) result in fee 
revenues for fiscal year 2013 that are less than the sum of the amount under paragraph (1)(A) and the 
amount under paragraph (1)(B).

(A) the annual base revenue for the fiscal year (as determined under paragraph (3));

(B) the dollar amount equal to the inflation adjustment for the fiscal year (as determined under subsection 
(c)(1));

(C) the dollar amount equal to the capacity planning adjustment for the fiscal year (as determined under 
subsection (c)(2));

(D) the dollar amount equal to the operating reserve adjustment for the fiscal year, if applicable (as 
determined under subsection (c)(3));

(E) the dollar amount equal to the additional direct cost adjustment for the fiscal year (as determined under 
subsection (c)(4)); and

(F) additional dollar amounts for each fiscal year as follows:

(i) $20,077,793 for fiscal year 2018.

(ii) $21,317,472 for fiscal year 2019.

(iii) $16,953,329 for fiscal year 2020.

(iv) $5,426,896 for fiscal year 2021.

(v) $2,769,609 for fiscal year 2022. 

(2) types of fees. — Of the total revenue amount determined for a fiscal year under paragraph (1)—

(A) 20 percent shall be derived from human drug application fees under subsection (a)(1); and

(B) 80 percent shall be derived from prescription drug program fees under subsection (a)(2).

(3) aNNUaL Base reVeNUe. — For purposes of paragraph (1), the dollar amount of the annual base revenue for 
a fiscal year shall be—

(A) for fiscal year 2018, $878,590,000; and

(B) for fiscal years 2019 through 2022, the dollar amount of the total revenue amount established under 
paragraph (1) for the previous fiscal year, not including any adjustments made under subsection (c)(3) or 
(c)(4).

(c) aDjUstmeNts. —

(1) Inflation Adjustment. — For fiscal year 2014 and subsequent fiscal years, the revenues established in 
subsection (b) shall be adjusted by the Secretary by notice, published in the Federal Register, for a fiscal year by 
the amount equal to the sum of —

(A) one;
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(B) the average annual percent change in the cost, per full-time equivalent position of the Food and Drug 
Administration, of all personnel compensation and benefits paid with respect to such positions for the first 
3 years of the preceding 4 fiscal years, multiplied by the proportion of personnel compensation and benefits 
costs to total costs of the process for the review of human drug applications (as defined in section 735(6)) 
for the first 3 years of the preceding 4 fiscal years, and

(C) the average annual percent change that occurred in the Consumer Price Index for urban consumers 
(Washington-Baltimore, DC-MD-VA-WV; Not Seasonally Adjusted; All Items; Annual Index) for the first 3 
years of the preceding 4 years of available data multiplied by the proportion of all costs other than personnel 
compensation and benefits costs to total costs of the process for the review of human drug applications (as 
defined in section 735(6)) for the first 3 years of the preceding 4 fiscal years.

The adjustment made each fiscal year under this paragraph shall be added on a compounded basis to the sum of 
all adjustments made each fiscal year after fiscal year 2013 under this paragraph.

(2) worKLoaD aDjUstmeNt. — For fiscal year 2014 and subsequent fiscal years, after the fee revenues established 
in subsection (b) are adjusted for a fiscal year for inflation in accordance with paragraph (1), the fee revenues 
shall be adjusted further for such fiscal year to reflect changes in the workload of the Secretary for the process 
for the review of human drug applications. With respect to such adjustment:

(A) The adjustment shall be determined by the Secretary based on a weighted average of the change in the total 
number of human drug applications (adjusted for changes in review activities, as described in the notice that 
the Secretary is required to publish in the Federal Register under this subparagraph), efficacy supplements, and 
manufacturing supplements submitted to the Secretary, and the change in the total number of active commercial 
investigational new drug applications (adjusted for changes in review activities, as so described) during the 
most recent 12-month period for which data on such submissions is available. The Secretary shall publish in 
the Federal Register the fee revenues and fees resulting from the adjustment and the supporting methodologies.

(B) Under no circumstances shall the adjustment result in fee revenues for a fiscal year that are less than the 
sum of the amount under subsection (b)(1)(A) and the amount under subsection (b)(1)(B), as adjusted for 
inflation under paragraph (1).

(C) The Secretary shall contract with an independent accounting or consulting firm to periodically review the 
adequacy of the adjustment and publish the results of those reviews. The first review shall be conducted and 
published by the end of fiscal year 2013 (to examine the performance of the adjustment since fiscal year 2009), 
and the second review shall be conducted and published by the end of fiscal year 2015 (to examine the continued 
performance of the adjustment). The reports shall evaluate whether the adjustment reasonably represents actual 
changes in workload volume and complexity and present options to discontinue, retain, or modify any elements 
of the adjustment. The reports shall be published for public comment. After review of the reports and receipt 
of public comments, the Secretary shall, if warranted, adopt appropriate changes to the methodology. If the 
Secretary adopts changes to the methodology based on the first report, the changes shall be effective for the 
first fiscal year for which fees are set after the Secretary adopts such changes and each subsequent fiscal year.

(3) fINaL year aDjUstmeNt. — For fiscal year 2017, the Secretary may, in addition to adjustments under this 
paragraph and paragraphs (1) and (2), further increase the fee revenues and fees established in subsection (b) if 
such an adjustment is necessary to provide for not more than 3 months of operating reserves of carryover user 
fees for the process for the review of human drug applications for the first 3 months of fiscal year 2018. If such 
an adjustment is necessary, the rationale for the amount of the increase shall be contained in the annual notice 
establishing fee revenues and fees for fiscal year 2017. If the Secretary has carryover balances for such process 
in excess of 3 months of such operating reserves, the adjustment under this paragraph shall not be made.

(4) aNNUaL fee settING. — The Secretary shall, not later than 60 days before the start of each fiscal year that 
begins after September 30, 2012, establish, for the next fiscal year, application, product, and establishment 
fees under subsection (a), based on the revenue amounts established under subsection (b) and the adjustments 
provided under this subsection.

(5) LImIt. — The total amount of fees charged, as adjusted under this subsection, for a fiscal year may not 
exceed the total costs for such fiscal year for the resources allocated for the process for the review of human 
drug applications.

(c) ADjUstmeNts; ANNUaL fee SettING. — 

(1) INfLatIoN aDjUstmeNt. — 

(A) IN GeNeraL. — For purposes of subsection (b)(1)(B), the dollar amount of the inflation adjustment to 
the annual base revenue for each fiscal year shall be equal to the product of—
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(i) such annual base revenue for the fiscal year under subsection (b)(1)(A); and

(ii) the inflation adjustment percentage under subparagraph (B). 

(B) INfLatIoN ADjUstmeNt perCeNtaGe. — The inflation adjustment percentage under this subparagraph 
for a fiscal year is equal to the sum of—

(i) the average annual percent change in the cost, per full-time equivalent position of the Food and Drug 
Administration, of all personnel compensation and benefits paid with respect to such positions for the 
first 3 years of the preceding 4 fiscal years, multiplied by the proportion of personnel compensation 
and benefits costs to total costs of the process for the review of human drug applications (as defined in 
section 735(6)) for the first 3 years of the preceding 4 fiscal years; and

(ii) the average annual percent change that occurred in the Consumer Price Index for urban consumers 
(Washington-Baltimore, DC-MD-VA-WV; Not Seasonally Adjusted; All items; Annual Index) for the 
first 3 years of the preceding 4 years of available data multiplied by the proportion of all costs other than 
personnel compensation and benefits costs to total costs of the process for the review of human drug 
applications (as defined in section 735(6)) for the first 3 years of the preceding 4 fiscal years. 

(2) CapaCIty pLaNNING ADjUstmeNt. — 

(A) IN GeNeraL. — For each fiscal year, after the annual base revenue established in subsection (b)(1)(A) is 
adjusted for inflation in accordance with paragraph (1), such revenue shall be adjusted further for such fiscal 
year, in accordance with this paragraph, to reflect changes in the resource capacity needs of the Secretary for 
the process for the review of human drug applications. 

(B) INterIm MethoDoLoGy. — 

(i) IN GeNeraL. — Until the capacity planning methodology described in subparagraph (C) is effective, 
the adjustment under this paragraph for a fiscal year shall be based on the product of—

(I) the annual base revenue for such year, as adjusted for inflation under paragraph (1); and

(II) the adjustment percentage under clause (ii). 

(ii) ADjUstmeNt perCeNtaGe. — The adjustment percentage under this clause for a fiscal year is the 
weighted change in the 3-year average ending in the most recent year for which data are available, over 
the 3-year average ending in the previous year, for—

(I) the total number of human drug applications, efficacy supplements, and manufacturing 
supplements submitted to the Secretary;

(II) the total number of active commercial investigational new drug applications; and

(III) the total number of formal meetings scheduled by the Secretary, and written responses issued 
by the Secretary in lieu of such formal meetings, as identified in section I.H of the letters described 
in section 101(b) of the Prescription Drug User Fee Amendments of 2017. 

(C) CapaCIty pLaNNING MethoDoLoGy. — 

(i) DeVeLopmeNt; eVaLUatIoN aND report. — The Secretary shall obtain, through a contract with 
an independent accounting or consulting firm, a report evaluating options and recommendations for 
a new methodology to accurately assess changes in the resource and capacity needs of the process 
for the review of human drug applications. The capacity planning methodological options and 
recommendations presented in such report shall utilize and be informed by personnel time reporting 
data as an input. The report shall be published for public comment no later than the end of fiscal year 
2020. 

(ii) EstaBLIshmeNt aND ImpLemeNtatIoN. — After review of the report described in clause (i) and any 
public comments thereon, the Secretary shall establish a capacity planning methodology for purposes 
of this paragraph, which shall—

(I) replace the interim methodology under subparagraph (B);

(II) incorporate such approaches and attributes as the Secretary determines appropriate; and

(III) be effective beginning with the first fiscal year for which fees are set after such capacity 
planning methodology is established. 
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(D) LImItatIoN. — Under no circumstances shall an adjustment under this paragraph result in fee revenue 
for a fiscal year that is less than the sum of the amounts under subsections (b)(1)(A) (the annual base 
revenue for the fiscal year) and (b)(1)(B) (the dollar amount of the inflation adjustment for the fiscal year). 

(E) pUBLICatIoN IN FeDeraL ReGIster. — The Secretary shall publish in the Federal Register notice under 
paragraph (5) of the fee revenue and fees resulting from the adjustment and the methodologies under this 
paragraph. 

(3) operatING reserVe aDjUstmeNt. — 

(A) INCrease. — For fiscal year 2018 and subsequent fiscal years, the Secretary may, in addition to 
adjustments under paragraphs (1) and (2), further increase the fee revenue and fees if such an adjustment is 
necessary to provide for not more than 14 weeks of operating reserves of carryover user fees for the process 
for the review of human drug applications. 

(B) DeCrease. — If the Secretary has carryover balances for such process in excess of 14 weeks of such 
operating reserves, the Secretary shall decrease such fee revenue and fees to provide for not more than 14 
weeks of such operating reserves. 

(C) NotICe of RatIoNaLe. — If an adjustment under subparagraph (A) or (B) is made, the rationale for the 
amount of the increase or decrease (as applicable) in fee revenue and fees shall be contained in the annual 
Federal Register notice under paragraph (5) establishing fee revenue and fees for the fiscal year involved. 

(4) ADDItIoNaL DIreCt Cost ADjUstmeNt. — 

(A) IN GeNeraL. — The Secretary shall, in addition to adjustments under paragraphs (1), (2), and (3), 
further increase the fee revenue and fees—

(i) for fiscal year 2018, by $8,730,000; and

(ii) for fiscal year 2019 and subsequent fiscal years, by the amount determined under subparagraph (B). 

(B) AmoUNt. — The amount determined under this subparagraph is—

(i) $8,730,000, multiplied by (ii) the Consumer Price Index for urban consumers (Washington-
Baltimore, DC-MD-VA-WV; Not Seasonally Adjusted; All Items; Annual Index) for the most recent 
year of available data, divided by such Index for 2016. 

(5) ANNUaL fee SettING. — The Secretary shall, not later than 60 days before the start of each fiscal year that 
begins after September 30, 2017—

(A) establish, for each such fiscal year, human drug application fees and prescription drug program fees 
under subsection (a), based on the revenue amounts established under subsection (b) and the adjustments 
provided under this subsection; and

(B) publish such fee revenue and fees in the Federal Register. 

(6) LImIt. — The total amount of fees charged, as adjusted under this subsection, for a fiscal year may not 
exceed the total costs for such fiscal year for the resources allocated for the process for the review of human 
drug applications.

(d) fee waIVer or reDUCtIoN. —

(1) In general. — The Secretary shall grant to a person who is named as the applicant in a human drug application 
a waiver from or a reduction of one or more fees assessed to that person under subsection (a) where the Secretary 
finds that —

(A) such waiver or reduction is necessary to protect the public health,

(B) the assessment of the fee would present a significant barrier to innovation because of limited resources 
available to such person or other circumstances, or,

(C) the fees to be paid by such person will exceed the anticipated present and future costs incurred by the 
Secretary in conducting the process for the review of human drug applications for such person, or

(D) (C) the applicant involved is a small business submitting its first human drug application to the Secretary 
for review.

(2) CoNsIDeratIoNs. — In determining whether to grant a waiver or reduction of a fee under paragraph (1), the 
Secretary shall consider only the circumstances and assets of the applicant involved and any affiliate of the applicant.

(3) Use of Standard Costs. — In making the finding in paragraph (1)(C), the Secretary may use standard costs.
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(4) (3) rULes reLatING to smaLL BUsINesses. —

(A) DefINItIoN. — In paragraph (1)(D)(C), the term “small business” means an entity that has fewer than 500 
employees, including employees of affiliates, and that does not have a drug product that has been approved 
under a human drug application and introduced or delivered for introduction into interstate commerce.

(B) waIVer of appLICatIoN fee. — The Secretary shall waive under paragraph (1)(D)(C) the application 
fee for the first human drug application that a small business or its affiliate submits to the Secretary for 
review. After a small business or its affiliate is granted such a waiver, the small business or its affiliate shall 
pay (i) application fees for all subsequent human drug applications submitted to the Secretary for review in 
the same manner as an entity that does not qualify as a small business; and.

(ii) all supplement fees for all supplements to human drug applications submitted to the Secretary for 
review in the same manner as an entity that does not qualify as a small business.

(e) effeCt of faILUre to pay fees. — A human drug application or supplement submitted by a person subject to 
fees under subsection (a) shall be considered incomplete and shall not be accepted for filing by the Secretary until all 
all such fees owed by such person have been paid.

(f) LImItatIoNs. —

(1) IN GeNeraL. — Fees under subsection (a) shall be refunded for a fiscal year beginning after fiscal year 
1997 unless appropriations for salaries and expenses of the Food and Drug Administration for such fiscal 
year (excluding the amount of fees appropriated for such fiscal year) are equal to or greater than the amount 
of appropriations for the salaries and expenses of the Food and Drug Administration for the fiscal year 1997 
(excluding the amount of fees appropriated for such fiscal year) multiplied by the adjustment factor applicable 
to the fiscal year involved.

(2) aUthorIty. — If the Secretary does not assess fees under subsection (a) during any portion of a fiscal 
year because of paragraph (1) and if at a later date in such fiscal year the Secretary may assess such fees, the 
Secretary may assess and collect such fees, without any modification in the rate, for human drug applications 
and supplements, prescription drug establishments, and prescription drug products prescription drug program 
fees at any time in such fiscal year notwithstanding the provisions of subsection (a) relating to the date fees are 
to be paid.

(3) LImItatIoN. — Beginning on October 1, 2023, the authorities under section 735(7)(C) shall include only 
expenditures for leasing and necessary scientific equipment.

(g) CreDItING aND aVaILaBILIty of fees. —

(1) IN GeNeraL. — Subject to paragraph (2)(C), fees authorized under subsection (a) shall be collected and 
available for obligation only to the extent and in the amount provided in advance in appropriations Acts. Such 
fees are authorized to remain available until expended. Such sums as may be necessary may be transferred from 
the Food and Drug Administration salaries and expenses appropriation account without fiscal year limitation to 
such appropriation account for salaries and expenses with such fiscal year limitation. The sums transferred shall 
be available solely for the process for the review of human drug applications.

(2) CoLLeCtIoNs aND approprIatIoN aCts. —

(A) IN GeNeraL. — The fees authorized by this section —

(i) subject to subparagraph (C), shall be collected and available in each fiscal year in an amount not to 
exceed the amount specified in appropriation Acts, or otherwise made available for obligation, for such 
fiscal year, and

(ii) shall be available to defray increases in the costs of the resources allocated for the process for 
the review of human drug applications (including increases in such costs for an additional number of 
full-time equivalent positions in the Department of Health and Human Services to be engaged in such 
process) over such costs, excluding costs paid from fees collected under this section, for fiscal year 
1997 multiplied by the adjustment factor.

(B) CompLIaNCe. — The Secretary shall be considered to have met the requirements of subparagraph (A)

(ii) in any fiscal year if the costs funded by appropriations and allocated for the process for the review of 
human drug applications —

(i) are not more than 3 percent below the level specified in subparagraph (A)(ii); or

(ii) —
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(I) are more than 3 percent below the level specified in subparagraph (A)(ii), and fees assessed 
for the fiscal year following the subsequent fiscal year are decreased by the amount in excess of 3 
percent by which such costs fell below the level specified in such subparagraph; and

(II) such costs are not more than 5 percent below the level specified in such subparagraph.

(C) proVIsIoN for earLy paymeNts. — Payment of fees authorized under this section for a fiscal year, prior 
to the due date for such fees, may be accepted by the Secretary in accordance with authority provided in 
advance in a prior year appropriations Act.

(3) aUthorIzatIoN of approprIatIoNs. — For each of the fiscal years 2013 through 2017 2018 through 2022, 
there is authorized to be appropriated for fees under this section an amount equal to the total revenue amount 
determined under subsection (b) for the fiscal year, as adjusted or otherwise affected under subsection (c) and 
paragraph (4) of this subsection.

(4) offset. — If the sum of the cumulative amount of fees collected under this section for the fiscal years 2013 
through 2015 and the amount of fees estimated to be collected under this section for fiscal year 2016 exceeds 
the cumulative amount appropriated under paragraph (3) for the fiscal years 2013 through 2016, the excess shall 
be credited to the appropriation account of the Food and Drug Administration as provided in paragraph (1), and 
shall be subtracted from the amount of fees that would otherwise be authorized to be collected under this section 
pursuant to appropriation Acts for fiscal year 2017.

(h) CoLLeCtIoN of UNpaID fees. — In any case where the Secretary does not receive payment of a fee assessed under 
subsection (a) within 30 days after it is due, such fee shall be treated as a claim of the United States Government 
subject to subchapter II of chapter 37 of title 31, United States Code.

(i) wrItteN reqUests for waIVers, reDUCtIoNs, aND refUNDs. — To qualify for consideration for a waiver or 
reduction under subsection (d), or for a refund of any fee collected in accordance with subsection (a), a person shall 
submit to the Secretary a written request for such waiver, reduction, or refund not later than 180 days after such fee 
is due.

(j) CoNstrUCtIoN. — This section may not be construed to require that the number of full-time equivalent positions 
in the Department of Health and Human Services, for officers, employers, and advisory committees not engaged in 
the process of the review of human drug applications, be reduced to offset the number of officers, employees, and 
advisory committees so engaged.

(k) orphaN DrUGs. —

(1) eXemptIoN. — A drug designated under section 526 for a rare disease or condition and approved under 
section 505 or under section 351 of the Public Health Service Act shall be exempt from product and establishment 
prescription drug program fees under this section, if the drug meets all of the following conditions:

(A) The drug meets the public health requirements contained in this Act as such requirements are applied to 
requests for waivers for product and establishment prescription drug program fees.

(B) The drug is owned or licensed and is marketed by a company that had less than $50,000,000 in gross 
worldwide revenue during the previous year.

(2) eVIDeNCe of QUaLIfICatIoN. — An exemption under paragraph (1) applies with respect to a drug only if 
the applicant involved submits a certification that its gross annual revenues did not exceed $50,000,000 for the 
preceding 12 months before the exemption was requested.

seC. 736a. [379h-1] fees reLatING to aDVIsory reVIew of presCrIptIoN DrUG teLeVIsIoN aDVertIsING.*

(a) types of DIreCt-to-CoNsUmer teLeVIsIoN aDVertIsemeNt reVIew fees. — Beginning in fiscal year 2008, the 
Secretary shall assess and collect fees in accordance with this section as follows:

(1) aDVIsory reVIew fee. —

(A) IN GeNeraL. — With respect to a proposed direct-to-consumer television advertisement (referred to 
in this section as a “DTC advertisement”), each person that on or after October 1, 2007, submits such an 
advertisement for advisory review by the Secretary prior to its initial public dissemination shall, except as 
provided in subparagraph (B), be subject to a fee established under subsection (c)(3).

* Ceasesd to be effective October 1, 2012.
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(B) eXCeptIoN for reqUIreD sUBmIssIoNs. — A DTC advertisement that is required to be submitted to 
the Secretary prior to initial public dissemination is not subject to a fee under subparagraph (A) unless the 
sponsor designates the submission as a submission for advisory review.

(C) NotICe to seCretary of NUmBer of aDVertIsemeNts. — Not later than June 1 of each fiscal year, the 
Secretary shall publish a notice in the Federal Register requesting any person to notify the Secretary within 
30 days of the number of DTC advertisements the person intends to submit for advisory review in the next 
fiscal year. Notwithstanding the preceding sentence, for fiscal year 2008, the Secretary shall publish such 
a notice in the Federal Register not later than 30 days after the date of the enactment of the Food and Drug 
Administration Amendments Act of 2007.

(D) paymeNt. —

(i) IN GeNeraL. — The fee required by subparagraph (A) (referred to in this section as “an advisory 
review fee”) shall be due not later than October 1 of the fiscal year in which the DTC advertisement 
involved is intended to be submitted for advisory review, subject to subparagraph (F)(i). Notwithstanding 
the preceding sentence, the advisory review fee for any DTC advertisement that is intended to be 
submitted for advisory review during fiscal year 2008 shall be due not later than 120 days after the 
date of the enactment of the Food and Drug Administration Amendments of 2007 or an earlier date as 
specified by the Secretary.

(ii) effeCt of sUBmIssIoN. — Notification of the Secretary under subparagraph (C) of the number of 
DTC advertisements a person intends to submit for advisory review is a legally binding commitment 
by that person to pay the annual advisory review fee for that number of submissions on or before 
October 1 of the fiscal year in which the advertisement is intended to be submitted. Notwithstanding 
the preceding sentence, the commitment shall be a legally binding commitment by that person to pay 
the annual advisory review fee for that number of submissions for fiscal year 2008 by the date specified 
in clause (i).

(iii) NotICe reGarDING CarryoVer sUBmIssIoNs. — In making a notification under subparagraph (C), 
the person involved shall in addition notify the Secretary if under subparagraph (F)(i) the person intends 
to submit a DTC advertisement for which the advisory review fee has already been paid. If the person 
does not so notify the Secretary, each DTC advertisement submitted by the person for advisory review 
in the fiscal year involved shall be subject to the advisory review fee.

(E) moDIfICatIoN of aDVIsory reVIew fee. —

(i) Late paymeNt. — If a person has submitted a notification under subparagraph (C) with respect 
to a fiscal year and has not paid all advisory review fees due under subparagraph (D) not later than 
November 1 of such fiscal year (or, in the case of such a notification submitted with respect to fiscal 
year 2008, not later than 150 days after the date of the enactment of the Food and Drug Administration 
Amendments Act of 2007 or an earlier date specified by the Secretary), the fees shall be regarded as late 
and an increase in the amount of fees applies in accordance with this clause, notwithstanding any other 
provision of this section. For such person, all advisory review fees for such fiscal year shall be due and 
payable 20 days before any direct-to-consumer advertisement is submitted to the Secretary foradvisory 
review, and each such fee shall be equal to 150 percent of the fee that otherwise would have applied 
pursuant to subsection (c)(3).

(ii) eXCeeDING IDeNtIfIeD NUmBer of sUBmIssIoNs. — If  a person submits a number of DTC 
advertisements for advisory review in a fiscal year that exceeds the number identified by the 
person under subparagraph (C), an increase in the amount of fees applies under this clause for each 
submission in excess of such number, notwithstanding any other provision of this section. For 
each such DTC advertisement, the advisory review fee shall be due and payable 20 days before the 
advertisement is submitted to the Secretary, and the fee shall be equal to 150 percent of the fee that 
otherwise would have applied pursuant to subsection (c)(3).

(F) LImIts. —

(i) sUBmIssIoNs. — For each advisory review fee paid by a person for a fiscal year, the person is entitled 
to acceptance for advisory review by the Secretary of one DTC advertisement and acceptance of one 
resubmission for advisory review of the same advertisement. The advertisement shall be submitted for 
review in the fiscal year for which the fee was assessed, except that a person may carry over not more 
than one paid advisory review submission to the next fiscal year. Resubmissions may be submitted 
without regard to the fiscal year of the initial advisory review submission.
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(ii) NO REFUNDS. — Except as provided by subsections (d)(4) and (f), fees paid under this section 
shall not be refunded.

(iii) NO WAIVERS, EXEMpTIONS, OR REDUCTIONS. — The Secretary shall not grant a waiver, exemption, 
or reduction of any fees due or payable under this section.

(iv) RIGHT TO ADVISORY REVIEW NOT TRANSFERABLE. — The right to an advisory review under this 
paragraph is not transferable, except to a successor in interest.

(2) operatING reserVe fee. —

(A) IN GeNeraL. — Each person that on or after October 1, 2007, is assessed an advisory review fee under 
paragraph (1) shall be subject to fee established under subsection (d)(2) (referred to in this section as an 
“operating reserve fee”) for the first fiscal year in which an advisory review fee is assessed to such person. 
The person is not subject to an operating reserve fee for any other fiscal year.

(B) paymeNt. — Except as provided in subparagraph (C), the operating reserve fee shall be due no later 
than—

(i) October 1 of the first fiscal year in which the person is required to pay an advisory review fee under 
paragraph (1); or

(ii) for fiscal year 2008, 120 days after the date of the enactment of the Food and Drug Administration 
Amendments Act of 2007 or an earlier date specified by the Secretary.

(C) Late NotICe of sUBmIssIoN. — If, in the first fiscal year of a person’s participation in the program 
under this section, that person submits any DTC advertisements for advisory review that are in excess of the 
number identified by that person in response to the Federal Register notice described in subsection (a)(1) 
(C), that person shall pay an operating reserve fee for each of those advisory reviews equal to the advisory 
review fee for each submission established under paragraph (1)(E)(ii). Fees required by this subparagraph 
shall be in addition to any fees required by subparagraph (A). Fees under this subparagraph shall be due 20 
days before any DTC advertisement is submitted by such person to the Secretary for advisory review.

(D) Late paymeNt. —

(i) IN GeNeraL. — Notwithstanding subparagraph (B), and subject to clause (ii), an operating reserve 
fee shall be regarded as late if the person required to pay the fee has not paid the complete operating 
reserve fee by—

(I) for fiscal year 2008, 150 days after the date of the enactment of the Food and Drug Administration 
Amendments Act of 2007 or an earlier date specified by the Secretary; or

(II) in any subsequent year, November 1.

(ii) CompLete paymeNt. — The complete operating reserve fee shall be due and payable 20 days 
before any DTC advertisement is submitted by such person to the Secretary for advisory review.

(iii) amoUNt. — Notwithstanding any other provision of this section, an operating reserve fee that is 
regarded as late under this subparagraph shall be equal to 150 percent of the operating reserve fee that 
otherwise would have applied pursuant to subsection (d).

(b) aDVIsory reVIew fee reVeNUe amoUNts.  —

Fees under subsection (a)(1) shall be established to generate revenue amounts of $6,250,000 for each of 
fiscal years 2008 through 2012, as adjusted pursuant to subsections (c) and (g)(4).

(c) aDjUstmeNts. —

(1) INfLatIoN aDjUstmeNt. — Beginning with fiscal year 2009, the revenues established in subsection (b) shall 
be adjusted by the Secretary by notice, published in the Federal Register, for a fiscal year to reflect the greater 
of—

(A) the total percentage change that occurred in the Consumer Price Index for all urban consumers (all 
items; U.S. city average), for the 12-month period ending June 30 preceding the fiscal year for which fees 
are being established;

(B) the total percentage change for the previous fiscal year in basic pay under the General Schedule in 
accordance with section 5332 of title 5, United States Code, as adjusted by any locality-based comparability 
payment pursuant to section 5304 of such title for Federal employees stationed in the District of Columbia; 
or

06_FDCA_06-07.indd   406 1/26/18   5:37 PM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 736A [379h-1]

 STATUTORY SUPPLEMENT 407

(C) the average annual change in the cost, per fulltime equivalent position of the Food and Drug 
Administration, of all personnel compensation and benefits paid with respect to such positions for the first 
5 fiscal years of the previous 6 fiscal years.

The adjustment made each fiscal year by this subsection shall be added on a compounded basis to the sum of all 
adjustments made each fiscal year after fiscal year 2008 under this subsection.

(2) worKLoaD aDjUstmeNt. — Beginning with fiscal year 2009, after the fee revenues established in subsection

(b) are adjusted for a fiscal year for inflation in accordance with paragraph (1), the fee revenues shall be adjusted 
further for such fiscal year to reflect changes in the workload of the Secretary with respect to the submission of 
DTC advertisements for advisory review prior to initial dissemination. With respect to such adjustment:

(A) The adjustment shall be determined by the Secretary based upon the number of DTC advertisements 
identified pursuant to subsection (a)(1)(C) for the upcoming fiscal year, excluding allowable previously 
paid carry over submissions. The adjustment shall be determined by multiplying the number of such 
advertisements projected for that fiscal year that exceeds 150 by $27,600 (adjusted each year beginning 
with fiscal year 2009 for inflation in accordance with paragraph (1)). The Secretary shall publish in the 
Federal Register the fee revenues and fees resulting from the adjustment and the supporting methodologies.

(B) Under no circumstances shall the adjustment result in fee revenues for a fiscal year that are less than the 
fee revenues established for the prior fiscal year.

(3) aNNUaL fee settING for aDVIsory reVIew  —

(A) IN GeNeraL. — Not later than August 1 of each fiscal year (or, with respect to fiscal year 2008, not 
later than 90 days after the date of the enactment of the Food and Drug Administration Amendments Act of 
2007), the Secretary shall establish for the next fiscal year the DTC advertisement advisory review fee under 
subsection (a)(1), based on the revenue amounts established under subsection (b), the adjustments provided 
under paragraphs (1) and (2), and the number of DTC advertisements identified pursuant to subsection (a) 
(1)(C), excluding allowable previously- paid carry over submissions. The annual advisory review fee shall 
be established by dividing the fee revenue for a fiscal year (as adjusted pursuant to this subsection) by the 
number of DTC advertisements so identified, excluding allowable previously-paid carry over submissions 
under subsection (a)(1)(F)(i).

(B) fIsCaL year 2008 fee LImIt. — Notwithstanding subsection (b) and the adjustments pursuant to this 
subsection, the fee established under subparagraph (A) for fiscal year 2008 may not be more than $83,000 
per submission for advisory review.

(C) aNNUaL fee LImIt. — Notwithstanding subsection (b) and the adjustments pursuant to this subsection, 
the fee established under subparagraph (A) for a fiscal year after fiscal year 2008 may not be more than 50 
percent more than the fee established for the prior fiscal year.

(D) LImIt. — The total amount of fees obligated for a fiscal year may not exceed the total costs for such 
fiscal year for the resources allocated for the process for the advisory review of prescription drug advertising.

(d) operatING reserVes. —

(1) IN GeNeraL. — The Secretary shall establish in the Food and Drug Administration salaries and expenses 
appropriation account without fiscal year limitation a Direct-to-Consumer Advisory Review Operating Reserve, 
of at least $6,250,000 in fiscal year 2008, to continue the program under this section in the event the fees 
collected in any subsequent fiscal year pursuant to subsection (a)(1) do not generate the fee revenue amount 
established for that fiscal year.

(2) fee settING. — The Secretary shall establish the operating reserve fee under subsection (a)(2)(A) for each 
person required to pay the fee by multiplying the number of DTC advertisements identified by that person 
pursuant to subsection (a)(1)(C) by the advisory review fee established pursuant to subsection (c)(3) for that 
fiscal year, except that in no case shall the operating reserve fee assessed be less than the operating reserve fee 
assessed if the person had first participated in the program under this section in fiscal year 2008.

(3) Use of operatING reserVe. — The Secretary may use funds from the reserves only to the extent necessary 
in any fiscal year to make up the difference between the fee revenue amount established for that fiscal year under 
subsections (b) and (c) and the amount of fees actually collected for that fiscal year pursuant to subsection (a) 
(1), or to pay costs of ending the program under this section if it is terminated pursuant to subsection (f) or not 
reauthorized beyond fiscal year 2012.
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(4) refUND of operatING reserVes. — Within 120 days after the end of fiscal year 2012, or if the program 
under this section ends early pursuant to subsection (f), the Secretary, after setting aside sufficient operating 
reserve amounts to terminate the program under this section, shall refund all amounts remaining in the operating 
reserve on a pro rata basis to each person that paid an operating reserve fee assessment. In no event shall 
the refund to any person exceed the total amount of operating reserve fees paid by such person pursuant to 
subsection (a)(2).

(e) effeCt of faILUre to pay fees. — Notwithstanding any other requirement, a submission for advisory review of 
a DTC advertisement submitted by a person subject to fees under subsection (a) shall be considered incomplete and 
shall not be accepted for review by the Secretary until all fees owed by such person under this section have been paid.

(f) effeCt of INaDeqUate fUNDING of proGram. —

(1) INItIaL fUNDING. — If on November 1, 2007, or 120 days after the date of the enactment of the Food  
and Drug Administration Amendments Act of 2007, whichever is later, the Secretary has not received at least 
$11,250,000 in advisory review fees and operating reserve fees combined, the program under this section 
shall not commence and all collected fees shall be refunded.

(2) Later fIsCaL years. — Beginning in fiscal year 2009, if, on November 1 of the fiscal year, the combination 
of the operating reserves, annual fee revenues from that fiscal year, and unobligated fee revenues from prior 
fiscal years falls below $9,000,000, adjusted for inflation (as described in subsection (c)(1)), the program under 
this section shall terminate, and the Secretary shall notify all participants, retain any money from the unused 
advisory review fees and the operating reserves needed to terminate the program, and refund the remainder of 
the unused fees and operating reserves. To the extent required to terminate the program, the Secretary shall first 
use unobligated advisory review fee revenues from prior fiscal years, then the operating reserves, and finally, 
unused advisory review fees from the relevant fiscal year.

(g) CreDItING aND aVaILaBILIty of fees. —

(1) IN GeNeraL. — Fees authorized under subsection (a) shall be collected and available for obligation only to the 
extent and in the amount provided in advance in appropriations Acts. Such fees are authorized to remain available 
until expended. Such sums as may be necessary may be transferred from the Food and Drug Administration 
salaries and expenses appropriation account without fiscal year limitation to such appropriation account for 
salaries and expenses with such fiscal year limitation. The sums transferred shall be available solely for the 
process for the advisory review of prescription drug advertising.

(2) CoLLeCtIoNs aND approprIatIoN aCts. —

(A) IN GeNeraL. — The fees authorized by this section —

(i) shall be retained in each fiscal year in an amount not to exceed the amount specified in appropriation 
Acts, or otherwise made available for obligation for such fiscal year; and

(ii) shall be available for obligation only if the amounts appropriated as budget authority for such fiscal 
year are sufficient to support a number of fulltime equivalent review employees that is not fewer than 
the number of such employees supported in fiscal year 2007.

(B) reVIew empLoyees. — For purposes of subparagraph (A)(ii), the term “full-time equivalent review 
employees” means the total combined number of full-time equivalent employees in—

(i) the Center for Drug Evaluation and Research, Division of Drug Marketing, Advertising, and 
Communications, Food and Drug Administration; and

(ii) the Center for Biologics Evaluation and Research, Advertising and Promotional Labeling Branch, 
Food and Drug Administration.

(3) aUthorIzatIoN of approprIatIoNs. — For each of the fiscal years 2008 through 2012, there is authorized 
to be appropriated for fees under this section an amount equal to the total revenue amount determined under 
subsection (b) for the fiscal year, as adjusted pursuant to subsection (c) and paragraph (4) of this subsection, plus 
amounts collected for the reserve fund under subsection (d).

(4) offset. — Any amount of fees collected for a fiscal year under this section that exceeds the amount of fees 
specified in appropriation Acts for such fiscal year shall be credited to the appropriation account of the Food and 
Drug Administration as provided in paragraph (1), and shall be subtracted from the amount of fees that would 
otherwise be collected under this section pursuant to appropriation Acts for a subsequent fiscal year.

06_FDCA_06-07.indd   408 1/26/18   5:37 PM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 736B [379h-2]

 STATUTORY SUPPLEMENT 409

(h) DefINItIoNs. — For purposes of this section:

(1) The term “advisory review” means reviewing and providing advisory comments on DTC advertisements 
regarding compliance of a proposed advertisement with the requirements of this Act prior to its initial public 
dissemination.

(2) The term “advisory review fee” has the meaning indicated for such term in subsection (a)(1)(D).

(3) The term “carry over submission” means a submission for an advisory review for which a fee was paid in one 
fiscal year that is submitted for review in the following fiscal year.

(4) The term “direct-to-consumer television advertisement” means an advertisement for a prescription drug 
product (as defined in section 735(3)) intended to be displayed on any television channel for less than 3 minutes.

(5) The term “DTC advertisement” has the meaning indicated for such term in subsection (a)(1)(A).

(6) The term “operating reserve fee” has the meaning indicated for such term in subsection (a)(2)(A).

(7) The term “person” includes an individual, partnership, corporation, and association, and any affiliate thereof 
or successor in interest.

(8) The term “process for the advisory review of prescription drug advertising” means the activities necessary to 
review and provide advisory comments on DTC advertisements prior to public dissemination and, to the extent 
the Secretary has additional staff resources available under the program under this section that are not necessary 
for the advisory review of DTC advertisements, the activities necessary to review and provide advisory comments 
on other proposed advertisements and promotional material prior to public dissemination.

(9) The term “resources allocated for the process for the advisory review of prescription drug advertising” means 
the expenses incurred in connection with the process for the advisory review of prescription drug advertising 
for —

(A) officers and employees of the Food and Drug Administration, contractors of the Food and Drug 
Administration, advisory committees, and costs related to such officers, employees, and committees, and to 
contracts with such contractors;

(B) management of information, and the acquisition, maintenance, and repair of computer resources;

(C) leasing, maintenance, renovation, and repair of facilities and acquisition, maintenance, and repair of 
fixtures, furniture, scientific equipment, and other necessary materials and supplies;

(D) collection of fees under this section and accounting for resources allocated for the advisory review of 
prescription drug advertising; and

(E) terminating the program under this section pursuant to subsection (f)(2) if that becomes necessary.

(10) The term “resubmission” means a subsequent submission for advisory review of a direct-to-consumer 
television advertisement that has been revised in response to the Secretary’s comments on an original submission. 
A resubmission may not introduce significant new concepts or creative themes into the television advertisement.

(11) The term “submission for advisory review” means an original submission of a direct-to-consumer television 
advertisement for which the sponsor voluntarily requests advisory comments before the advertisement is publicly 
disseminated.

seC. 736B. [379h-2] reaUthorIzatIoN; reportING reqUIremeNts.*

(a) performaNCe report. —

(1) IN GeNeraL. — Beginning with fiscal year 2013 2018, not later than 120 days after the end of each fiscal year 
for which fees are collected under this part, the Secretary shall prepare and submit to the Committee on Energy 
and Commerce of the House of Representatives and the Committee on Health, Education, Labor, and Pensions 
of the Senate a report concerning —

(A) the progress of the Food and Drug Administration in achieving the goals identified in the letters 
described in section 101(b) of the Prescription Drug User Fee Amendments of 2012 2017 during such fiscal 
year and the future plans of the Food and Drug Administration for meeting the goals, including the status of 
the independent assessment described in such letters; and

* Ceases to be effective January 31, 2018.
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(B) the progress of the Center for Drug Evaluation and Research and the Center for Biologics Evaluation 
and Research in achieving the goals, and future plans for meeting the goals, including, for each review 
division —

(i) the number of original standard new drug applications and biologics license applications filed per 
fiscal year for each review division;

(ii) the number of original priority new drug applications and biologics license applications filed per 
fiscal year for each review division;

(iii) the number of standard efficacy supplements filed per fiscal year for each review division;

(iv) the number of priority efficacy supplements filed per fiscal year for each review division;

(v) the number of applications filed for review under accelerated approval per fiscal year for each 
review division;

(vi) the number of applications filed for review as fast track products per fiscal year for each review 
division;

(vii) the number of applications filed for orphan-designated products per fiscal year for each review 
division; and

(viii) the number of breakthrough designations for a fiscal year for each review division.

(2) INCLUsIoN. — The report under this subsection for a fiscal year shall include information on all previous 
cohorts for which the Secretary has not given a complete response on all human drug applications and supplements 
in the cohort.

(3) ReaL TIme ReportING. —

(A) IN GeNeraL. — Not later than 30 calendar days after the end of the second quarter of fiscal year 
2018, and not later than 30 calendar days after the end of each quarter of each fiscal year thereafter, the 
Secretary shall post the data described in subparagraph (B) on the internet website of the Food and Drug 
Administration for such quarter and on a cumulative basis for such fiscal year, and may remove duplicative 
data from the annual performance report under this subsection.

(B) Data. — The Secretary shall post the following data in accordance with subparagraph (A):

(i) The number and titles of draft and final guidance on topics related to the process for the review of 
human drug applications, and whether such guidances were issued as required by statute or pursuant 
to a commitment under the letters described in section 101(b) of the Prescription Drug User Fee 
Amendments of 2017.

(ii) The number and titles of public meetings held on topics related to the process for the review of human 
drug applications, and whether such meetings were required by statute or pursuant to a commitment 
under the letters described in section 101(b) of the Prescription Drug User Fee Amendments of 2017.

(iii) The number of new drug applications and biological licensing applications approved.

(iv) The number of new drug applications and biological licensing applications filed.

(4) RatIoNaLe for pDUFA proGram ChaNGes. — Beginning with fiscal year 2020, the Secretary shall include 
in the annual report under paragraph (1) —

(A) data, analysis, and discussion of the changes in the number of full-time equivalents hired as agreed 
upon in the letters described in section 101(b) of the Prescription Drug User Fee Amendments of 2017 and 
the number of full time equivalents funded by budget authority at the Food and Drug Administration by 
each division within the Center for Drug Evaluation and Research, the Center for Biologics Evaluation and 
Research, the Office of Regulatory Affairs, and the Office of the Commissioner;

(B) data, analysis, and discussion of the changes in the fee revenue amounts and costs for the process for the 
review of human drugs, including identifying drivers of such changes; and

(C) for each of the Center for Drug Evaluation and Research, the Center for Biologics Evaluation and 
Research, the Office of Regulatory Affairs, and the Office of the Commissioner, the number of employees 
for whom time reporting is required and the number of employees for whom time reporting is not required.

(5) aNaLysIs. — For each fiscal year, the Secretary shall include in the report under paragraph (1) an analysis 
of the following:
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(A) The difference between the aggregate number of human drug applications filed and the aggregate 
number of approvals, accounting for —

(i) such applications filed during one fiscal year for which a decision is not scheduled to be made until 
the following fiscal year;

(ii) the aggregate number of applications for each fiscal year that did not meet the goals identified in 
the letters described in section 101(b) of the Prescription Drug User Fee Amendments of 2017 for the 
applicable fiscal year.

(B) Relevant data to determine whether the Center for Drug Evaluation and Research and the Center for 
Biologics Evaluation and Research have met performance enhancement goals identified in the letters 
described in section 101(b) of the Prescription Drug User Fee Amendments of 2017 for the applicable fiscal 
year.

(C) The most common causes and trends of external or other circumstances affecting the ability of the Center 
for Drug Evaluation and Research, the Center for Biologics Evaluation and Research, Office of Regulatory 
Affairs, and the Food and Drug Administration to meet the review time and performance enhancement goals 
identified in the letters described in section 101(b) of the Prescription Drug User Fee Amendments of 2017.

(b) fIsCaL report. — Beginning with fiscal year 2013 2018, not later than 120 days after the end of each fiscal year 
for which fees are collected under this part, the Secretary shall prepare and submit to the Committee on Energy and 
Commerce of the House of Representatives and the Committee on Health, Education, Labor, and Pensions of the 
Senate a report on the implementation of the authority for such fees during such fiscal year and the use, by the Food 
and Drug Administration, of the fees collected for such fiscal year.

(c) CorreCtIVe ACtIoN Report. — Beginning with fiscal year 2018, for each fiscal year for which fees are collected 
under this part, the Secretary shall prepare and submit a corrective action report to the Committee on Energy and 
Commerce and the Committee on Appropriations of the House of Representatives and the Committee on Health, 
Education, Labor, and Pensions and the Committee on Appropriations of the Senate. The report shall include the 
following information, as applicable:

(1) GoaLs Met. — For each fiscal year, if the Secretary determines, based on the analysis under subsection (a)
(5), that each of the goals identified in the letters described in section 101(b) of the Prescription Drug User Fee 
Amendments of 2017 for the applicable fiscal year have been met, the corrective action report shall include 
recommendations on ways in which the Secretary can improve and streamline the human drug application review 
process.

(2) GoaLs MIsseD. — For any of the goals identified in the letters described in section 101(b) of the Prescription 
Drug User Fee Amendments of 2017 for the applicable fiscal year that the Secretary determines to not have been 
met, the corrective action report shall include—

(A) a detailed justification for such determination and a description, as applicable, of the types of 
circumstances and trends under which human drug applications that missed the review goal time were 
approved during the first cycle review, or application review goals were missed; and

(B) with respect to performance enhancement goals that were not achieved, a description of efforts the Food 
and Drug Administration has put in place for the fiscal year in which the report is submitted to improve the 
ability of such agency to meet each such goal for the such fiscal year.

(d) ENhaNCeD CommUNICatIoN. —

(1) CommUNICatIoNs wIth CoNGress. — Each fiscal year, as applicable and requested, representatives from 
the Centers with expertise in the review of human drugs shall meet with representatives from the Committee on 
Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House 
of Representatives to report on the contents described in the reports under this section.

(2) partICIpatIoN IN CoNGressIoNaL HearING. — Each fiscal year, as applicable and requested, representatives 
from the Food and Drug Administration shall participate in a public hearing before the Committee on Health, 
Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of 
Representatives, to report on the contents described in the reports under this section. Such hearing shall occur 
not later than 120 days after the end of each fiscal year for which fees are collected under this part.

(c) (e) pUBLIC aVaILaBILIty. — The Secretary shall make the reports required under subsections (a) and (b) available 
to the public on the Internet Web site of the Food and Drug Administration.

(d) (f) reaUthorIzatIoN. —
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(1) CoNsULtatIoN. — In developing recommendations to present to the Congress with respect to the goals, and 
plans for meeting the goals, for the process for the review of human drug applications for the first 5 fiscal years 
after fiscal year 2017 2022, and for the reauthorization of this part for such fiscal years, the Secretary shall 
consult with —

(A) the Committee on Energy and Commerce of the House of Representatives;

(B) the Committee on Health, Education, Labor, and Pensions of the Senate;

(C) scientific and academic experts;

(D) health care professionals;

(E) representatives of patient and consumer advocacy groups; and

(F) the regulated industry.

(2) prIor pUBLIC INpUt. — Prior to beginning negotiations with the regulated industry on the reauthorization of 
this part, the Secretary shall —

(A) publish a notice in the Federal Register requesting public input on the reauthorization;

(B) hold a public meeting at which the public may present its views on the reauthorization, including specific 
suggestions for changes to the goals referred to in subsection (a);

(C) provide a period of 30 days after the public meeting to obtain written comments from the public 
suggesting changes to this part; and

(D) publish the comments on the Food and Drug Administration’s Internet Web site.

(3) perIoDIC CoNsULtatIoN. — Not less frequently than once every month during negotiations with the regulated 
industry, the Secretary shall hold discussions with representatives of patient and consumer advocacy groups 
to continue discussions of their views on the reauthorization and their suggestions for changes to this part as 
expressed under paragraph (2).

(4) pUBLIC reVIew of reCommeNDatIoNs. — After negotiations with the regulated industry, the Secretary shall—

(A) present the recommendations developed under paragraph (1) to the Congressional committees specified 
in such paragraph;

(B) publish such recommendations in the Federal Register;

(C) provide for a period of 30 days for the public to provide written comments on such recommendations;

(D) hold a meeting at which the public may present its views on such recommendations; and

(E) after consideration of such public views and comments, revise such recommendations as necessary.

(5) traNsmIttaL of reCommeNDatIoNs. — Not later than January 15, 2017, the Secretary shall transmit to the 
Congress the revised recommendations under paragraph (4), a summary of the views and comments received 
under such paragraph, and any changes made to the recommendations in response to such views and comments.

(6) mINUtes of NeGotIatIoN meetINGs. —

(A) pUBLIC aVaILaBILIty. — Before presenting the recommendations developed under paragraphs (1) 
through (5) to the Congress, the Secretary shall make publicly available, on the public Web site of the Food 
and Drug Administration, minutes of all negotiation meetings conducted under this subsection between the 
Food and Drug Administration and the regulated industry.

(B) CoNteNt. — The minutes described under subparagraph (A) shall summarize any substantive proposal 
made by any party to the negotiations as well as significant controversies or differences of opinion during 
the negotiations and their resolution.

part 3 — fees reLatING to DeVICes

seC. 737. [379i] DefINItIoNs.*

For purposes of this part:

(1) The term “premarket application” means —

* Ceases to be effective October 1, 2017 2022.
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(A) an application for approval of a device submitted under section 515(c) or section 351 of the Public 
Health Service Act; or

(B) a product development protocol described in section 515(f).

Such term does not include a supplement, a premarket report, or a premarket notification submission.

(2) The term “premarket report” means a report submitted under section 515(c)(2).

(3) The term “premarket notification submission” means a report submitted under section 510(k).

(4) —

(A) The term “supplement”, with respect to a panel-track supplement, a 180-day supplement, a real-time 
supplement, or an efficacy supplement, means a request to the Secretary to approve a change in a device for 
which —

(i) an application or report has been approved under section 515(d), or an application has been approved 
under section 351 of the Public Health Service Act; or

(ii) a notice of completion has become effective under section 515(f).

(B) The term “panel-track supplement” means a supplement to an approved premarket application or 
premarket report under section 515 that requests a significant change in design or performance of the device, 
or a new indication for use of the device, and for which substantial clinical data are necessary to provide a 
reasonable assurance of safety and effectiveness.

(C) The term “180-day supplement” means a supplement to an approved premarket application or premarket 
report under section 515 that is not a paneltrack supplement and requests a significant change in components, 
materials, design, specification, software, color additives, or labeling.

(D) The term “real-time supplement” means a supplement to an approved premarket application or premarket 
report under section 515 that requests a minor change to the device, such as a minor change to the design of 
the device, software, sterilization, or labeling, and for which the applicant has requested and the agency has 
granted a meeting or similar forum to jointly review and determine the status of the supplement.

(E) The term “efficacy supplement” means a supplement to an approved premarket application under section 
351 of the Public Health Service Act that requires substantive clinical data.

(5) The term “30-day notice” means a notice under section 515(d)(5) that is limited to a request to make 
modifications to manufacturing procedures or methods of manufacture affecting the safety and effectiveness of 
the device.

(6) The term “request for classification information” means a request made under section 513(g) for information 
respecting the class in which a device has been classified or the requirements applicable to a device.

(7) The term “annual fee”, for periodic reporting concerning a class III device, means the annual fee associated 
with periodic reports required by a premarket application approval order.

(8) The term “de novo classification request” means a request made under section 513(f)(2)(A) with respect to 
the classification of a device.

(8) (9) The term “process for the review of device applications” means the following activities of the Secretary 
with respect to the review of premarket applications, premarket reports, supplements, and premarket notification 
submissions:

(A) The activities necessary for the review of premarket applications, premarket reports, supplements, and 
premarket notification submissions.

(B) The issuance of action letters that allow the marketing of devices or which set forth in detail the specific 
deficiencies in such applications, reports, supplements, or submissions and, where appropriate, the actions 
necessary to place them in condition for approval.

(C) The inspection of manufacturing establishments and other facilities undertaken as part of the Secretary’s 
review of pending premarket applications, premarket reports, and supplements.

(D) Monitoring of research conducted in connection with the review of such applications, reports, 
supplements, and submissions.

(E) Review of device applications subject to section 351 of the Public Health Service Act for an investigational 
new drug application under section 505(i) or for an investigational device exemption under section 520(g) 
and activities conducted in anticipation of the submission of such applications under section 505(i) or 520(g).
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(F) The development of guidance, policy documents, or regulations to improve the process for the review of 
premarket applications, premarket reports, supplements, and premarket notification submissions.

(G) The development of voluntary test methods, consensus standards, or mandatory performance standards 
under section 514 in connection with the review of such applications, reports, supplements, or submissions 
and related activities.

(H) The provision of technical assistance to device manufacturers in connection with the submission of such 
applications, reports, supplements, or submissions.

(I) Any activity undertaken under section 513 or 515(i) in connection with the initial classification or 
reclassification of a device or under section 515(b) in connection with any requirement for approval of a 
device.

(J) Evaluation of postmarket studies required as a condition of an approval of a premarket application 
or premarket report under section 515 or a premarket application under section 351 of the Public Health 
Service Act.

(K) Compiling, developing, and reviewing information on relevant devices to identify safety and 
effectiveness issues for devices subject to premarket applications, premarket reports, supplements, or 
premarket notification submissions.

(9) (10) The term “costs of resources allocated for the process for the review of device applications” means the 
expenses in connection with the process for the review of device applications for —

(A) officers and employees of the Food and Drug Administration, contractors of the Food and Drug 
Administration, advisory committees, and costs related to such officers, employees, and committees and to 
contracts with such contractors;

(B) management of information, and the acquisition, maintenance, and repair of computer resources;

(C) leasing, maintenance, renovation, and repair of facilities and acquisition, maintenance, and repair of 
fixtures, furniture, scientific equipment, and other necessary materials and supplies; and

(D) collecting fees and accounting for resources allocated for the review of premarket applications, premarket 
reports, supplements, and submissions submissions, and de novo classification requests.

(10) (11) The term “adjustment factor” applicable to a fiscal year is the Consumer Price Index for all urban 
consumers (all items; United States city average) for October of the preceding fiscal year divided by such Index 
for October 2011 2016.

(11) (12) The term “person” includes an affiliate thereof.

(12) (13) The term “affiliate” means a business entity that has a relationship with a second business entity 
(whether domestic or international) if, directly or indirectly —

(A) one business entity controls, or has the power to control, the other business entity; or

(B) a third party controls, or has power to control, both of the business entities.

(13) (14) The term “establishment subject to a registration fee” means an establishment that is registered (or 
is required to register) with the Secretary under section 510 because such establishment is engaged in the 
manufacture, preparation, propagation, compounding, or processing of a device.

seC. 738. [379j] aUthorIty to assess aND Use DeVICe fees.*

(a) types of fees. —

(1) IN GeNeraL. — Beginning in fiscal year 2013 2018, the Secretary shall assess and collect fees in accordance 
with this section.

(2) premarKet appLICatIoN, premarKet report, sUppLemeNt, aND sUBmIssIoN fee, aND aNNUaL fee for 
perIoDIC reportING CoNCerNING a CLass III DeVICe. —

(A) IN GeNeraL. — Except as provided in subparagraph (B) and subsections (d), (e), and (f), (d) and (e), 
each person who submits any of the following, on or after October 1, 2012 2017, shall be subject to a fee 
established under subsection (c) for the fiscal year involved in accordance with the following:

* Ceases to be effective October 1, 2017 2022.
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(i) A premarket application.

(ii) For a premarket report, a fee equal to the fee that applies under clause (i).

(iii) For a panel track supplement, a fee equal to 75 percent of the fee that applies under clause (i).

(iv) For a 180-day supplement, a fee equal to 15 percent of the fee that applies under clause (i).

(v) For a real-time supplement, a fee equal to 7 percent of the fee that applies under clause (i).

(vi) For a 30-day notice, a fee equal to 1.6 percent of the fee that applies under clause (i).

(vii) For an efficacy supplement, a fee equal to the fee that applies under clause (i).

(viii) For a premarket notification submission, a fee equal to 2 3.4 percent of the fee that applies under 
clause (i).

(ix) For a request for classification information, a fee equal to 1.35 percent of the fee that applies under 
clause (i).

(x) For periodic reporting concerning a class III device, an annual fee equal to 3.5 percent of the fee that 
applies under clause (i).

(xi)  For a de novo classification request, a fee equal to 30 percent of the fee that applies under clause (i).

(B) eXCeptIoNs. —

(i) hUmaNItarIaN DeVICe eXemptIoN. — An application under section 520(m) is not subject to any fee 
under subparagraph (A).

(ii) fUrther maNUfaCtUrING Use. — No fee shall be required under subparagraph (A) for the 
submission of a premarket application under section 351 of the Public Health Service Act for a product 
licensed for further manufacturing use only.

(iii) state or feDeraL GoVerNmeNt spoNsors. — No fee shall be required under subparagraph (A) for 
a premarket application, premarket report, supplement, or premarket notification submission submitted 
by a State or Federal Government entity unless the device involved is to be distributed commercially.

(iv) premarKet NotIfICatIoNs By thIrD partIes. — No fee shall be required under subparagraph (A) 
for a premarket notification submission reviewed by an accredited person pursuant to section 523.

(v) peDIatrIC CoNDItIoNs of Use. —

(I) IN GeNeraL. — No fee shall be required under subparagraph (A) for a premarket application, 
premarket report, or premarket notification submission premarket notification submission, or de 
novo classification request if the proposed conditions of use for the device involved are solely for a 
pediatric population. No fee shall be required under such subparagraph for a supplement if the sole 
purpose of the supplement is to propose conditions of use for a pediatric population.

(II) sUBseqUeNt proposaL of aDULt CoNDItIoNs of Use. — In the case of a person who submits a 
premarket application or premarket report for which, under subclause (I), a fee under subparagraph 
(A) is not required, any supplement to such application that proposes conditions of use for any adult 
population is subject to the fee that applies under such subparagraph for a premarket application.

(C) paymeNt. — The fee required by subparagraph (A) shall be due upon submission of the premarket 
application, premarket report, supplement, premarket notification submission, 30-day notice, request 
for classification information, or periodic reporting concerning a class III device. Applicants submitting 
portions of applications pursuant to section 515(c)(4) shall pay such fees upon submission of the first 
portion of such applications.

(D) refUNDs. —

(i) appLICatIoN refUseD for fILING. — The Secretary shall refund 75 percent of the fee paid under 
subparagraph (A) for any application, report, or supplement that is refused for filing.

(ii) appLICatIoN wIthDrawN Before fILING. — The Secretary shall refund 75 percent of the fee paid 
under subparagraph (A) for any application, report, or supplement that is withdrawn prior to the filing 
decision of the Secretary.

(iii) appLICatIoN wIthDrawN Before fIrst aCtIoN. — After receipt of a request for a refund of the 
fee paid under subparagraph (A) for a premarket application, premarket report, or supplement that is 
withdrawn after filing but before a first action, the Secretary may return some or all of the fee. The 
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amount of refund, if any, shall be based on the level of effort already expended on the review of such 
application, report, or supplement.

(iv) moDULar appLICatIoNs wIthDrawN Before fIrst aCtIoN. — The Secretary shall refund 75 
percent of the application fee paid for an application submitted under section 515(c)(4) that is withdrawn 
before a second portion is submitted and before a first action on the first portion.

(v) Later wIthDrawN moDULar appLICatIoNs. — If an application submitted under section 515(c)(4) 
is withdrawn after a second or subsequent portion is submitted but before any first action, the Secretary 
may return a portion of the fee. The amount of refund, if any, shall be based on the level of effort already 
expended on the review of the portions submitted.

(vi) soLe DIsCretIoN to refUND. — The Secretary shall have sole discretion to refund a fee or portion 
of the fee under clause (iii) or (v). A determination by the Secretary concerning a refund under clause 
(iii) or (v) shall not be reviewable.

(3) aNNUaL estaBLIshmeNt reGIstratIoN fee. —

(A) IN GeNeraL. — Except as provided in subparagraph (B) and subsection (f), , each establishment subject 
to a registration fee shall be subject to a fee for each initial or annual registration under section 510 beginning 
with its registration for fiscal year 2008.

(B) eXCeptIoN. — No fee shall be required under subparagraph (A) for an establishment operated by 
a State or Federal governmental entity or an Indian tribe (as defined in the Indian Self Determination 
and Educational Assistance Act), unless a device manufactured by the establishment is to be distributed 
commercially.

(C) paymeNt. — The fee required under subparagraph (A) shall be due once each fiscal year, upon the later 
of —

(i) the initial or annual registration (as applicable) of the establishment under section 510; or

(ii) the first business day after the date of enactment of an appropriations Act providing for the collection 
and obligation of fees for such year under this section.

(b) fee amoUNts. —

(1) IN GeNeraL. — Subject to subsections (c), (d), (e), (f), and (i), for each of fiscal years 2013 through 2017, 
fees under subsection (a) shall be derived from the base fee amounts specified in paragraph (2), to generate the 
total revenue amounts specified in paragraph (3).

(2) Base fee amoUNts speCIfIeD. — For purposes of paragraph (1), the base fee amounts specified in this 
paragraph are as follows:

Fee Type
Fiscal Year 
2013

Fiscal Year 
2014

Fiscal Year 
2015

Fiscal Year 
2016

Fiscal Year 
2017

Premarket 
Application $248,000 $252,960 $258,019 $263,180 $268,443

Establishment 
Registration $2,575 $3,200 $3,750 $3,872 $3,872

(3) totaL reVeNUe amoUNts speCIfIeD. — For purposes of paragraph (1), the total revenue amounts specified 
in this paragraph are as follows:

(A) $97,722,301 for fiscal year 2013. 

(B) $112,580,497 for fiscal year 2014. 

(C) $125,767,107 for fiscal year 2015. 

(D) $129,339,949 for fiscal year 2016. 

(E) $130,184,348 for fiscal year 2017.
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(b) Fee AmoUNts. —

(1) IN GeNeraL. — Subject to subsections (c), (d), (e), and (h), for each of fiscal years 2018 through 2022, fees 
under subsection (a) shall be derived from the base fee amounts specified in paragraph (2), to generate the total 
revenue amounts specified in paragraph (3). 

(2) Base Fee AmoUNts SpeCIfIeD. — For purposes of paragraph (1), the base fee amounts specified in this 
paragraph are as follows:

Fee Type
Fiscal Year 
2018

Fiscal Year 
2019

Fiscal Year 
2020

Fiscal Year 
2021

Fiscal Year 
2022

Premarket 
Application $294,000 $300,000 $310,000 $328,000 $329,000

Establishment 
Registration $4,375 $4,548 $4,760 $4,975 $4,978

(3) TotaL ReVeNUe AmoUNts SpeCIfIeD. — For purposes of paragraph (1), the total revenue amounts specified 
in this paragraph are as follows:

(A) $183,280,756 for fiscal year 2018.

(B) $190,654,875 for fiscal year 2019.

(C) $200,132,014 for fiscal year 2020.

(D) $211,748,789 for fiscal year 2021.

(E) $213,687,660 for fiscal year 2022.

(c) aNNUaL fee settING; aDjUstmeNts. —

(1) IN GeNeraL. — The Secretary shall, 60 days before the start of each fiscal year after September 30, 2012 
2017, establish fees under subsection (a), based on amounts specified under subsection (b) and the adjustments 
provided under this subsection, and publish such fees, and the rationale for any adjustments to such fees, in the 
Federal Register.

(2) INfLatIoN aDjUstmeNts. —

(A) aDjUstmeNt to totaL reVeNUe amoUNts. — For fiscal year 2014 2018 and each subsequent fiscal 
year, the Secretary shall adjust the total revenue amount specified in subsection (b)(3) for such fiscal year 
by multiplying such amount by the applicable inflation adjustment under subparagraph (B) for such year.

(B) appLICaBLe INfLatIoN aDjUstmeNt to totaL reVeNUe amoUNts. — The applicable inflation adjustment 
for a fiscal year is fiscal year 2018 and each subsequent year is the product of—

(i) for fiscal year 2014, the base inflation adjustment under subparagraph (C) for such fiscal year; and

(ii) for fiscal year 2015 and each subsequent fiscal year, the product of — of the base inflation 
adjustment under subparagraph (C) for each of the fiscal years preceding such fiscal year, beginning 
with fiscal year 2016.

(I) the base inflation adjustment under subparagraph (C) for such fiscal year; and

(II) the product of the base inflation adjustment under subparagraph (C) for each of the fiscal years 
preceding such fiscal year, beginning with fiscal year 2014.

(C) Base INfLatIoN aDjUstmeNt to totaL reVeNUe amoUNts. —

(i) IN GeNeraL. — Subject to further adjustment under clause (ii), the base inflation adjustment for a 
fiscal year is the sum of one plus—

(I) the average annual percent change in the cost, per full-time equivalent position of the Food 
and Drug Administration, of all personnel compensation and benefits paid with respect to such 
positions for the first 3 years of the preceding 4 fiscal years, multiplied by 0.60; and
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(II) the average annual percent change that occurred in the Consumer Price Index for urban 
consumers (Washington-Baltimore, DC-MD-VA-WV; Not Seasonally Adjusted; All items; Annual 
Index) for the first 3 years of the preceding 4 years of available data multiplied by 0.40.

(ii) LImItatIoNs. — For purposes of subparagraph (B), if  the base inflation adjustment for a fiscal 
year under clause (i)—

(I) is less than 1, such adjustment shall be considered to be equal to 1; or

(II) is greater than 1.04, such adjustment shall be considered to be equal to 1.04.

(D) aDjUstmeNt to Base fee amoUNts. — For each of fiscal years 2014 through 2017, the base fee 
amounts specified in subsection (b)(2) shall be adjusted as needed, on a uniform proportionate basis, to 
generate the total revenue amounts under subsection (b)(3), as adjusted for inflation under subparagraph 
(A). For each of fiscal years 2018 through 2022, the Secretary shall—

(i) adjust the base fee amounts specified in subsection (b)(2) for such fiscal year by multiplying such 
amounts by the applicable inflation adjustment under subparagraph (B) for such year; and

(ii) if the Secretary determines necessary, increase (in addition to the adjustment under clause (i)) 
such base fee amounts, on a uniform proportionate basis, to generate the total revenue amounts under 
subsection (b)(3), as adjusted for inflation under subparagraph (A).

(3) VoLUme-BaseD aDjUstmeNts to estaBLIshmeNt reGIstratIoN Base fees. — For each of fiscal years 2014 
through 2017 2018 through 2022, after the base fee amounts specified in subsection (b)(2) are adjusted under 
paragraph (2)(D), the base establishment registration fee amounts specified in such subsection shall be further 
adjusted increased, as the Secretary estimates is necessary in order for total fee collections for such fiscal year to 
generate the total revenue amounts, as adjusted under paragraph (2).

(4) LImIt. The total amount of fees charged, as adjusted under this subsection, for a fiscal year may not exceed 
the total costs for such fiscal year for the resources allocated for the process for the review of device applications.

(5) sUppLemeNt.

(A) IN GeNeraL. The Secretary may use unobligated carryover balances from fees collected in previous 
fiscal years to ensure that sufficient fee revenues are available in that fiscal year, so long as the Secretary 
maintains unobligated carryover balances of not less than 1 month of operating reserves for the first month 
of the next fiscal year.

(B) NotICe to CoNGress. Not later than 14 days before the Secretary anticipates the use of funds described 
in subparagraph (A), the Secretary shall provide notice to the Committee on Health, Education, Labor, and 
Pensions and the Committee on Appropriations of the Senate and the Committee on Energy and Commerce 
and the Committee on Appropriations of the House of Representatives.

(d) smaLL BUsINesses; fee waIVer aND fee reDUCtIoN reGarDING premarKet approVaL fees.  —

(1) IN GeNeraL. The Secretary shall grant a waiver of the fee required under subsection (a) for one premarket 
application, or one premarket report, where the Secretary finds that the applicant involved is a small business 
submitting its first premarket application to the Secretary, or its first premarket report, respectively, for review. 
For the purposes of this paragraph, the term “small business” means an entity that reported $30,000,000 or less 
of gross receipts or sales in its most resent Federal income tax return for a taxable year, including such returns 
of all of its affiliates.

In addition, for subsequent premarket applications, premarket reports, and supplements where the Secretary 
finds that the applicant involved is a small business, the fees specified in clauses (i) through (v) and clauses 
(vii, (ix), and (x) (vii) and clauses (ix), (x), and (xi) of subsection (a)(2)(A) may be paid at a reduced rate in 
accordance with paragraph (2)(C).

(2) rULes reLatING to premarKet approVaL fees. —

(A) DefINItIoN. For purposes of this paragraph, the term “small business” means an entity that reported 
$100,000,000 or less of gross receipts or sales in its most recent Federal income tax return for a taxable 
year, including such returns of all of its affiliates.

(B) eVIDeNCe of qUaLIfICatIoN.

(i) IN GeNeraL. — An applicant shall pay the higher fees established by the Secretary each year unless 
the applicant submits evidence that it qualifies for a waiver of the fee or the lower fee rate.
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(ii) fIrms sUBmIttING taX retUrNs to the UNIteD states INterNaL reVeNUe serVICe. —  The 
applicant shall support its claim that it meets the definition under subparagraph (A) by submission of 
a copy of its most recent Federal income tax return for a taxable year, and a copy of such returns of its 
affiliates, which show an amount of gross sales or receipts that is less than the maximum established in 
subparagraph (A). The applicant, and each of such affiliates, shall certify that the information provided 
is a true and accurate copy of the actual tax forms they submitted to the Internal Revenue Service. If no 
tax forms are submitted for any affiliate, the applicant shall certify that the applicant has no affiliates.

(iii) fIrms Not sUBmIttING taX retUrNs to the UNIteD states INterNaL reVeNUe serVICe. — In 
the case of an applicant that has not previously submitted a Federal income tax return, the applicant and 
each of its affiliates shall demonstrate that it meets the definition under subparagraph (A) by submission 
of a signed certification, in such form as the Secretary may direct through a notice published in the 
Federal Register, that the applicant or affiliate meets the criteria for a small business and a certification, 
in English, from the national taxing authority of the country in which the applicant or, if applicable, 
affiliate is headquartered. The certification from such taxing authority shall bear the official seal of 
such taxing authority and shall provide the applicant’s or affiliate’s gross receipts or sales for the most 
recent year in both the local currency of such country and in United States dollars, the exchange rate 
used in converting such local currency to dollars, and the dates during which these receipts or sales were 
collected. The applicant shall also submit a statement signed by the head of the applicant’s firm or by 
its chief financial officer that the applicant has submitted certifications for all of its affiliates, or that 
the applicant has no affiliates.

(C) reDUCeD fees. — Where the Secretary finds that the applicant involved meets the definition under 
subparagraph (A), the fees established under subsection (c)(1) may be paid at a reduced rate of—

(i) 25 percent of the fee established under such subsection for a premarket application, a premarket 
report, a supplement, or periodic reporting concerning a class III device; and, or a de novo classification 
request; and

(ii) 50 percent of the fee established under such subsection for a 30-day notice or a request for 
classification information.

(e) smaLL BUsINesses; fee reDUCtIoN reGarDING premarKet NotIfICatIoN sUBmIssIoNs. —

(1) IN GeNeraL. — For fiscal year 2008 and each subsequent fiscal year, where the Secretary finds that the 
applicant involved is a small business, the fee specified in subsection (a)(2)(A)(viii) may be paid at a reduced 
rate in accordance with paragraph (2)(C).

(2) rULes reLatING to premarKet NotIfICatIoN sUBmIssIoNs. —

(A) DefINItIoN. — For purposes of this subsection, the term “small business” means an entity that reported 
$100,000,000 or less of gross receipts or sales in its most recent Federal income tax return for a taxable 
year, including such returns of all of its affiliates.

(B) eVIDeNCe of qUaLIfICatIoN. —

(i) IN GeNeraL. — An applicant shall pay the higher fees established by the Secretary each year unless 
the applicant submits evidence that it qualifies for the lower fee rate.

(ii) fIrms sUBmIttING taX retUrNs to the UNIteD states INterNaL reVeNUe serVICe. —  The 
applicant shall support its claim that it meets the definition under subparagraph (A) by submission of 
a copy of its most recent Federal income tax return for a taxable year, and a copy of such returns of its 
affiliates, which show an amount of gross sales or receipts that is less than the maximum established in 
subparagraph (A). The applicant, and each of such affiliates, shall certify that the information provided 
is a true and accurate copy of the actual tax forms they submitted to the Internal Revenue Service. If no 
tax forms are submitted for any affiliate, the applicant shall certify that the applicant has no affiliates.

(iii) fIrms Not sUBmIttING taX retUrNs to the UNIteD states INterNaL reVeNUe serVICe. — In the 
case of an applicant that has not previously submitted a Federal income tax return, the applicant and each 
of its affiliates shall demonstrate that it meets the definition under subparagraph (A) by submission 
of a signed certification, in such form as the Secretary may direct through a notice published in 
the Federal Register, that the applicant or affiliate meets the criteria for a small business and a 
certification, in English, from the national taxing authority of the country in which the applicant 
or, if  applicable, affiliate is headquartered. The certification from such taxing authority shall bear 
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the official seal of such taxing authority and shall provide the applicant’s or affiliate’s gross receipts 
or sales for the most recent year in both the local currency of such country and in United States 
dollars, the exchange rate used in converting such local currency to dollars, and the dates during 
which these receipts or sales were collected. The applicant shall also submit a statement signed by 
the head of the applicant’s firm or by its chief  financial officer that the applicant has submitted 
certifications for all of its affiliates, or that the applicant has no affiliates.

(C) reDUCeD fees. — For fiscal year 2008 and each subsequent fiscal year, where the Secretary finds that 
the applicant involved meets the definition under subparagraph (A), the fee for a premarket notification 
submission may be paid at 50 25 percent of the fee that applies under subsection (a)(2)(A)(viii), and as 
established under subsection (c)(1).

(D) reqUest for reDUCtIoN. — An applicant seeking a fee reduction under this subsection shall submit 
supporting information to the Secretary at least 60 days before the fee is required pursuant to subsection (a). 
The decision of the Secretary regarding whether an entity qualifies for such a reduction is not reviewable.

(f) fee waIVer or reDUCtIoN. —

(1) IN GeNeraL. — The Secretary may, at the Secretary’s sole discretion, grant a waiver or reduction of fees under 
subsection (a)(2) or (a)(3) if the Secretary finds that such waiver or reduction is in the interest of public health.

(2) LImItatIoN. — The sum of all fee waivers or reductions granted by the Secretary in any fiscal year under 
paragraph (1) shall not exceed 2 percent of the total fee revenue amounts established for such year under 
subsection (c).

(3) DUratIoN. — The authority provided by this subsection terminates October 1, 2017.

(g) (f) effeCt of faILUre to pay fees. —

(1) No aCCeptaNCe of sUBmIssIoNs. — A premarket application, premarket report, supplement, premarket 
notification submission, 30-day notice, request for classification information, or periodic reporting concerning a 
class III device, or de novo classification request submitted by a person subject to fees under subsections (a)(2) 
and (a)(3) shall be considered incomplete and shall not be accepted by the Secretary until all fees all such fees 
owed by such person have been paid.

(2) No reGIstratIoN. — Registration information submitted under section 510 by an establishment subject to a 
registration fee shall be considered incomplete and shall not be accepted by the Secretary until the registration 
fee under subsection (a)(3) owed for the establishment has been paid. Until the fee is paid and the registration is 
complete, the establishment is deemed to have failed to register in accordance with section 510.

(h) (g) CoNDItIoNs. —

(1) performaNCe GoaLs; termINatIoN of proGram. — With respect to the amount that, under the salaries 
and expenses account of the Food and Drug Administration, is appropriated for a fiscal year for devices and 
radiological products, fees may not be assessed under subsection (a) for the fiscal year, and the Secretary is not 
expected to meet any performance goals identified for the fiscal year, if—

(A) the amount so appropriated for the fiscal year, excluding the amount of fees appropriated for the fiscal 
year, is more than 1 percent less than $280,587,000 $320,825,000 multiplied by the adjustment factor 
applicable to such fiscal year; or

(B) fees were not assessed under subsection (a) for the previous fiscal year.

(2) aUthorIty. — If the Secretary does not assess fees under subsection (a) during any portion of a fiscal year 
because of paragraph (1) and if at a later date in such fiscal year the Secretary may assess such fees, the Secretary 
may assess and collect such fees, without any modification in the rate for premarket applications, supplements, 
premarket reports, premarket notification submissions, 30-day notices, requests for classification information, 
periodic reporting concerning a class III device, and establishment registrations at any time in such fiscal year, 
notwithstanding the provisions of subsection (a) relating to the date fees are to be paid.

(3) LImItatIoN. — Beginning on October 1, 2023, the authorities under section 737(9)(C) shall include only 
leasing and necessary scientific equipment.

(i) (h) CreDItING aND aVaILaBILIty of fees. —

(1) IN GeNeraL. — Subject to paragraph (2)(C), fees authorized under subsection (a) shall be collected and 
available for obligation only to the extent and in the amount provided in advance in appropriation Acts. Such fees 
are authorized to be appropriated to remain available until expended. Such sums as may be necessary may be 
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transferred from the Food and Drug Administration salaries and expenses appropriation account without fiscal 
year limitation to such appropriation account for salaries and expenses with such fiscal year limitation. The sums 
transferred shall be available solely for the process for the review of device applications.

(2) CoLLeCtIoNs aND approprIatIoN aCts. —

(A) IN GeNeraL. — The fees authorized by this section —

(i) subject to subparagraph (C), shall be collected and available in each fiscal year in an amount not to 
exceed the amount specified in appropriation Acts, or otherwise made available for obligation, for such 
fiscal year, and

(ii) shall only be available to defray increases in the costs of the resources allocated for the process 
for the review of device applications (including increases in such costs for an additional number of 
full-time equivalent positions in the Department of Health and Human Services to be engaged in such 
process) over such costs, excluding costs paid from fees collected under this section, for fiscal year 
2009 multiplied by the adjustment factor.

(B) CompLIaNCe. —

(i) IN GeNeraL. — The Secretary shall be considered to have met the requirements of subparagraph 
(A)(ii) in any fiscal year if the costs funded by appropriations and allocated for the process for the 
review of device applications —

(I) are not more than 3 percent below the level specified in subparagraph (A)(ii); or

(II) —

(aa) are more than 3 percent below the level specified in subparagraph (A)(ii), and fees assessed 
for a subsequent fiscal year are decreased by the amount in excess of 3 percent by which such 
costs fell below the level specified in such subparagraph; and

(bb) such costs are not more than 5 percent below the level specified in such subparagraph.

(ii) more thaN 5 perCeNt. — To the extent such costs are more than 5 percent below the specified 
level in subparagraph (A)(ii), fees may not be collected under this section for that fiscal year.

(C) proVIsIoN for earLy paymeNts. — Payment of fees authorized under this section for a fiscal year, prior 
to the due date for such fees, may be accepted by the Secretary in accordance with authority provided in 
advance in a prior year appropriations Act.

(3) aUthorIzatIoNs of approprIatIoNs. — For each of the fiscal years 2013 through 2017 2018 through 2022, 
there is authorized to be appropriated for fees under this section an amount equal to the total revenue amount 
specified under subsection (b)(3) for the fiscal year, as adjusted under subsection (c) and, for fiscal year 2017 
only, as further adjusted under paragraph (4). .

(4) offset. — If the cumulative amount of fees collected during fiscal years 2013, 2014, and 2015, added to 
the amount estimated to be collected for fiscal year 2016, which estimate shall be based upon the amount of 
fees received by the Secretary through June 30, 2016, exceeds the cumulative amount appropriated pursuant to 
paragraph (3) for these four fiscal years, the excess shall be credited to the appropriation account of the Food and 
Drug Administration as provided in paragraph (1), and shall be subtracted from the amount of fees that would 
otherwise be authorized to be collected under this section pursuant to appropriation Acts for fiscal year 2017.

(j) (i) CoLLeCtIoN of UNpaID fees. — In any case where the Secretary does not receive payment of a fee assessed 
under subsection (a) within 30 days after it is due, such fee shall be treated as a claim of the United States Government 
subject to subchapter II of chapter 37 of title 31, United States Code.

(k) (j) wrItteN reqUests for refUNDs. — To qualify for consideration for a refund under subsection (a)(2)(D), a 
person shall submit to the Secretary a written request for such refund not later than 180 days after such fee is due.

(l) (k) CoNstrUCtIoN. — This section may not be construed to require that the number of full-time equivalent 
positions in the Department of Health and Human Services, for officers, employees, and advisory committees not 
engaged in the process of the review of device applications, be reduced to offset the number of officers, employees, 
and advisory committees so engaged.
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seC. 738a. [379j-1] reaUthorIzatIoN; reportING reqUIremeNts.*

(a) reports. —

(1) performaNCe report. —

(A) IN GeNeraL. — Beginning 

(i) GeNeraL reqUIremeNts — Beginning with fiscal year 2013 2018, for each fiscal year for which 
fees are collected under this part, the Secretary shall prepare and submit to the Committee on Health, 
Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the 
House of Representatives annual reports concerning the progress of the Food and Drug Administration 
in achieving the goals identified in the letters described in section 201(b) of the Medical Device User 
Fee Amendments of 2012 2017 during such fiscal year and the future plans of the Food and Drug 
Administration for meeting the goals.

(ii) aDDItIoNaL INformatIoN.—Beginning with fiscal year 2018, the annual report under this 
subparagraph shall include the progress of the Center for Devices and Radiological Health in achieving 
the goals, and future plans for meeting the goals, including—

(I) the number of premarket applications filed under section 515 per fiscal year for each review 
division;

(II) the number of reports submitted under section 510(k) per fiscal year for each review division; 
and

(III) the number of expedited development and priority review designations under section 515C 
per fiscal year.

(iii) reaL tIme reportING.—

(I) IN GeNeraL.—Not later than 30 calendar days after the end of the second quarter of fiscal year 
2018, and not later than 30 calendar days after the end of each quarter of each fiscal year thereafter, 
the Secretary shall post the data described in subclause (II) on the internet website of the Food 
and Drug Administration for such quarter and on a cumulative basis for such fiscal year, and may 
remove duplicative data from the annual report under this subparagraph.

(II) Data.—The Secretary shall post the following data in accordance with subclause (I):

(aa) The number and titles of draft and final guidance on topics related to the process for the 
review of devices, and whether such guidances were issued as required by statute or pursuant 
to the letters described in section 201(b) of the Medical Device User Fee Amendments of 
2017; and

(bb) The number and titles of public meetings held on topics related to the process for the 
review of devices, and if such meetings were required by statute or pursuant to a commitment 
under the letters described in section 201(b) of the Medical Device User Fee Amendments of 
2017.

(iv) ratIoNaLe for mDUFA proGram ChaNGes.  — Beginning with fiscal year 2020, the Secretary 
shall include in the annual report under paragraph (1)—

(I) data, analysis, and discussion of the changes in the number of full-time equivalents hired as 
agreed upon in the letters described in section 201(b) of the Medical Device User Fee Amendments 
of 2017 and the number of full time equivalents funded by budget authority at the Food and Drug 
Administration by each division within the Center for Devices and Radiological Health, the Center 
for Biologics Evaluation and Research, the Office of Regulatory Affairs, and the Office of the 
Commissioner;

(II) data, analysis, and discussion of the changes in the fee revenue amounts and costs for the 
process for the review of devices, including identifying drivers of such changes; and

(III) for each of the Center for Devices and Radiological Health, the Center for Biologics Evaluation 
and Research, the Office of Regulatory Affairs, and the Office of the Commissioner, the number 
of employees for whom time reporting is required and the number of employees for whom time 
reporting is not required.

* Ceases to be effective January 31, 2018.
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(v) aNaLysIs.—For each fiscal year, the Secretary shall include in the report under clause (i) an analysis 
of the following:

(I) The difference between the aggregate number of premarket applications filed under section 
515 and aggregate reports submitted under section 510(k) and the aggregate number of major 
deficiency letters, not approvable letters, and denials for such applications issued by the agency, 
accounting for—

(aa) the number of applications filed and reports submitted during one fiscal year for which a 
decision is not scheduled to be made until the following fiscal year; and

(bb) the aggregate number of applications for each fiscal year that did not meet the goals 
as identified by the letters described in section 201(b) of the Medical Device User Fee 
Amendments of 2017 for the applicable fiscal year.

(II) Relevant data to determine whether the Center for Devices and Radiological Health has met 
performance enhancement goals identified by the letters described in section 201(b) of the Medical 
Device User Fee Amendments of 2017 for the applicable fiscal year.

(III) The most common causes and trends for external or other circumstances affecting the ability 
of the Center for Devices and Radiological Health, the Office of Regulatory Affairs, or the Food 
and Drug Administration to meet review time and performance enhancement goals identified by 
the letters described in section 201(b) of the Medical Device User Fee Amendments of 2017.

(B) pUBLICatIoN. — With regard to information to be reported by the Food and Drug Administration to 
industry on a quarterly and annual basis pursuant to the letters described in section 201(b) of the Medical 
Device User Fee Amendments Act of 2012 2017, the Secretary shall make such information publicly 
available on the Internet Web site of the Food and Drug Administration not later than 60 days after the end 
of each quarter or 120 days after the end of each fiscal year, respectively, to which such information applies. 
This information shall include the status of the independent assessment identified in the letters described in 
such section 201(b).

(C) UpDates. — The Secretary shall include in each report under subparagraph (A) information on all 
previous cohorts for which the Secretary has not given a complete response on all device premarket 
applications and reports, supplements, and premarket notifications in the cohort.

(2) CorreCtIVe aCtIoN report. — Beginning with fiscal year 2018, for each fiscal year for which fees are 
collected under this part, the Secretary shall prepare and submit a corrective action report to the Committee on 
Energy and Commerce and the Committee on Appropriations of the House of Representatives and the Committee 
on Health, Education, Labor, and Pensions and the Committee on Appropriations of the Senate. The report shall 
include the following information, as applicable:

(A) GoaLs met. — For each fiscal year, if the Secretary determines, based on the analysis under paragraph 
(1)(A)(iv), that each of the goals identified by the letters described in section 201(b) of the Medical Device 
User Fee Amendments of 2017 for the applicable fiscal year have been met, the corrective action report shall 
include recommendations on ways in which the Secretary can improve and streamline the medical device 
application review process.

(B) GoaLs mIsseD. — For each of the goals identified by the letters described in section 201(b) of the 
Medical Device User Fee Amendments of 2017 for the applicable fiscal year that the Secretary determines 
to not have been met, the corrective action report shall include—

(i) a justification for such determination;

(ii) a description of the types of circumstances, in the aggregate, under which applications or reports 
submitted under section 515 or notifications submitted under section 510(k) missed the review goal 
times but were approved during the first cycle review, as applicable;

(iii) a summary and any trends with regard to the circumstances for which a review goal was missed; 
and

(iv) the performance enhancement goals that were not achieved during the previous fiscal year and a 
description of efforts the Food and Drug Administration has put in place for the fiscal year in which the 
report is submitted to improve the ability of such agency to meet each such goal for the such fiscal year.
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(3) eNhaNCeD CommUNICatIoN.—

(A) CommUNICatIoNs wIth CoNGress. — Each fiscal year, as applicable and requested, representatives from 
the Centers with expertise in the review of devices shall meet with representatives from the Committee on 
Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the 
House of Representatives to report on the contents described in the reports under this section.

(B) partICIpatIoN IN CoNGressIoNaL hearING. — Each fiscal year, as applicable and requested, 
representatives from the Food and Drug Administration shall participate in a public hearing before the 
Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and 
Commerce of the House of Representatives, to report on the contents described in the reports under this 
section. Such hearing shall occur not later than 120 days after the end of each fiscal year for which fees are 
collected under this part.

(2) (4) fIsCaL report. — For fiscal years 2013 through 2017 2018 through 2022, not later than 120 days after 
the end of each fiscal year during which fees are collected under this part, the Secretary shall prepare and submit 
to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and 
Commerce of the House of Representatives, a report on the implementation of the authority for such fees during 
such fiscal year and the use, by the Food and Drug Administration, of the fees collected during such fiscal year 
for which the report is made.

(3) (5) pUBLIC aVaILaBILIty. — The Secretary shall make the reports required under paragraphs (1) and (2) 
available to the public on the Internet Web site of the Food and Drug Administration.

(b) reaUthorIzatIoN. —

(1) CoNsULtatIoN. — In developing recommendations to present to Congress with respect to the goals, and plans 
for meeting the goals, for the process for the review of device applications for the first 5 fiscal years after fiscal 
year 2017 2022, and for the reauthorization of this part for such fiscal years, the Secretary shall consult with—

(A) the Committee on Energy and Commerce of the House of Representatives;

(B) the Committee on Health, Education, Labor, and Pensions of the Senate;

(C) scientific and academic experts;

(D) health care professionals;

(E) representatives of patient and consumer advocacy groups; and

(F) the regulated industry.

(2) prIor pUBLIC INpUt. — Prior to beginning negotiations with the regulated industry on the reauthorization of 
this part, the Secretary shall—

(A) publish a notice in the Federal Register requesting public input on the reauthorization;

(B) hold a public meeting at which the public may present its views on the reauthorization, including specific 
suggestions for changes to the goals referred to in subsection (a)(1);

(C) provide a period of 30 days after the public meeting to obtain written comments from the public 
suggesting changes to this part; and

(D) publish the comments on the Food and Drug Administration’s Internet Web site.

(3) perIoDIC CoNsULtatIoN. — Not less frequently than once every month during negotiations with the regulated 
industry, the Secretary shall hold discussions with representatives of patient and consumer advocacy groups 
to continue discussions of their views on the reauthorization and their suggestions for changes to this part as 
expressed under paragraph (2).

(4) pUBLIC reVIew of reCommeNDatIoNs. — After negotiations with the regulated industry, the Secretary shall—

(A) present the recommendations developed under paragraph (1) to the Congressional committees specified 
in such paragraph;

(B) publish such recommendations in the Federal Register;

(C) provide for a period of 30 days for the public to provide written comments on such recommendations;

(D) hold a meeting at which the public may present its views on such recommendations; and

(E) after consideration of such public views and comments, revise such recommendations as necessary.
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(5) traNsmIttaL of reCommeNDatIoNs. — Not later than January 15, 2017, 2022, the Secretary shall transmit 
to Congress the revised recommendations under paragraph (4), a summary of the views and comments received 
under such paragraph, and any changes made to the recommendations in response to such views and comments.

(6) mINUtes of NeGotIatIoN meetINGs. —

(A) pUBLIC aVaILaBILIty. — Before presenting the recommendations developed under paragraphs (1) 
through (5) to the Congress, the Secretary shall make publicly available, on the public Web site of the Food 
and Drug Administration, minutes of all negotiation meetings conducted under this subsection between the 
Food and Drug Administration and the regulated industry.

(B) CoNteNt. — The minutes described under subparagraph (A) shall summarize any substantive proposal 
made by any party to the negotiations as well as significant controversies or differences of opinion during 
the negotiations and their resolution.

part 4 — fees reLatING to aNImaL DrUGs

seC. 739. [379j-11] DefINItIoNs.

For purposes of this part:

(1) The term “animal drug application” means an application for approval of any new animal drug submitted 
under section 512(b)(1). Such term does not include either a new animal drug application submitted under 
section 512(b)(2) or a supplemental animal drug application.

(2) The term “supplemental animal drug application” means —

(A) a request to the Secretary to approve a change in an animal drug application which has been approved; or

(B) a request to the Secretary to approve a change to an application approved under section 512(c)(2) for 
which data with respect to safety or effectiveness are required.

(3) The term “animal drug product” means each specific strength or potency of a particular active ingredient 
or ingredients in final dosage form marketed by a particular manufacturer or distributor, which is uniquely 
identified by the labeler code and product code portions of the national drug code, and for which an animal drug 
application or a supplemental animal drug application has been approved.

(4) The term “animal drug establishment” means a foreign or domestic place of business which is at one general 
physical location consisting of one or more buildings all of which are within 5 miles of each other, at which one 
or more animal drug products are manufactured in final dosage form.

(5) The term “investigational animal drug submission” means —

(A) the filing of a claim for an investigational exemption under section 512(j) for a new animal drug intended 
to be the subject of an animal drug application or a supplemental animal drug application,; or

(B) the submission of information for the purpose of enabling the Secretary to evaluate the safety or 
effectiveness of an animal drug application or supplemental animal drug application in the event of their 
filing.

(6) The term “animal drug sponsor” means either an applicant named in an animal drug application that has not 
been withdrawn by the applicant and for which approval has not been withdrawn by the Secretary, or a person 
who has submitted an investigational animal drug submission that has not been terminated or otherwise rendered 
inactive by the Secretary.

(7) The term “final dosage form” means, with respect to an animal drug product, a finished dosage form which is 
approved for administration to an animal without substantial further manufacturing. Such term includes animal 
drug products intended for mixing in animal feeds.

(8) The term “process for the review of animal drug applications” means the following activities of the Secretary 
with respect to the review of animal drug applications, supplemental animal drug applications, and investigational 
animal drug submissions:

(A) The activities necessary for the review of animal drug applications, supplemental animal drug 
applications, and investigational animal drug submissions.
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(B) The issuance of action letters which approve animal drug applications or supplemental animal drug 
applications or which set forth in detail the specific deficiencies in animal drug applications, supplemental 
animal drug applications, or investigational animal drug submissions and, where appropriate, the actions 
necessary to place such applications, supplements or submissions in condition for approval.

(C) The inspection of animal drug establishments and other facilities undertaken as part of the Secretary’s 
review of pending animal drug applications, supplemental animal drug applications, and investigational 
animal drug submissions.

(D) Monitoring of research conducted in connection with the review of animal drug applications, 
supplemental animal drug applications, and investigational animal drug submissions.

(E) The development of regulations and policy related to the review of animal drug applications, supplemental 
animal drug applications, and investigational animal drug submissions.

(F) Development of standards for products subject to review.

(G) Meetings between the agency and the animal drug sponsor.

(H) Review of advertising and labeling prior to approval of an animal drug application or supplemental 
animal drug application, but not after such application has been approved.

(9) The term “costs of resources allocated for the process for the review of animal drug applications” means the 
expenses in connection with the process for the review of animal drug applications for —

(A) officers and employees of the Food and Drug Administration, contractors of the Food and Drug 
Administration, advisory committees consulted with respect to the review of specific animal drug 
applications, supplemental animal drug applications, or investigational animal drug submissions, and costs 
related to such officers, employees, committees, and contractors, including costs for travel, education, and 
recruitment and other personnel activities,;

(B) management of information, and the acquisition, maintenance, and repair of computer resources,;

(C) leasing, maintenance, renovation, and repair of facilities and acquisition, maintenance, and repair of 
fixtures, furniture, scientific equipment, and other necessary materials and supplies,; and

(D) collecting fees under section 740 and accounting for resources allocated for the review of animal drug 
applications, supplemental animal drug applications, and investigational animal drug submissions.

(10) The term “adjustment factor” applicable to a fiscal year refers to the formula set forth in section 735(8) with 
the base or comparator month being October 2002.

(11) The term “person” includes an affiliate thereof.

(12) The term “affiliate” refers to the definition set forth in section 735(11).

seC. 740. [379j-12] aUthorIty to assess aND Use aNImaL DrUG fees.*

(a) types of fees. — Beginning in fiscal year 2004, the Secretary shall assess and collect fees in accordance with 
this section as follows:

(1) aNImaL DrUG appLICatIoN aND sUppLemeNt fee. —

(A) IN GeNeraL. — Each person that submits, on or after September 1, 2003, an animal drug application or 
a supplemental animal drug application shall be subject to a fee as follows:

(i) A fee established in subsection (c) for an animal drug application, except an animal drug application 
subject to the criteria set forth in section 512(d)(4).

(ii) A fee established in subsection (c), in an amount that is equal to 50 percent of the amount of the fee 
under clause (i), for —

(I) a supplemental animal drug application for which safety or effectiveness data are required; and

(II) an animal drug application subject to the criteria set forth in section 512(d)(4).

(B) paymeNt. — The fee required by subparagraph (A) shall be due upon submission of the animal drug 
application or supplemental animal drug application.

* Ceases to be effective October 1, 2018.
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(C) eXCeptIoN for preVIoUsLy fILeD appLICatIoN or sUppLemeNt. — If an animal drug application or a 
supplemental animal drug application was submitted by a person that paid the fee for such application or 
supplement, was accepted for filing, and was not approved or was withdrawn (without a waiver or refund), 
the submission of an animal drug application or a supplemental animal drug application for the same 
product by the same person (or the person’s licensee, assignee, or successor) shall not be subject to a fee 
under subparagraph (A).

(D) refUND of fee If appLICatIoN refUseD for fILING. — The Secretary shall refund 75 percent of the 
fee paid under subparagraph (B) for any animal drug application or supplemental animal drug application 
which is refused for filing.

(E) refUND of fee If appLICatIoN wIthDrawN. — If an animal drug application or a supplemental animal 
drug application is withdrawn after the application or supplement was filed, the Secretary may refund the fee 
or portion of the fee paid under subparagraph (B) if no substantial work was performed on the application 
or supplement after the application or supplement was filed. The Secretary shall have the sole discretion 
to refund the fee under this paragraph. A determination by the Secretary concerning a refund under this 
paragraph shall not be reviewable.

(2) aNImaL DrUG proDUCt fee. 

(A) IN GeNeraL. — Each person —

(i) who is named as the applicant in an animal drug application or supplemental animal drug application 
for an animal drug product which has been submitted for listing under section 510 and

(ii) who, after September 1, 2003, had pending before the Secretary an animal drug application or 
supplemental animal drug application,;

shall pay for each such animal drug product the annual fee established in subsection (c).

(B) paymeNt; fee DUe Date. — Such fee shall be payable for the fiscal year in which the animal drug 
product is first submitted for listing under section 510, or is submitted for relisting under section 510 if the 
animal drug product has been withdrawn from listing and relisted. After such fee is paid for that fiscal year, 
such fee shall be due each subsequent fiscal year that the product remains listed, upon the later of —

(i) the first business day after the date of enactment of an appropriations Act providing for the collection 
and obligation of fees for such fiscal year under this section; or

(ii) January 31 of each year.

(C) LImItatIoN. Such fee shall be paid only once for each animal drug product for a fiscal year in which the 
fee is payable.

(3) aNImaL DrUG estaBLIshmeNt fee. — 

(A) IN GeNeraL. — Each person —

(i) who owns or operates, directly or through an affiliate, an animal drug establishment;

(ii) who is named as the applicant in an animal drug application or supplemental animal drug application 
for an animal drug product which has been submitted for listing under section 510; and

(iii) who, after September 1, 2003, had pending before the Secretary an animal drug application or 
supplemental animal drug application,

shall be assessed an annual establishment fee as established in subsection (c) for each animal drug 
establishment listed in its approved animal drug application as an establishment that manufactures the 
animal drug product named in the application.

(B) paymeNt; fee DUe Date. — The annual establishment fee shall be assessed in each fiscal year in which 
the animal drug product named in the application is assessed a fee under paragraph (2) unless the animal 
drug establishment listed in the application does not engage in the manufacture of the animal drug product 
during the fiscal year. The fee under this paragraph for a fiscal year shall be due upon the later of —

(i) the first business day after the date of enactment of an appropriations Act providing for the collection 
and obligation of fees for such fiscal year under this section; or

(ii) January 31 of each year.
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(C) LImItatIoN. — 

(i) IN GeNeraL. — An establishment shall be assessed only one fee per fiscal year under this section, 
subject to clause (ii).

(ii) CERTAIN MANUFACTURERS. — If a single establishment manufactures both animal drug products and 
prescription drug products, as defined in section 735(3), such establishment shall be assessed both the 
animal drug establishment fee and the prescription drug establishment fee, as set forth in section 736(a)(2), 
within a single fiscal year.

(4) aNImaL DrUG spoNsor fee. —

(A) IN GeNeraL. — Each person —

(i) who meets the definition of an animal drug sponsor within a fiscal year; and

(ii) who, after September 1, 2003, had pending before the Secretary an animal drug application, a 
supplemental animal drug application, or an investigational animal drug submission,

shall be assessed an annual sponsor fee as established under subsection (c).

(B) paymeNt; fee DUe Date. — The fee under this paragraph for a fiscal year shall be due upon the later 
of —

(i) the first business day after the date of enactment of an appropriations Act providing for the collection 
and obligation of fees for such fiscal year under this section; or

(ii) January 31 of each year.

(C) LImItatIoN. —Each animal drug sponsor shall pay only one such fee each fiscal year.

(b) fee reVeNUe amoUNts. —

(1) IN GeNeraL. — Subject to subsections (c), (d), (f), and (g) of this section — 

(A) for fiscal year 2014, the fees required under subsection (a) shall be established to generate a total 
revenue amount of $23,600,000; and

(B) for each of fiscal years 2015 through 2018, the fees required under subsection (a) shall be established to 
generate a total revenue amount of $21,600,000.

(2) types of fees. — Of the total revenue amount determined for a fiscal year under paragraph (1) —

(A) 20 percent shall be derived from fees under subsection (a)(1) (relating to animal drug applications and 
supplements);

(B) 27 percent shall be derived from fees under subsection (a)(2) (relating to animal drug products);

(C) 26 percent shall be derived from fees under subsection (a)(3) (relating to animal drug establishments); 
and

(D) 27 percent shall be derived from fees under subsection (a)(4) (relating to animal drug sponsors).

(c) aNNUaL fee settING; aDjUstmeNts. —

(1) aNNUaL fee settING. — The Secretary shall establish, 60 days before the start of each fiscal year beginning 
after September 30, 2003, for that fiscal year, animal drug application fees, supplemental animal drug application 
fees, animal drug sponsor fees, animal drug establishment fees, and animal drug product fees based on the 
revenue amounts established under subsection (b) and the adjustments provided under this subsection.

(2) INfLatIoN aDjUstmeNt. — For fiscal year 2015 and subsequent fiscal years, the revenue amounts established 
in subsection (b) shall be adjusted by the Secretary by notice, published in the Federal Register, for a fiscal year, 
by an amount equal to the sum of —

(A) one;

(B) the average annual percent change in the cost, per full-time equivalent position of the Food and Drug 
Administration, of all personnel compensation and benefits paid with respect to such positions for the 
first 3 of the preceding 4 fiscal years for which data are available, multiplied by the average proportion of 
personnel compensation and benefits costs to total Food and Drug Administration costs for the first 3 years 
of the preceding 4 fiscal years for which data are available; and

(C) the average annual percent change that occurred in the Consumer Price Index for urban consumers 
(Washington-Baltimore, DC–MD–VA–WV; not seasonally adjusted; all items less food and energy; annual 
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index) for the first 3 years of the preceding 4 years for which data are available multiplied by the average 
proportion of all costs other than personnel compensation and benefits costs to total Food and Drug 
Administration costs for the first 3 years of the preceding 4 fiscal years for which data are available.

(3) worKLoaD aDjUstmeNt. — For fiscal year 2015 and subsequent fiscal years, after the revenue amounts 
established in subsection (b) are adjusted for inflation in accordance with paragraph (2), the revenue amounts 
shall be further adjusted for such fiscal year to reflect changes in the workload of the Secretary for the process 
for the review of animal drug applications. With respect to such adjustment:

(A) such adjustment shall be determined by the Secretary based on a weighted average of the change in the 
total number of animal drug applications, supplemental animal drug applications for which data with respect 
to safety or effectiveness are required, manufacturing supplemental animal drug applications, investigational 
animal drug study submissions, and investigational animal drug protocol submissions submitted to the 
Secretary;

(B) the Secretary shall publish in the Federal Register the fees resulting from such adjustment and the 
supporting methodologies; and

(C) under no circumstances shall such adjustment result in fee revenues for a fiscal year that are less than 
the fee revenues for that fiscal year established in subsection (b) of this section, as adjusted for inflation 
under paragraph (2).

(4) fINaL Year aDjUstmeNt. — For fiscal year 2018, the Secretary may, in addition to other adjustments under 
this subsection, further increase the fees under this section, if such an adjustment is necessary, to provide for up 
to 3 months of operating reserves of carryover user fees for the process for the review of animal drug applications 
for the first 3 months of fiscal year 2019. If the Food and Drug Administration has carryover balances for the 
process for the review of animal drug applications in excess of 3 months of such operating reserves, then this 
adjustment will not be made. If this adjustment is necessary, then the rationale for the amount of the increase 
shall be contained in the annual notice setting fees for fiscal year 2018.

(5) LImIt. — The total amount of fees charged, as adjusted under this subsection, for a fiscal year may not 
exceed the total costs for such fiscal year for the resources allocated for the process for the review of animal 
drug applications.

(d) fee waIVer or reDUCtIoN. —

(1) IN GeNeraL. — The Secretary shall grant a waiver from or a reduction of one or more fees assessed under 
subsection (a) of this section where the Secretary finds that —

(A) the assessment of the fee would present a significant barrier to innovation because of limited resources 
available to such person or other circumstances,;

(B) the fees to be paid by such person will exceed the anticipated present and future costs incurred by the 
Secretary in conducting the process for the review of animal drug applications for such person,;

(C) the animal drug application or supplemental animal drug application is intended solely to provide for 
use of the animal drug in —

(i) a Type B medicated feed (as defined in section 558.3(b)(3) of title 21, Code of Federal Regulations 
(or any successor regulation)) intended for use in the manufacture of Type C free-choice medicated 
feeds,; or

(ii) a Type C free-choice medicated feed (as defined in section 558.3(b)(4) of title 21, Code of Federal 
Regulations (or any successor regulation));

(D) the animal drug application or supplemental animal drug application is intended solely to provide for a 
minor use or minor species indication,; or

(E) the sponsor involved is a small business submitting its first animal drug application to the Secretary for 
review.

(2) Use of staNDarD Costs. — In making the finding in paragraph (1)(B), the Secretary may use standard costs.

(3) rULes for smaLL BUsINesses. —

(A) DefINItIoN. — In paragraph (1)(E), the term “small business” means an entity that has fewer than 500 
employees, including employees of affiliates.
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(B) waIVer of appLICatIoN fee. — The Secretary shall waive under paragraph (1)(E) the application fee 
for the first animal drug application that a small business or its affiliate submits to the Secretary for review. 
After a small business or its affiliate is granted such a waiver, the small business or its affiliate shall pay 
application fees for all subsequent animal drug applications and supplemental animal drug applications for 
which safety or effectiveness data are required in the same manner as an entity that does not qualify as a 
small business.

(C) CertIfICatIoN. — The Secretary shall require any person who applies for a waiver under paragraph 
(1)(E) to certify their qualification for the waiver. The Secretary shall periodically publish in the Federal 
Register a list of persons making such certifications.

(e) effeCt of faILUre to pay fees. — An animal drug application or supplemental animal drug application submitted 
by a person subject to fees under subsection (a) of this section shall be considered incomplete and shall not be 
accepted for filing by the Secretary until all fees owed by such person have been paid. An investigational animal drug 
submission under section 379j-11(5)(B) of this title that is submitted by a person subject to fees under subsection (a) 
of this section shall be considered incomplete and shall not be accepted for review by the Secretary until all fees owed 
by such person have been paid. The Secretary may discontinue review of any animal drug application, supplemental 
animal drug application or investigational animal drug submission from a person if such person has not submitted for 
payment all fees owed under this section by 30 days after the date upon which they are due.

(f) assessmeNt of fees. —

(1) LImItatIoN. — Fees may not be assessed under subsection (a) of this section for a fiscal year beginning 
after fiscal year 2003 unless appropriations for salaries and expenses of the Food and Drug Administration for 
such fiscal year (excluding the amount of fees appropriated for such fiscal year) are equal to or greater than 
the amount of appropriations for the salaries and expenses of the Food and Drug Administration for the fiscal 
year 2003 (excluding the amount of fees appropriated for such fiscal year) multiplied by the adjustment factor 
applicable to the fiscal year involved.

(2) aUthorIty. — If the Secretary does not assess fees under subsection (a) of this section during any portion of 
a fiscal year because of paragraph (1) and if at a later date in such fiscal year the Secretary may assess such fees, 
the Secretary may assess and collect such fees, without any modification in the rate, for animal drug applications, 
supplemental animal drug applications, investigational animal drug submissions, animal drug sponsors, animal 
drug establishments and animal drug products at any time in such fiscal year notwithstanding the provisions of 
subsection (a) relating to the date fees are to be paid.

(g) CreDItING aND aVaILaBILIty of fees. —

(1) IN GeNeraL. — Subject to paragraph 2(C), fees authorized under subsection (a) of this section shall be 
collected and available for obligation only to the extent and in the amount provided in advance in appropriations 
Acts. Such fees are authorized to be appropriated to remain available until expended. Such sums as may be 
necessary may be transferred from the Food and Drug Administration salaries and expenses appropriation 
account without fiscal year limitation to such appropriation account for salary and expenses with such fiscal 
year limitation. The sums transferred shall be available solely for the process for the review of animal drug 
applications.

(2) CoLLeCtIoNs aND approprIatIoN aCts. —

(A) IN GeNeraL. — The fees authorized by this section —

(i) subject to paragraph (C), shall be collected and available in each fiscal year in an amount not to 
exceed the amount specified in appropriation Acts, or otherwise made available for obligation for such 
fiscal year, and

(ii) shall be available to defray increases in the costs of the resources allocated for the process for 
the review of animal drug applications (including increases in such costs for an additional number of 
full-time equivalent positions in the Department of Health and Human Services to be engaged in such 
process) over such costs, excluding costs paid from fees collected under this section, for fiscal year 
2003 multiplied by the adjustment factor.

(B) CompLIaNCe. — The Secretary shall be considered to have met the requirements of subparagraph (A) 
(ii) in any fiscal year if the costs funded by appropriations and allocated for the process for the review of 
animal drug applications —

(i) are not more than 3 percent below the level specified in subparagraph (A)(ii); or
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(ii) —

(I) are more than 3 percent below the level specified in subparagraph (A)(ii), and fees assessed 
for the fiscal year following the subsequent fiscal year are decreased by the amount in excess of 3 
percent by which such costs fell below the level specified in subparagraph (A)(ii); and

(II) such costs are not more than 5 percent below the level specified in subparagraph (A)(ii).

(C) proVIsIoN for earLy paymeNts. — Payment of fees authorized under this section for a fiscal year, prior 
to the due date for such fees, may be accepted by the Secretary in accordance with authority provided in 
advance in a prior year appropriations Act. 

(3) aUthorIzatIoN of approprIatIoNs. — For each of the fiscal years 2014 through 2018, there is authorized 
to be appropriated for fees under this section an amount equal to the total revenue amount determined under 
subsection (b) for the fiscal year, as adjusted or otherwise affected under subsection (c) and paragraph (4). 

(4) offset of oVerCoLLeCtIoNs; reCoVery of CoLLeCtIoN shortfaLLs. —

(A) offset of oVerCoLLeCtIoNs. — If the sum of the cumulative amount of fees collected under this section 
for fiscal years 2014 through 2016 and the amount of fees estimated to be collected under this section for 
fiscal year 2017 (including any increased fee collections attributable to subparagraph (B)), exceeds the 
cumulative amount appropriated pursuant to paragraph (3) for the fiscal years 2014 through 2017, the excess 
amount shall be credited to the appropriation account of the Food and Drug Administration as provided in 
paragraph (1), and shall be subtracted from the amount of fees that would otherwise be authorized to be 
collected under this section pursuant to appropriation Acts for fiscal year 2018.

(B) reCoVery of CoLLeCtIoN shortfaLLs.—

(i) fIsCaL year 2016. — For fiscal year 2016, the amount of fees otherwise authorized to be collected 
under this section shall be increased by the amount, if any, by which the amount collected under this 
section and appropriated for fiscal year 2014 falls below the amount of fees authorized for fiscal year 
2014 under paragraph (3).

(ii) fIsCaL year 2017. — For fiscal year 2017, the amount of fees otherwise authorized to be collected 
under this section shall be increased by the amount, if any, by which the amount collected under this 
section and appropriated for fiscal year 2015 falls below the amount of fees authorized for fiscal year 
2015 under paragraph (3).

(iii) fIsCaL year 2018. — For fiscal year 2018, the amount of fees otherwise authorized to be collected 
under this section (including any reduction in the authorized amount under subparagraph (A)), shall 
be increased by the cumulative amount, if any, by which the amount collected under this section and 
appropriated for fiscal years 2016 and 2017 (including estimated collections for fiscal year 2017) falls 
below the cumulative amount of fees authorized under paragraph (3) for fiscal years 2016 and 2017.

(h) CoLLeCtIoN of UNpaID fees. — In any case where the Secretary does not receive payment of a fee assessed under 
subsection (a) within 30 days after it is due, such fee shall be treated as a claim of the United States Government 
subject to subchapter II of chapter 37 of title 31, United States Code.

(i) wrItteN reqUests for waIVers, reDUCtIoNs, aND refUNDs. — To qualify for consideration for a waiver or 
reduction under subsection (d), or for a refund of any fee collected in accordance with subsection (a), a person shall 
submit to the Secretary a written request for such waiver, reduction, or refund not later than 180 days after such fee 
is due.

(j) CoNstrUCtIoN. — This section may not be construed to require that the number of full-time equivalent positions 
in the Department of Health and Human Services, for officers, employees, and advisory committees not engaged in 
the process of the review of animal drug applications, be reduced to offset the number of officers, employees, and 
advisory committees so engaged.

(k) aBBreVIateD New aNImaL DrUG appLICatIoNs. — The Secretary shall —

(1) to the extent practicable, segregate the review of abbreviated new animal drug applications from the process 
for the review of animal drug applications,; and

(2) adopt other administrative procedures to ensure that review times of abbreviated new animal drug applications 
do not increase from their current level due to activities under the user fee program.
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seC. 740a. [379j-13] reaUthorIzatIoN; reportING reqUIremeNts.

(a) performaNCe report. — Beginning with fiscal year 2014, not later than 120 days after the end of each fiscal 
year during which fees are collected under this part, the Secretary shall prepare and submit to the Committee on 
Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House 
of Representatives a report concerning the progress of the Food and Drug Administration in achieving the goals 
identified in the letters described in section 101(b) of the Animal Drug User Fee Amendments of 2013 toward 
expediting the animal drug development process and the review of the new and supplemental animal drug 
applications and investigational animal drug submissions during such fiscal year, the future plans of the Food and 
Drug Administration for meeting the goals, the review times for abbreviated new animal drug applications, and the 
administrative procedures adopted by the Food and Drug Administration to ensure that review times for abbreviated 
new animal drug applications are not increased from their current level due to activities under the user fee program.

(b) fIsCaL report. — Beginning with fiscal year 2014, not later than 120 days after the end of each fiscal year during 
which fees are collected under this part, the Secretary shall prepare and submit to the Committee on Health, 
Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of 
Representatives a report on the implementation of the authority for such fees during such fiscal year and the use, 
by the Food and Drug Administration, of the fees collected during such fiscal year for which the report is made.

(c) pUBLIC aVaILaBILIty. — The Secretary shall make the reports required under subsections (a) and (b) available to 
the public on the Internet Web site of the Food and Drug Administration.

(d) reaUthorIzatIoN. —

(1) CoNsULtatIoN. — In developing recommendations to present to the Congress with respect to the goals, and 
plans for meeting the goals, for the process for the review of animal drug applications for the first 5 fiscal years 
after fiscal year 2018, and for the reauthorization of this part for such fiscal years, the Secretary shall consult 
with —

(A) the Committee on Health, Education, Labor, and Pensions of the Senate; 

(B) the Committee on Energy and Commerce of the House of Representatives; 

(C) scientific and academic experts;

(D) veterinary professionals;

(E) representatives of patient and consumer advocacy groups; and 

(F) the regulated industry.

(2) prIor pUBLIC INpUt. — Prior to beginning negotiations with the regulated industry on the reauthorization of 
this part, the Secretary shall —

(A) publish a notice in the Federal Register requesting public input on the reauthorization;

(B) hold a public meeting at which the public may present its views on the reauthorization, including specific 
suggestions for changes to the goals referred to in subsection (a);

(C) provide a period of 30 days after the public meeting to obtain written comments from the public 
suggesting changes to this part; and

(D) publish the comments on the Food and Drug Administration’s Internet Web site.

(3) perIoDIC CoNsULtatIoN. — Not less frequently than once every 4 months during negotiations with the 
regulated industry, the Secretary shall hold discussions with representatives of veterinary, patient, and consumer 
advocacy groups to continue discussions of their views on the reauthorization and their suggestions for changes 
to this part as expressed under paragraph (2).

(4) pUBLIC reVIew of reCommeNDatIoNs. — After negotiations with the regulated industry, the Secretary shall —

(A) present the recommendations developed under paragraph (1) to the Congressional committees specified 
in such paragraph;

(B) publish such recommendations in the Federal Register;

(C) provide for a period of 30 days for the public to provide written comments on such recommendations;

(D) hold a meeting at which the public may present its views on such recommendations; and

(E) after consideration of such public views and comments, revise such recommendations as necessary.
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(5) traNsmIttaL of reCommeNDatIoNs. — Not later than January 15, 2018, the Secretary shall transmit to 
Congress the revised recommendations under paragraph (4) a summary of the views and comments received 
under such paragraph, and any changes made to the recommendations in response to such views and comments.

(6) mINUtes of NeGotIatIoN meetINGs. —

(A) pUBLIC aVaILaBILIty. — Before presenting the recommendations developed under paragraphs (1) 
through (5) to Congress, the Secretary shall make publicly available, on the Internet Web site of the Food 
and Drug Administration, minutes of all negotiation meetings conducted under this subsection between the 
Food and Drug Administration and the regulated industry.

(B) CoNteNt. — The minutes described under subparagraph (A) shall summarize any substantive proposal 
made by any party to the negotiations as well as significant controversies or differences of opinion during 
the negotiations and their resolution.

part 5 — fees reLatING to GeNerIC aNImaL DrUGs*

seC. 741. [379j-21] aUthorIty to assess aND Use GeNerIC New aNImaL DrUG fees

(a) types of fees. — Beginning with respect to fiscal year 2009, the Secretary shall assess and collect fees in 
accordance with this section as follows:

(1) aBBreVIateD appLICatIoN fee. —

(A) IN GeNeraL. — Each person that submits, on or after July 1, 2008, an abbreviated application for a 
generic new animal drug shall be subject to a fee as established in subsection (c) for such an application.

(B) paymeNt. — The fee required by subparagraph (A) shall be due upon submission of the abbreviated 
application.

(C) eXCeptIoNs. —

(i) preVIoUsLy fILeD appLICatIoN. — If an abbreviated application was submitted by a person that paid 
the fee for such application, was accepted for filing, and was not approved or was withdrawn (without a 
waiver or refund), the submission of an abbreviated application for the same product by the same person 
(or the person’s licensee, assignee, or successor) shall not be subject to a fee under subparagraph (A).

(ii) CertaIN aBBreVIateD appLICatIoNs INVoLVING ComBINatIoN aNImaL DrUGs. — An abbreviated 
application which is subject to the criteria in section 512(d)(4) and submitted on or after October 1, 
2013 shall be subject to a fee equal to 50 percent of the amount of the abbreviated application fee 
established in subsection (c).

(D) refUND of fee If appLICatIoN refUseD for fILING. — The Secretary shall refund 75 percent of the fee 
paid under subparagraph (B) for any abbreviated application which is refused for filing.

(E) refUND of fee If appLICatIoN wIthDrawN. — If an abbreviated application is withdrawn after the 
application was filed, the Secretary may refund the fee or portion of the fee paid under subparagraph (B) 
if no substantial work was performed on the application after the application was filed. The Secretary 
shall have the sole discretion to refund the fee under this subparagraph. A determination by the Secretary 
concerning a refund under this subparagraph shall not be reviewable.

(2) GeNerIC New aNImaL DrUG proDUCt fee. —

(A) IN GeNeraL. —eaCh persoN — 

(i) who is named as the applicant in an abbreviated application or supplemental abbreviated application 
for a generic new animal drug product which has been submitted for listing under section 510; and

(ii) who, after September 1, 2008, had pending before the Secretary an abbreviated application or 
supplemental abbreviated application, 

shall pay for each such generic new animal drug product the annual fee established in subsection (c).

* Edits in this section reflect amendments made by the Animal Generic Drug User Fee Amendments of 2013, as well as by the Animal
Generic Drug User Fee Act of 2008, which were not incorporated into previous versions of this book. Ceases to be effective October 1, 2018.
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(B) paymeNt; fee DUe Date. — Such fee shall be payable for the fiscal year in which the generic new 
animal drug product is first submitted for listing under section 510, or is submitted for relisting under 
section 510 if the generic new animal drug product has been withdrawn from listing and relisted. After such 
fee is paid for that fiscal year, such fee shall be due each subsequent fiscal year that the product remains 
listed, upon the later of—

(i) the first business day after the date of enactment of an appropriations Act providing for the collection 
and obligation of fees for such fiscal year under this section; or

(ii) January 31 of each year.

(C) LImItatIoN. — Such fee shall be paid only once for each generic new animal drug product for a fiscal 
year in which the fee is payable.

(3) GeNerIC New aNImaL DrUG spoNsor fee. —

(A) IN GeNeraL. — Each person —

(i) who meets the definition of a generic new animal drug sponsor within a fiscal year; and

(ii) who, after September 1, 2008, had pending before the Secretary an abbreviated application, a 
supplemental abbreviated application, or an investigational submission, 

shall be assessed an annual generic new animal drug sponsor fee as established under subsection (c).

(B) paymeNt; fee DUe Date. — Such fee shall be due each fiscal year upon the later of —

(i) the first business day after the date of enactment of an appropriations Act providing for the collection 
and obligation of fees for such fiscal year under this section; or

(ii) January 31 of each year.

(C) amoUNt of fee. — Each generic new animal drug sponsor shall pay only 1 such fee each fiscal year, 
as follows:

(i) 100 percent of the amount of the generic new animal drug sponsor fee published for that fiscal year 
under subsection (c) for an applicant with more than 6 approved abbreviated applications.

(ii) 75 percent of the amount of the generic new animal drug sponsor fee published for that fiscal 
year under subsection (c) for an applicant with more than 1 and fewer than 7 approved abbreviated 
applications.

(iii) 50 percent of the amount of the generic new animal drug sponsor fee published for that fiscal year 
under subsection (c) for an applicant with 1 or fewer approved abbreviated applications.

(b) fee amoUNts. — Subject to subsections (c), (d), (f), and (g), the fees required under subsection (a) shall be 
established to generate fee revenue amounts as follows:

(1) totaL fee reVeNUes for appLICatIoN fees. — The total fee revenues to be collected in abbreviated 
application fees under subsection (a)(1) shall be $1,832,000 for fiscal year 2014, $1,736,000 for fiscal year 2015, 
$1,857,000 for fiscal year 2016, $1,984,000 for fiscal year 2017, and $2,117,000 for fiscal year 2018.

(2) totaL fee reVeNUes for proDUCt fees. — The total fee revenues to be collected in generic new animal 
drug product fees under subsection (a)(2) shall be $2,748,000 for fiscal year 2014, $2,604,000 for fiscal year 
2015, $2,786,000 for fiscal year 2016, $2,976,000 for fiscal year 2017, and $3,175,000 for fiscal year 2018.

(3) totaL fee reVeNUes for spoNsor fees. — The total fee revenues to be collected in generic new animal 
drug sponsor fees under subsection (a)(3) shall be $2,748,000 for fiscal year 2014, $2,604,000 for fiscal year 
2015, $2,786,000 for fiscal year 2016, $2,976,000 for fiscal year 2017, and $3,175,000 for fiscal year 2018.

(c) aNNUaL fee settING; aDjUstmeNts. —

(1) aNNUaL fee settING. — The Secretary shall establish, 60 days before the start of each fiscal year beginning 
after September 30, 2008, for that fiscal year, abbreviated application fees, generic new animal drug sponsor 
fees, and generic new animal drug product fees, based on the revenue amounts established under subsection (b) 
and the adjustments provided under this subsection.

(2) worKLoaD aDjUstmeNt. — The fee revenues shall be adjusted each fiscal year after fiscal year 2014 to 
reflect changes in review workload. With respect to such adjustment:

(A) This adjustment shall be determined by the Secretary based on a weighted average of the change in 
the total number of abbreviated applications for generic new animal drugs, manufacturing supplemental 
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abbreviated applications for generic new animal drugs, investigational generic new animal drug study 
submissions, and investigational generic new animal drug protocol submissions submitted to the Secretary. 
The Secretary shall publish in the Federal Register the fees resulting from this adjustment and the supporting 
methodologies.

(B) Under no circumstances shall this workload adjustment result in fee revenues for a fiscal year that are 
less than the fee revenues for that fiscal year established in subsection (b).

(3) fINaL year aDjUstmeNt. — For fiscal year 2018, the Secretary may, in addition to other adjustments under 
this subsection, further increase the fees under this section, if such an adjustment is necessary, to provide for up 
to 3 months of operating reserves of carryover user fees for the process for the review of abbreviated applications 
for generic new animal drugs for the first 3 months of fiscal year 2019. If the Food and Drug Administration 
has carryover balances for the process for the review of abbreviated applications for generic new animal drugs 
in excess of 3 months of such operating reserves, then this adjustment shall not be made. If this adjustment is 
necessary, then the rationale for the amount of the increase shall be contained in the annual notice setting fees 
for fiscal year 2018.

(4) LImIt. — The total amount of fees charged, as adjusted under this subsection, for a fiscal year may not 
exceed the total costs for such fiscal year for the resources allocated for the process for the review of abbreviated 
applications for generic new animal drugs.

(d) fee waIVer or reDUCtIoN. — The Secretary shall grant a waiver from or a reduction of 1 or more fees assessed 
under subsection (a) where the Secretary finds that the generic new animal drug is intended solely to provide for a 
minor use or minor species indication.

(e) effeCt of faILUre to pay fees. — An abbreviated application for a generic new animal drug submitted by a 
person subject to fees under subsection (a) shall be considered incomplete and shall not be accepted for filing by 
the Secretary until all fees owed by such person have been paid. An investigational submission for a generic new 
animal drug that is submitted by a person subject to fees under subsection (a) shall be considered incomplete and 
shall not be accepted for review by the Secretary until all fees owed by such person have been paid. The Secretary 
may discontinue review of any abbreviated application for a generic new animal drug, supplemental abbreviated 
application for a generic new animal drug, or investigational submission for a generic new animal drug from a person 
if such person has not submitted for payment all fees owed under this section by 30 days after the date upon which 
they are due.

(f) assessmeNt of fees. —

(1) LImItatIoN. — Fees may not be assessed under subsection (a) for a fiscal year beginning after fiscal year 
2008 unless appropriations for salaries and expenses of the Food and Drug Administration for such fiscal 
year (excluding the amount of fees appropriated for such fiscal year) are equal to or greater than the amount 
of appropriations for the salaries and expenses of the Food and Drug Administration for the fiscal year 2003 
(excluding the amount of fees appropriated for such fiscal year) multiplied by the adjustment factor applicable 
to the fiscal year involved.

(2) aUthorIty. — If the Secretary does not assess fees under subsection (a) during any portion of a fiscal year 
because of paragraph (1) and if at a later date in such fiscal year the Secretary may assess such fees, the Secretary 
may assess and collect such fees, without any modification in the rate, for abbreviated applications, generic new 
animal drug sponsors, and generic new animal drug products at any time in such fiscal year notwithstanding the 
provisions of subsection (a) relating to the date fees are to be paid.

(g) CreDItING aND aVaILaBILIty of fees. —

(1) IN GeNeraL. — Subject to paragraph (2)(C), fees authorized under subsection (a) shall be collected and 
available for obligation only to the extent and in the amount provided in advance in appropriations Acts. Such 
fees are authorized to be appropriated to remain available until expended. Such sums as may be necessary may be 
transferred from the Food and Drug Administration salaries and expenses appropriation account without fiscal 
year limitation to such appropriation account for salary and expenses with such fiscal year limitation. The sums 
transferred shall be available solely for the process for the review of abbreviated applications for generic new 
animal drugs.

(2) CoLLeCtIoNs aND approprIatIoN aCts. —

(A) IN GeNeraL. — The fees authorized by this section — 
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(i) subject to subparagraph (C), shall be collected and available in each fiscal year in an amount not to 
exceed the amount specified in appropriation Acts, or otherwise made available for obligation for such 
fiscal year; and

(ii) shall be available to defray increases in the costs of the resources allocated for the process for the 
review of abbreviated applications for generic new animal drugs (including increases in such costs 
for an additional number of full-time equivalent positions in the Department of Health and Human 
Services to be engaged in such process) over such costs, excluding costs paid from fees collected under 
this section, for fiscal year 2008 multiplied by the adjustment factor.

(B) CompLIaNCe. — The Secretary shall be considered to have met the requirements of subparagraph (A)(ii) 
in any fiscal year if the costs funded by appropriations and allocated for the process for the review of 
abbreviated applications for generic new animal drugs —

(i) are not more than 3 percent below the level specified in subparagraph (A)(ii); or

(ii) —

(I) are more than 3 percent below the level specified in subparagraph (A)(ii), and fees assessed 
for the fiscal year following the subsequent fiscal year are decreased by the amount in excess of 3 
percent by which such costs fell below the level specified in subparagraph (A)(ii); and

(II) such costs are not more than 5 percent below the level specified in subparagraph (A)(ii).

(C) proVIsIoN for earLy paymeNts. — Payment of fees authorized under this section for a fiscal year, prior 
to the due date for such fees, may be accepted by the Secretary in accordance with authority provided in 
advance in a prior year appropriations Act.

(3) aUthorIzatIoN of approprIatIoNs. — There are authorized to be appropriated for fees under this section —

(A) $7,328,000 for fiscal year 2014;

(B) $6,944,000 for fiscal year 2015;

(C) $7,429,000 for fiscal year 2016;

(D) $7,936,000 for fiscal year 2017; and

(E) $8,467,000 for fiscal year 2018;

as adjusted to reflect adjustments in the total fee revenues made under this section and changes in the total 
amounts collected by abbreviated application fees, generic new animal drug sponsor fees, and generic new 
animal drug product fees.

(4) offset. — If the sum of the cumulative amount of fees collected under this section for the fiscal years 2014 
through 2016 and the amount of fees estimated to be collected under this section for fiscal year 2017 exceeds the 
cumulative amount appropriated under paragraph (3) for the fiscal years 2014 through 2017, the excess amount 
shall be credited to the appropriation account of the Food and Drug Administration as provided in paragraph (1), 
and shall be subtracted from the amount of fees that would otherwise be authorized to be collected under this 
section pursuant to appropriation Acts for fiscal year 2018.

(h) CoLLeCtIoN of UNpaID fees. — In any case where the Secretary does not receive payment of a fee assessed under 
subsection (a) within 30 days after it is due, such fee shall be treated as a claim of the United States Government 
subject to subchapter II of chapter 37 of title 31, United States Code.

(i) wrItteN reqUests for waIVers, reDUCtIoNs, aND refUNDs. — To qualify for consideration for a waiver or 
reduction under subsection (d), or for a refund of any fee collected in accordance with subsection (a), a person shall 
submit to the Secretary a written request for such waiver, reduction, or refund not later than 180 days after such fee 
is due.

(j) CoNstrUCtIoN. — This section may not be construed to require that the number of full-time equivalent positions 
in the Department of Health and Human Services, for officers, employees, and advisory committees not engaged in 
the process of the review of abbreviated applications for generic new animal drugs, be reduced to offset the number 
of officers, employees, and advisory committees so engaged.

(k) DefINItIoNs. — In this section and section 742:

(1) aBBreVIateD appLICatIoN for a GeNerIC New aNImaL DrUG. — The terms “abbreviated application for 
a generic new animal drug” and “abbreviated application” mean an abbreviated application for the approval of 
any generic new animal drug submitted under section 512(b)(2). Such term does not include a supplemental 
abbreviated application for a generic new animal drug.
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(2) aDjUstmeNt faCtor. — The term “adjustment factor” applicable to a fiscal year is the Consumer Price Index 
for all urban consumers (all items; United States city average) for October of the preceding fiscal year divided 
by —

(A) for purposes of subsection (f)(1), such Index for October 2002; and

(B) for purposes of subsection (g)(2)(A)(ii), such Index for October 2007.

(3) Costs of resoUrCes aLLoCateD for the proCess for the reVIew of aBBreVIateD appLICatIoNs for 
GeNerIC New aNImaL DrUGs. — The term “costs of resources allocated for the process for the review of 
abbreviated applications for generic new animal drugs” means the expenses in connection with the process for 
the review of abbreviated applications for generic new animal drugs for —

(A) officers and employees of the Food and Drug Administration, contractors of the Food and Drug 
Administration, advisory committees consulted with respect to the review of specific abbreviated 
applications, supplemental abbreviated applications, or investigational submissions, and costs related to such 
officers, employees, committees, and contractors, including costs for travel, education, and recruitment 
and other personnel activities;

(B) management of information, and the acquisition, maintenance, and repair of computer resources;

(C) leasing, maintenance, renovation, and repair of facilities and acquisition, maintenance, and repair of 
fixtures, furniture, scientific equipment, and other necessary materials and supplies; and

(D) collecting fees under this section and accounting for resources allocated for the review of abbreviated 
applications, supplemental abbreviated applications, and investigational submissions.

(4) fINaL DosaGe form. — The term “final dosage form” means, with respect to a generic new animal drug 
product, a finished dosage form which is approved for administration to an animal without substantial further 
manufacturing. Such term includes generic new animal drug products intended for mixing in animal feeds.

(5) GeNerIC New aNImaL DrUG. — The term “generic new animal drug” means a new animal drug that is the 
subject of an abbreviated application.

(6) GeNerIC New aNImaL DrUG proDUCt. — The term “generic new animal drug product” means each specific 
strength or potency of a particular active ingredient or ingredients in final dosage form marketed by a particular 
manufacturer or distributor, which is uniquely identified by the labeler code and product code portions of the 
national drug code, and for which an abbreviated application for a generic new animal drug or a supplemental 
abbreviated application has been approved.

(7) GeNerIC New aNImaL DrUG spoNsor. — The term “generic new animal drug sponsor” means either an 
applicant named in an abbreviated application for a generic new animal drug that has not been withdrawn by 
the applicant and for which approval has not been withdrawn by the Secretary, or a person who has submitted 
an investigational submission for a generic new animal drug that has not been terminated or otherwise rendered 
inactive by the Secretary.

(8) INVestIGatIoNaL sUBmIssIoN for a GeNerIC New aNImaL DrUG. — The terms “investigational submission 
for a generic new animal drug” and “investigational submission” mean —

(A) the filing of a claim for an investigational exemption under section 512(j) for a generic new animal drug 
intended to be the subject of an abbreviated application or a supplemental abbreviated application; or

(B) the submission of information for the purpose of enabling the Secretary to evaluate the safety or 
effectiveness of a generic new animal drug in the event of the filing of an abbreviated application or 
supplemental abbreviated application for such drug.

(9) persoN. —The term “person” includes an affiliate thereof (as such term is defined in section 735(11)).

(10) proCess for the reVIew of aBBreVIateD appLICatIoNs for GeNerIC New aNImaL DrUGs. — The term 
“process for the review of abbreviated applications for generic new animal drugs” means the following 
activities of the Secretary with respect to the review of abbreviated applications, supplemental abbreviated 
applications, and investigational submissions:

(A) The activities necessary for the review of abbreviated applications, supplemental abbreviated applications, 
and investigational submissions.

(B) The issuance of action letters which approve abbreviated applications or supplemental abbreviated 
applications or which set forth in detail the specific deficiencies in abbreviated applications, supplemental 
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abbreviated applications, or investigational submissions and, where appropriate, the actions necessary to 
place such applications, supplemental applications, or submissions in condition for approval.

(C) The inspection of generic new animal drug establishments and other facilities undertaken as part of 
the Secretary’s review of pending abbreviated applications, supplemental abbreviated applications, and 
investigational submissions.

(D) Monitoring of research conducted in connection with the review of abbreviated applications, supplemental 
abbreviated applications, and investigational submissions.

(E) The development of regulations and policy related to the review of abbreviated applications, supplemental 
abbreviated applications, and investigational submissions.

(F) Development of standards for products subject to review.

(G) Meetings between the agency and the generic new animal drug sponsor.

(H) Review of advertising and labeling prior to approval of an abbreviated application or supplemental 
abbreviated application, but not after such application has been approved.

(11) sUppLemeNtaL aBBreVIateD appLICatIoN for GeNerIC New aNImaL DrUG. — The terms “supplemental 
abbreviated application for a generic new animal drug” and “supplemental abbreviated application” mean 
a request to the Secretary to approve a change in an approved abbreviated application.

seC. 742. [379j-22] reaUthorIzatIoN; reportING reqUIremeNts.*

(a) performaNCe reports. — Beginning with fiscal year 2014, not later than 120 days after the end of each fiscal 
year during which fees are collected under this part, the Secretary shall prepare and submit to the Committee on 
Health, Education, Labor, and Pensions of the Senate, and the Committee on Energy and Commerce of the House 
of Representatives a report concerning the progress of the Food and Drug Administration in achieving the goals 
identified in the letters described in section 201(b) of the Animal Generic Drug User Fee Amendments of 2013 
toward expediting the generic new animal drug development process and the review of abbreviated applications for 
generic new animal drugs, supplemental abbreviated applications for generic new animal drugs, and investigational 
submissions for generic new animal drugs during such fiscal year.

(b) fIsCaL report. — Beginning with fiscal year 2014, not later than 120 days after the end of each fiscal year during 
which fees are collected under this part, the Secretary shall prepare and submit to Committee on Health, Education, 
Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives a 
report on the implementation of the authority for such fees during such fiscal year and the use, by the Food and Drug 
Administration, of the fees collected during such fiscal year for which the report is made.

(c) pUBLIC aVaILaBILIty. — The Secretary shall make the reports required under subsections (a) and (b) available to 
the public on the Internet Web site of the Food and Drug Administration.

(d) reaUthorIzatIoN. —

(1) CoNsULtatIoN. — In developing recommendations to present to Congress with respect to the goals, and plans 
for meeting the goals, for the process for the review of abbreviated applications for generic new animal drugs 
for the first 5 fiscal years after fiscal year 2018, and for the reauthorization of this part for such fiscal years, the 
Secretary shall consult with—

(A) the Committee on Energy and Commerce of the House of Representatives;

(B) the Committee on Health, Education, Labor, and Pensions of the Senate;

(C) scientific and academic experts;

(D) veterinary professionals;

(E) representatives of patient and consumer advocacy groups; and

(F) the regulated industry.

(2) prIor pUBLIC INpUt. — Prior to beginning negotiations with the regulated industry on the reauthorization of 
this part, the Secretary shall—

(A) publish a notice in the Federal Register requesting public input on the reauthorization;

*  Edits in this section reflect amendments made by the Animal Generic Drug User Fee Amendments of 2013, as well as by the 
Animal Generic Drug User Fee Act of 2008, which were not incorporated into previous versions of this book. This section ceases 
to be effective January 31, 2019.
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(B) hold a public meeting at which the public may present its views on the reauthorization, including specific 
suggestions for changes to the goals referred to in subsection (a);

(C) provide a period of 30 days after the public meeting to obtain written comments from the public 
suggesting changes to this part; and

(D) publish the comments on the Food and Drug Administration’s Internet Web site.

(3) perIoDIC CoNsULtatIoN. — Not less frequently than once every 4 months during negotiations with the 
regulated industry, the Secretary shall hold discussions with representatives of veterinary, patient, and consumer 
advocacy groups to continue discussions of their views on the reauthorization and their suggestions for changes 
to this part as expressed under paragraph (2).

(4) pUBLIC reVIew of reCommeNDatIoNs. — After negotiations with the regulated industry, the Secretary shall—

(A) present the recommendations developed under paragraph (1) to the congressional committees specified 
in such paragraph;

(B) publish such recommendations in the Federal Register;

(C) provide for a period of 30 days for the public to provide written comments on such recommendations; 
(D) hold a meeting at which the public may present its views on such recommendations; and

(E) after consideration of such public views and comments, revise such recommendations as necessary.

(5) traNsmIttaL of reCommeNDatIoNs. — Not later than January 15, 2018, the Secretary shall transmit to 
Congress the revised recommendations under paragraph (4), a summary of the views and comments received 
under such paragraph, and any changes made to the recommendations in response to such views and comments.

(6) mINUtes of NeGotIatIoN meetINGs. —

(A) pUBLIC aVaILaBILIty. — Before presenting the recommendations developed under paragraphs (1) 
through (5) to Congress, the Secretary shall make publicly available, on the Internet Web site of the Food 
and Drug Administration, minutes of all negotiation meetings conducted under this subsection between the 
Food and Drug Administration and the regulated industry.

(B) CoNteNt. — The minutes described under subparagraph (A) shall summarize any substantive proposal 
made by any party to the negotiations as well as significant controversies or differences of opinion during 
the negotiations and their resolution.

part 6 — fees reLateD to fooD

seC. 743. [379j-31] aUthorIty to CoLLeCt aND Use fees.

(a) IN GeNeraL —

(1) pUrpose aND aUthorIty. — For fiscal year 2010 and each subsequent fiscal year, the Secretary shall, in 
accordance with this section, assess and collect fees from—

(A) the responsible party for each domestic facility (as defined in section 415(b)) and the United States 
agent for each foreign facility subject to a reinspection in such fiscal year, to cover reinspection-related 
costs for such year;

(B) the responsible party for a domestic facility (as defined in section 415(b)) and an importer who does not 
comply with a recall order under section 423 or under section 412(f) in such fiscal year, to cover food recall 
activities associated with such order performed by the Secretary, including technical assistance, follow-up 
effectiveness checks, and public notifications, for such year;

(C) each importer participating in the voluntary qualified importer program under section 806 in such year, 
to cover the administrative costs of such program for such year; and

(D) each importer subject to a reinspection in such fiscal year, to cover reinspection-related costs for such 
year.

(2) DefINItIoNs. — For purposes of this section—

(A) the term “reinspection” means—

06_FDCA_06-07.indd   439 1/26/18   5:37 PM



§ 743 [379j-31] Federal Food, Drug, and Cosmetic Act

440 FOOD AND DRUG LAW INSTITUTE

(i) with respect to domestic facilities (as defined in section 415(b)), 1 or more inspections conducted 
under section 704 subsequent to an inspection conducted under such provision which identified 
noncompliance materially related to a food safety requirement of this Act, specifically to determine 
whether compliance has been achieved to the Secretary’s satisfaction; and

(ii) with respect to importers, 1 or more examinations conducted under section 801 subsequent to an 
examination conducted under such provision which identified noncompliance materially related to a 
food safety requirement of this Act, specifically to determine whether compliance has been achieved to 
the Secretary’s satisfaction;

(B) the term “reinspection-related costs” means all expenses, including administrative expenses, incurred 
in connection with—

(i) arranging, conducting, and evaluating the results of reinspections; and

(ii) assessing and collecting reinspection fees under this section; and

(C) the term “responsible party” has the meaning given such term in section 417(a)(1).

(b) estaBLIshmeNt of fees. —

(1) IN GeNeraL. — Subject to subsections (c) and (d), the Secretary shall establish the fees to be collected 
under this section for each fiscal year specified in subsection (a)(1), based on the methodology described under 
paragraph (2), and shall publish such fees in a Federal Register notice not later than 60 days before the start of 
each such year.

(2) fee methoDoLoGy. —

(A) fees. — Fees amounts established for collection—

(i) under subparagraph (A) of subsection (a)(1) for a fiscal year shall be based on the Secretary’s 
estimate of 100 percent of the costs of the reinspection-related activities (including by type or level of 
reinspection activity, as the Secretary determines applicable) described in such subparagraph (A) for 
such year;

(ii) under subparagraph (B) of subsection (a)(1) for a fiscal year shall be based on the Secretary’s 
estimate of 100 percent of the costs of the activities described in such subparagraph (B) for such year;

(iii) under subparagraph (C) of subsection (a)(1) for a fiscal year shall be based on the Secretary’s 
estimate of 100 percent of the costs of the activities described in such subparagraph (C) for such year; 
and

(iv) under subparagraph (D) of subsection (a)(1) for a fiscal year shall be based on the Secretary’s 
estimate of 100 percent of the costs of the activities described in such subparagraph (D) for such year.

(B) other CoNsIDeratIoNs. —

(i) VoLUNtary qUaLIfIeD Importer proGram. — In establishing the fee amounts under subparagraph 
(A)(iii) for a fiscal year, the Secretary shall provide for the number of importers who have submitted 
to the Secretary a notice under section 806(c) informing the Secretary of the intent of such importer to 
participate in the program under section 806 in such fiscal year.

(I) [Not enacted.]

(II) reCoUpmeNt. — In establishing the fee amounts under subparagraph (A)(iii) for the first 
5 fiscal years after the date of enactment of this section, the Secretary shall include in such 
fee a reasonable surcharge that provides a recoupment of the costs expended by the Secretary to 
establish and implement the first year of the program under section 806.

(ii) CreDItING of fees. — In establishing the fee amounts under subparagraph (A) for a fiscal year, the 
Secretary shall provide for the crediting of fees from the previous year to the next year if the Secretary 
overestimated the amount of fees needed to carry out such activities, and consider the need to account 
for any adjustment of fees and such other factors as the Secretary determines appropriate.

(iii) pUBLIsheD GUIDeLINes. — Not later than 180 days after the date of enactment of the FDA Food 
Safety Modernization Act, the Secretary shall publish in the Federal Register a proposed set of 
guidelines in consideration of the burden of fee amounts on small business. Such consideration may 
include reduced fee amounts for small businesses. The Secretary shall provide for a period of public 
comment on such guidelines. The Secretary shall adjust the fee schedule for small businesses subject to 
such fees only through notice and comment rulemaking.
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(3) Use of fees. — The Secretary shall make all of the fees collected pursuant to clause (i), (ii), (iii), and (iv) of 
paragraph (2)(A) available solely to pay for the costs referred to in such clause (i), (ii), (iii), and (iv) of paragraph 
(2)(A), respectively.

(c) LImItatIoNs. —

(1) IN GeNeraL. — Fees under subsection (a) shall be refunded for a fiscal year beginning after fiscal year 2010 
unless the amount of the total appropriations for food safety activities at the Food and Drug Administration for 
such fiscal year (excluding the amount of fees appropriated for such fiscal year) is equal to or greater than the 
amount of appropriations for food safety activities at the Food and Drug Administration for fiscal year 2009 
(excluding the amount of fees appropriated for such fiscal year), multiplied by the adjustment factor under 
paragraph (3).

(2) aUthorIty. — If—

(A) the Secretary does not assess fees under subsection (a) for a portion of a fiscal year because paragraph 
 (1) applies; and

(B) at a later date in such fiscal year, such paragraph (1) ceases to apply,

the Secretary may assess and collect such fees under subsection (a), without any modification to the rate of such 
fees, notwithstanding the provisions of subsection (a) relating to the date fees are to be paid.

(3) aDjUstmeNt faCtor. —

(A) IN GeNeraL.— The adjustment factor described in paragraph (1) shall be the total percentage change 
that occurred in the Consumer Price Index for all urban consumers (all items; United States city average) for 
the 12-month period ending June 30 preceding the fiscal year, but in no case shall such adjustment factor 
be negative.

(B) CompoUNDeD BasIs. — The adjustment under subparagraph (A) made each fiscal year shall be added on 
a compounded basis to the sum of all adjustments made each fiscal year after fiscal year 2009.

(4) LImItatIoN oN amoUNt of CertIfICates. —

(A) IN GeNeraL. — Notwithstanding any other provision of this section and subject to subparagraph (B),  
the Secretary may not collect fees in a fiscal year such that the amount collected—

(i) under subparagraph (B) of subsection (a)(1) exceeds $20,000,000; and

(ii) under subparagraphs (A) and (D) of subsection (a)(1) exceeds $25,000,000 combined.

(B) eXCeptIoN. — If a domestic facility (as defined in section 415(b)) or an importer becomes subject to a 
fee described in subparagraph (A), (B), or (D) of subsection (a)(1) after the maximum amount of fees has 
been collected by the Secretary under subparagraph (A), the Secretary may collect a fee from such facility 
or importer.

(d) CreDItING aND aVaILaBILIty of fees. — Fees authorized under subsection (a) shall be collected and available for 
obligation only to the extent and in the amount provided in appropriations Acts. Such fees are authorized to remain 
available until expended. Such sums as may be necessary may be transferred from the Food and Drug Administration 
salaries and expenses account without fiscal year limitation to such appropriation account for salaries and expenses 
with such fiscal year limitation. The sums transferred shall be available solely for the purpose of paying the operating 
expenses of the Food and Drug Administration employees and contractors performing activities associated with these 
food safety fees.

(e) CoLLeCtIoN of fees. —

(1) IN GeNeraL. — The Secretary shall specify in the Federal Register notice described in subsection (b)(1) the 
time and manner in which fees assessed under this section shall be collected.

(2) CoLLeCtIoN of UNpaID fees. — In any case where the Secretary does not receive payment of a fee assessed 
under this section within 30 days after it is due, such fee shall be treated as a claim of the United States Government 
subject to provisions of subchapter II of chapter 37 of title 31, United States Code.

(f) aNNUaL report to CoNGress. — Not later than 120 days after each fiscal year for which fees are assessed under 
this section, the Secretary shall submit a report to the Committee on Health, Education, Labor, and Pensions of the 
Senate and the Committee on Energy and Commerce of the House of Representatives, to include a description of fees 
assessed and collected for each such year and a summary description of the entities paying such fees and the types of 
business in which such entities engage.
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(g) aUthorIzatIoN of approprIatIoNs. — For fiscal year 2010 and each fiscal year thereafter, there is authorized to 
be appropriated for fees under this section an amount equal to the total revenue amount determined under subsection 
(b) for the fiscal year, as adjusted or otherwise affected under the other provisions of this section.

part 7 — fees reLatING to GeNerIC DrUGs

seC. 744a. [379j-41] DefINItIoNs.*

For purposes of this part:

(1) The term “abbreviated new drug application” —

(A) means an application submitted under section 505(j), an abbreviated application submitted under section 
507 (as in effect on the day before the date of enactment of the Food and Drug Administration Modernization 
Act of 1997), or an abbreviated new drug application submitted pursuant to regulations in effect prior to the 
implementation of the Drug Price Competition and Patent Term Restoration Act of 1984; and

(B) does not include an application for a positron emission tomography drug. application—

(i) for a positron emission tomography drug; or

(ii) submitted by a State or Federal governmental entity for a drug that is not distributed commercially.

(2) The term “active pharmaceutical ingredient” means —

(A) a substance, or a mixture when the substance is unstable or cannot be transported on its own, intended —

(i) to be used as a component of a drug; and

(ii) to furnish pharmacological activity or other direct effect In the diagnosis, cure, mitigation, treatment, 
or prevention of disease, or to affect the structure or any function of the human body; or

(B) a substance intended for final crystallization, purification, or salt formation, or any combination of those 
activities, to become a substance or mixture described in subparagraph (A).

(3) The term “adjustment factor” means a factor applicable to a fiscal year that is the Consumer Price Index for 
all urban consumers (all items; United States city average) for October of the preceding fiscal year divided by 
such Index for October 2011.

(4) The term “affiliate” means a business entity that has a relationship with a second business entity if, directly 
or indirectly —

(A) one business entity controls, or has the power to control, the other business entity; or

(B) a third party controls, or has power to control, both of the business entities.

(5) The term “contract manufacturing organization facility” means a manufacturing facility of a finished dosage 
form of a drug approved pursuant to an abbreviated new drug application, where such manufacturing facility is 
not identified in an approved abbreviated new drug application held by the owner of such facility or an affiliate 
of such owner or facility.

(5) (6) —

(A) The term “facility” —

(i) means a business or other entity —

(I) under one management, either direct or indirect; and

(II) at one geographic location or address engaged in manufacturing or processing an active 
pharmaceutical ingredient or a finished dosage form; and

(ii) does not include a business or other entity whose only manufacturing or processing activities are 
one or more of the following: repackaging, relabeling, or testing.

(B) For purposes of subparagraph (A), separate buildings within close proximity are considered to be at one 
geographic location or address if the activities in them are —

* Ceases to be effective October 1, 2017 2022.
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(i) closely related to the same business enterprise;

(ii) under the supervision of the same local management; and

(iii) capable of being inspected by the Food and Drug Administration during a single inspection.

(C) If a business or other entity would meet the definition of a facility under this paragraph but for being 
under multiple management, the business or other entity is deemed to constitute multiple facilities, one per 
management entity, for purposes of this paragraph.

(6) (7) The term “finished dosage form” means —

(A) a drug product in the form in which it will be administered to a patient, such as a tablet, capsule, 
solution, or topical application;

(B) a drug product in a form in which reconstitution is necessary prior to administration to a patient, such as 
oral suspensions or lyophilized powers; or

(C) any combination of an active pharmaceutical ingredient with another component of a drug product for 
purposes of production of a drug product described in subparagraph (A) or (B).

(7) (8) The term “generic drug submission” means an abbreviated new drug application, an amendment to an 
abbreviated new drug application, or a prior approval supplement to an abbreviated new drug application.

(8) (9) The term “human generic drug activities” means the following activities of the Secretary associated with 
generic drugs and inspection of facilities associated with generic drugs:

(A) The activities necessary for the review of generic drug submissions, including review of drug master 
files referenced in such submissions.

(B) The issuance of —

(i) approval letters which approve abbreviated new drug applications or supplements to such  
applications; or

(ii) complete response letters which set forth in detail the specific deficiencies in such applications and, 
where appropriate, the actions necessary to place such applications in condition for approval.

(C) The issuance of letters related to Type II active pharmaceutical drug master files which —

(i) set forth in detail the specific deficiencies in such submissions, and where appropriate, the actions 
necessary to resolve those deficiencies; or

(ii) document that no deficiencies need to be addressed.

(D) Inspections related to generic drugs.

(E) Monitoring of research conducted in connection with the review of generic drug submissions and drug 
master files.

(F) Postmarket safety activities with respect to drugs approved under abbreviated new drug applications or 
supplements, including the following activities:

(i) Collecting, developing, and reviewing safety information on approved drugs, including adverse 
event reports.

(ii) Developing and using improved adverse-event data-collection systems, including information 
technology systems.

(iii) Developing and using improved analytical tools to assess potential safety problems, including 
access to external data bases.

(iv) Implementing and enforcing section 505(o) (relating to postapproval studies and clinical trials and 
labeling changes) and section 505(p) (relating to risk evaluation and mitigation strategies) insofar as 
those activities relate to abbreviated new drug applications.

(v) Carrying out section 505(k)(5) (relating to adverse-event reports and postmarket safety activities).

(G) Regulatory science activities related to generic drugs.

(9) (10) The term “positron emission tomography drug” has the meaning given to the term “compounded 
positron emission tomography drug” in section 201(ii), except that paragraph (1)(B) of such section shall not 
apply.
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(10) (11) The term “prior approval supplement” means a request to the Secretary to approve a change in the drug 
substance, drug product, production process, quality controls, equipment, or facilities covered by an approved 
abbreviated new drug application when that change has a substantial potential to have an adverse effect on 
the identity, strength, quality, purity, or potency of the drug product as these factors may relate to the safety or 
effectiveness of the drug product.

(11) (12) The term “resources allocated for human generic drug activities” means the expenses for —

(A) officers and employees of the Food and Drug Administration, contractors of the Food and Drug 
Administration, advisory committees, and costs related to such officers and employees and to contracts with 
such contractors;

(B) management of information, and the acquisition, maintenance, and repair of computer resources;

(C) leasing, maintenance, renovation, and repair of facilities and acquisition, maintenance, and repair of 
fixtures, furniture, scientific equipment, and other necessary materials and supplies; and

(D) collecting fees under subsection (a) and accounting for resources allocated for the review of abbreviated 
new drug applications and supplements and inspection related to generic drugs.

(12) (13) The term “Type II active pharmaceutical ingredient drug master file” means a submission of information 
to the Secretary by a person that intends to authorize the Food and Drug Administration to reference the information 
to support approval of a generic drug submission without the submitter having to disclose the information to the 
generic drug submission applicant.

seC. 744B. [379j-42] aUthorIty to assess aND Use hUmaN GeNerIC DrUG fees.*

(a) types of fees. — Beginning in fiscal year 2013 2018, the Secretary shall assess and collect fees in accordance 
with this section as follows;

(1) oNe-tIme BaCKLoG fee for aBBreVIateD New DrUG appLICatIoNs peNDING oN oCtoBer 1, 2012. —

(A) IN GeNeraL. — Each person that owns an abbreviated new drug application that is pending on October 
1, 2012, and that has not received a tentative approval prior to that date, shall be subject to a fee for each 
such application, as calculated under subparagraph (B).

(B) methoD of fee amoUNt CaLCULatIoN. — The amount of each one-time backlog fee shall be calculated 
by dividing $50,000,000 by the total number of abbreviated new drug applications pending on October 1, 
2012, that have not received a tentative approval as of that date.

(C) NotICe. — Not later than October 31, 2012, the Secretary shall publish in the Federal Register a notice 
announcing the amount of the fee required by subparagraph (A).

(D) fee DUe Date — The fee required by subparagraph (A) shall be due no later than 30 calendar days after 
the date of the publication of the notice specified in subparagraph (C).

(E) sUNset.— This paragraph shall cease to be effective October 1, 2022.

(2) DrUG master fILe fee. —

(A) IN GeNeraL. — Each person that owns a Type II active pharmaceutical ingredient drug master file that 
is referenced on or after October 1, 2012, in a generic drug submission by any initial letter of authorization 
shall be subject to a drug master file fee.

(B) oNe-tIme paymeNt. — If a person has paid a drug master file fee for a Type II active pharmaceutical 
ingredient drug master file, the person shall not be required to pay a subsequent drug master file fee when 
that Type II active pharmaceutical ingredient drug master file is subsequently referenced in generic drug 
submissions.

(C) NotICe. — Not later than 60 days before the start of each of fiscal years 2018 through 2022, the 
Secretary shall publish in the Federal Register the amount of the drug master file fee established by this 
paragraph for such fiscal year.

(i) Fiscal Year 2013. — Not later than October 31, 2012, the Secretary shall publish in the Federal 
Register a notice announcing the amount of the drug master file fee for fiscal year 2013.

* Ceases to be effective October 1, 2017 2022.
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(ii) Fiscal Years 2014 through 2017. — Not later than 60 days before the start of each of fiscal years 
2014 through 2017, the Secretary shall publish in the Federal Register the amount of the drug master 
file fee established by this paragraph for such fiscal year.

(D) aVaILaBILIty for refereNCe. —

(i) IN GeNeraL. — Subject to subsection (g)(2)(C), for a generic drug submission to reference a Type 
II active pharmaceutical ingredient drug master file, the drug master file must be deemed available for 
reference by the Secretary.

(ii) CONDITIONS. — A drug master file shall be deemed available for reference by the Secretary if  —

(I) the person that owns a Type II active pharmaceutical ingredient drug master file has paid the 
fee required under subparagraph (A) within 20 calendar days after the applicable due date under 
subparagraph (E); and

(II) the drug master file has not failed an initial completeness assessment by the Secretary, in accordance 
with criteria to be published by the Secretary.

(iii) LIST. — The Secretary shall make publicly available on the Internet Web site of the Food and 
Drug Administration a list of the drug master file numbers that correspond to drug master files that have 
successfully undergone an initial completeness assessment, in accordance with criteria to be published 
by the Secretary, and are available for reference.

(E) fee DUe Date. —

(i) IN GeNeraL. — Subject to clause (ii), a drug master file fee shall be due no later than the date 
on which the first generic drug submission is submitted that references the associated Type II active 
pharmaceutical ingredient drug master file. on the earlier of—

(I) the date on which the first generic drug submission is submitted that references the associated 
Type II active pharmaceutical ingredient drug master file; or

(II) the date on which the drug master file holder requests the initial completeness assessment.

(ii) LIMITATION. — No fee shall be due under subparagraph (A) for a fiscal year until the later of —

(I) 30 calendar days after publication of the notice provided for in clause (i) or (ii) of subparagraph 
(C), as applicable; or

(II) 30 calendar days after the date of enactment of an appropriations Act providing for the collection 
and obligation of fees under this section.

(3) aBBreVIateD New DrUG appLICatIoN aND prIor approVaL sUppLemeNt fILING fee. —

(A) IN GeNeraL. — Each applicant that submits, on or after October 1, 2012, an abbreviated new drug 
application or a prior approval supplement to an abbreviated new drug application shall be subject to a fee 
for each such submission in the amount established under subsection (d).

(B) NotICe. — Not later than 60 days before the start of each of fiscal years 2018 through 2022, the 
Secretary shall publish in the Federal Register the amount of the fees under subparagraph (A) for such fiscal 
year.

(i) fIsCaL year 2013. — Not later than October 31, 2012, the Secretary shall publish in the Federal 
Register a notice announcing the amount of the fees under subparagraph (A) for fiscal year 2013.

(ii) fIsCaL years 2014 throUGh 2017. — Not later than 60 days before the start of each of fiscal 
years 2014 through 2017, the Secretary shall publish in the Federal Register the amount of the fees 
under subparagraph (A) for such fiscal year.

(C) fee DUe Date. — The fees required by subparagraphs (A) and (F) shall be due no later than the date of 
submission of the abbreviated new drug application or prior approval supplement for which such fee applies.

(i) IN GeNeraL. — Except as provided in clause (ii), the fees required by subparagraphs (A) and (F) 
shall be due no later than the date of submission of the abbreviated new drug application or prior 
approval supplement for which such fee applies.

(ii) speCIaL rULe for 2013. — For fiscal year 2013, such fees shall be due on the later of —

(I) the date on which the fee is due under clause (i);

(II) 30 calendar days after publication of the notice referred to in subparagraph (B)(i); or
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(III) if an appropriations Act is not enacted providing for the collection and obligation of fees under 
this section by the date of submission of the application or prior approval supplement for which the fees 
under subparagraphs (A) and (F) apply, 30 calendar days after the date that such an appropriations Act 
is enacted.

(D) refUND of fee If aBBreVIateD New DrUG appLICatIoN Is Not CoNsIDereD to haVe BeeN reCeIVeD, Is 
wIthDrawN prIor to BeING reCeIVeD, or Is No LoNGer reCeIVeD. — The Secretary shall refund 75% of 
the fee paid under subparagraph (A) for any abbreviated new drug application or prior approval supplement 
to an abbreviated new drug application that the Secretary considers not to have been received within the 
meaning of section 505(j)(5)(A) for a cause other than failure to pay fees.

(i) appLICatIoNs Not CoNsIDereD to haVe BeeN reCeIVeD aND appLICatIoNs wIthDrawN prIor to 
BeING reCeIVeD.— The Secretary shall refund 75 percent of the fee paid under subparagraph (A) for 
any abbreviated new drug application that the Secretary considers not to have been received within the 
meaning of section 505(j)(5)(A) for a cause other than failure to pay fees, or that has been withdrawn 
prior to being received within the meaning of section 505(j)(5)(A).

(ii) appLICatIoNs No LoNGer reCeIVeD.— The Secretary shall refund 100 percent of the fee paid 
under subparagraph (A) for any abbreviated new drug application if the Secretary initially receives 
the application under section 505(j)(5)(A) and subsequently determines that an exclusivity period 
for a listed drug should have prevented the Secretary from receiving such application, such that the 
abbreviated new drug application is no longer received within the meaning of section 505(j)(5)(A).

(E) fee for aN appLICatIoN the seCretary CoNsIDers Not to haVe BeeN reCeIVeD, or that has BeeN 
wIthDrawN. — An abbreviated new drug application or prior approval supplement that was submitted 
on or after October 1, 2012, and that the Secretary considers not to have been received, or that has been 
withdrawn, shall, upon resubmission of the application or a subsequent new submission following the 
applicant’s withdrawal of the application, be subject to a full fee under subparagraph (A).

(F) aDDItIoNaL fee for aCtIVe pharmaCeUtICaL INGreDIeNt INformatIoN Not INCLUDeeD By refereNCe  
to type II aCtIVe pharmaCeUtICaL INGreDIeNt DrUG master fILe. — An applicant that submits a 
generic drug submission on or after October 1, 2012 2017, shall pay a fee, in the amount determined under 
subsection (d)(3)(2), in addition to the fee required under subparagraph (A), if —

(i) such submission contains information concerning the manufacture of an active pharmaceutical 
ingredient at a facility by means other than reference by a letter of authorization to a Type II active 
pharmaceutical drug master file; and

(ii) a fee in the amount equal to the drug master file fee established in paragraph (2) has not been previously 
paid with respect to such information.

(4) GeNerIC DrUG faCILIty fee aND aCtIVe pharmaCeUtICaL INGreDIeNt faCILIty fee. —

(A) IN GeNeraL. — Facilities identified, or intended to be identified, in at least one generic drug submission 
that is pending or in at least one generic drug submission that is approved to produce a finished dosage form 
of a human generic drug or an active pharmaceutical ingredient contained in a human generic drug shall be 
subject to fees as follows:

(i) GeNerIC DrUG faCILIty. — Each person that owns a facility which is identified or intended to 
be identified in at least one generic drug submission that is pending or in at least one generic drug 
submission that is approved to produce one or more finished dosage forms of a human generic drug 
shall be assessed an annual fee for each such facility.

(ii) aCtIVe pharmaCeUtICaL INGreDIeNt faCILIty. — Each person that owns a facility which produces, 
or which is pending review to produce, one or more active pharmaceutical ingredients identified, or 
intended to be identified, in at least one generic drug submission that is pending or approved or in a 
Type II active pharmaceutical ingredient drug master file referenced in such a is identified in at least one 
generic drug submission in which the facility is approved to produce one or more active pharmaceutical 
ingredients or in a Type II active pharmaceutical ingredient drug master file referenced in at least one 
such generic drug submission, shall be assessed an annual fee for each such facility.
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(iii) FACILITIES proDUCING Both ACTIVE pharmaCeUtICaL INGREDIENTS AND fINIsheD DOSAGE FORMS.
— Each person that owns a facility identified, or intended to be identified, in at least one generic drug 
submission that is pending or in at least one generic drug submission that is approved to produce 
both one or more finished dosage forms subject to clause (i) and one or more active pharmaceutical 
ingredients subject to clause (ii) shall be subject to fees under both such clauses only to the fee 
attributable to the manufacture of the finished dosage forms for that facility.

(B) amoUNt. — The amount of fees established under subparagraph (A) shall be established under 
subsection (d).

(C) NotICe. —

(i) fIsCaL year 2013. — For fiscal year 2013, the Secretary shall publish in the Federal Register 
a notice announcing the amount of the fees provided for in subparagraph (A) within the timeframe 
specified in subsection (d)(1)(B).

(ii) fIsCaL years 2014 throUGh 2017. — Within the timeframe specified in subsection (d)(2), the 
Secretary shall publish in the Federal Register the amount of the fees under subparagraph (A) for such 
fiscal year.

(D) fee DUe Date. —

(i) fIsCaL year 2013. — For fiscal year 2013, the fees under subparagraph (A) shall be due on the later 
of —

(I) not later than 45 days after the publication of the notice under subparagraph (B); or

(II) if an appropriations Act is not enacted providing for the collection and obligation of fees under this 
section by the date of the publication of such notice, 30 days after the date that such an appropriations 
Act is enacted.

(ii) fIsCaL years 2014 throUGh 2017. — For each of fiscal years 2014 though 2017, the fees under 
subparagraph (A) for such fiscal year shall be due on the later of —

(I) the first business day on or after October 1 of each such year; or

(II) the first business day after the enactment of an appropriations Act providing for the collection 
and obligation of fees under this section for such year.

(C) NotICe. — Within the timeframe specified in subsection (d)(1), the Secretary shall publish in the Federal 
Register the amount of the fees under subparagraph (A) for such fiscal year.

(D) fee DUe Date. — For each of fiscal years 2018 through 2022, the fees under subparagraph (A) for such 
fiscal year shall be due on the later of —

(i) the first business day on or after October 1 of each such year; or

(ii) the first business day after the enactment of an appropriations Act providing for the collection and 
obligation of fees for such year under this section for such year.

(5) GeNerIC DrUG appLICaNt proGram fee. —

(A) IN GeNeraL. — A generic drug applicant program fee shall be assessed annually as described in 
subsection (b)(2)(E).

(B) amoUNt. — The amount of fees established under subparagraph (A) shall be established under subsection 
(d).

(C) NotICe. — Within the timeframe specified in subsection (d)(1), the Secretary shall publish in the Federal 
Register the amount of the fees under subparagraph (A) for such fiscal year.

(D) fee DUe Date. — For each of fiscal years 2018 through 2022, the fees under subparagraph (A) for such 
fiscal year shall be due on the later of —

(i) the first business day on or after October 1 of each such fiscal year; or

(ii) the first business day after the date of enactment of an appropriations Act providing for the collection 
and obligation of fees for such fiscal year under this section for such fiscal year.

(5) (6) Date of sUBmIssIoN. — For purposes of this Act, a generic drug submission or Type II pharmaceutical 
master file is deemed to be “submitted” to the Food and Drug Administration —
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(A) if it is submitted via a Food and Drug Administration electronic gateway, on the day when transmission 
to that electronic gateway is completed, except that submission or master file that arrives on a weekend, 
Federal holiday, or day when the Food and Drug Administration office that will review that submission is 
not otherwise open for business shall be deemed to be submitted on the next day when that office is open 
for business; or

(B) If it is submitted in physical media form, on the day it arrives at the appropriate designated document 
room of the Food and Drug Administration.

(b) fee reVeNUe amoUNts. —

(1) IN GeNeraL. —

(A) fIsCaL year 2013 2018. — For fiscal year 2013 2018, fees under subsection (a) shall be established to 
generate a total estimated revenue amount under such subsection of $299,000,000. $493,600,000. Of that 
amount —

(i) $50,000,000 shall be generated by the one-time backlog fee for generic drug applications pending on 
October 1, 2012, established in subsection (a)(1); and

(ii) $249,000,000 shall be generated by the fees under paragraphs (2) through (4) of subsection (a).

(B) fIsCaL years 2014 2019 throUGh 2017 2022. — For each of the fiscal years 2014 through 2017 2019 
through 2022, fees under paragraphs (2) through (4) (5) of subsection (a) shall be established to generate 
a total estimated revenue amount under such subsection that is equal to $299,000,000 $493,600,000, as 
adjusted pursuant to subsection (c).

(2) types of fees. — In establishing fees under paragraph (1) to generate the revenue amounts specified in 
paragraph (1)(A)(ii) for fiscal year 2013 and paragraph (1)(B) for each of fiscal years 2014 through 2017, such 
paragraph for a fiscal year, such fees shall be derived from the fees under paragraphs (2) through (4) (5) of 
subsection (a) as follows:

(A) Six Five percent shall be derived from fees under subsection (a)(2) (relating to drug master files).

(B) Twenty-four percent shall be derived from fees under subsection (a)(3) (relating to abbreviated new drug 
applications and supplements). The amount of a fee for a prior approval supplement shall be half the amount 
of the fee for an abbreviated new drug application. Thirty-three percent shall be derived from fees under 
subsection (a)(3) (relating to abbreviated new drug applications).

(C) Fifty-six percent shall be derived from fees under subsection (a)(4)(A)(i) (relating to generic drug 
facilities). The amount of the fee for a facility located outside the United States and its territories and 
possessions shall be not less than $15,000 and not more than $30,000 higher than the amount of the fee for a 
facility located in the United States and its territories and possessions, as determined by the Secretary on the 
basis of data concerning the difference in cost between inspections of facilities located in the United States, 
including its territories and possessions, and those located outside of the United States and its territories 
and possessions. Twenty percent shall be derived from fees under subsection (a)(4)(A)(i) (relating to generic 
drug facilities). The amount of the fee for a contract manufacturing organization facility shall be equal to 
one-third the amount of the fee for a facility that is not a contract manufacturing organization facility. The 
amount of the fee for a facility located outside the United States and its territories and possessions shall be 
$15,000 higher than the amount of the fee for a facility located in the United States and its territories and 
possessions.

(D) Fourteen Seven percent shall be derived from fees under subsection (a)(4)(A)(ii) (relating to active 
pharmaceutical ingredient facilities). The amount of the fee for a facility located outside the United States 
and its territories and possessions shall be not less than $15,000 and not more than $30,000 $15,000 higher 
than the amount of the fee for a facility located in the United States, including its territories and possessions, 
as determined by the Secretary on the basis of data concerning the difference in cost between inspections 
of facilities located in the United States and its territories and possessions and those located outside of the 
United States and its territories and possessions. 

(E) (i) Thirty-five percent shall be derived from fees under subsection (a)(5) (relating to generic drug 
applicant program fees). For purposes of this subparagraph, if a person has affiliates, a single program fee 
shall be assessed with respect to that person, including its affiliates, and may be paid by that person or any 
one of its affiliates. The Secretary shall determine the fees as follows:

(I) If a person (including its affiliates) owns at least one but not more than 5 approved abbreviated new 
drug applications on the due date for the fee under this subsection, the person (including its affiliates) 
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shall be assessed a small business generic drug applicant program fee equal to one-tenth of the large 
size operation generic drug applicant program fee.

(II) If a person (including its affiliates) owns at least 6 but not more than 19 approved abbreviated new 
drug applications on the due date for the fee under this subsection, the person (including its affiliates) 
shall be assessed a medium size operation generic drug applicant program fee equal to two-fifths of the 
large size operation generic drug applicant program fee.

(III) If a person (including its affiliates) owns 20 or more approved abbreviated new drug applications 
on the due date for the fee under this subsection, the person (including its affiliates) shall be assessed a 
large size operation generic drug applicant program fee.

(ii) For purposes of this subparagraph, an abbreviated new drug application shall be deemed not to be 
approved if the applicant has submitted a written request for withdrawal of approval of such abbreviated new 
drug application by April 1 of the previous fiscal year.

(c) aDjUstmeNts. —

(1) INfLatIoN aDjUstmeNt. — For fiscal year 2014 2019 and subsequent fiscal years, the revenues established 
in subsection (b) shall be adjusted by the Secretary by notice, published in the Federal Register, for a fiscal year, 
to equal the product of the total revenues established in such notice for the prior fiscal year multiplied by an 
amount equal to the sum of —

(A) one;

(B) the average annual percent change in the cost, per full-time equivalent position of the Food and Drug 
Administration, of all personnel compensation and benefits paid with respect to such positions for the first 
3 years of the preceding 4 fiscal years multiplied by the proportion of personnel compensation and benefits 
costs to total costs of human generic drug activities for the first 3 years of the preceding 4 fiscal years; and

(C) the average annual percent change that occurred in the Consumer Price Index for urban consumers 
(Washington-Baltimore, DC-MD-VA-WV; Not Seasonally Adjusted; All items; Annual Index) for the first 3 
years of the preceding 4 years of available data multiplied by the proportion of all costs other than personnel 
compensation and benefits costs to total costs of human generic drug activities for the first 3 years of the 
preceding 4 fiscal years.

The adjustment made each fiscal year under this subsection shall be added on a compounded basis to the sum of 
all adjustments made each fiscal year after fiscal year 2013 under this subsection.

(2) fINaL year aDjUstmeNt. — For fiscal year 2017 2022, the Secretary may, in addition to adjustments under 
paragraph (1), further increase the fee revenues and fees established in subsection (b) if such an adjustment is 
necessary to provide for not more than 3 months of operating reserves of carryover user fees for human generic 
drug activities for the first 3 months of fiscal year 2018 2023. Such fees may only be used in fiscal year 2018. 
If such an adjustment is necessary, the rationale for the amount of the increase shall be contained in the annual 
notice establishing fee revenues and fees for fiscal year 2017 2022. If the Secretary has carryover balances for 
such activities in excess of 3 months of such operating reserves, the adjustment under this subparagraph shall 
not be made.

(d) aNNUaL fee settING. —

(1) fIsCaL year 2013. — For fiscal year 2013—

(A) the Secretary shall establish, by October 31, 2012, the one-time generic drug backlog fee for generic 
drug applications pending on October 1, 2012, the drug master file fee, the abbreviated new drug application 
fee, and the prior approval supplement fee under subsection (a), based on the revenue amounts established 
under subsection (b); and

(B) the Secretary shall establish, not later than 45 days after the date to comply with the requirement for 
identification of facilities in subsection (f)(2), the generic drug facility fee and active pharmaceutical 
ingredient facility fee under subsection (a) based on the revenue amounts established under subsection (b).

(2) (1) fIsCaL years 2014 2018 throUGh 2017 2022. — Not more than 60 days before the first day of each 
of fiscal years 2014 through 2017 2018 through 2022, the Secretary shall establish the drug master file fee, 
the abbreviated new drug application fee, and the prior approval supplement fee, the generic drug facility fee, 
and the active pharmaceutical ingredient facility fee under subsection (a) for such fiscal year, fees described in 
paragraphs (2) through (5) of subsection (a), based on the revenue amounts established under subsection (b) and 
the adjustments provided under subsection (c).
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(3) (2) fee for aCtIVe pharmaCeUtICaL INGreDIeNt INformatIoN Not INCLUDeD By refereNCe to type II 
aCtIVe pharmaCeUtICaL INGreDIeNt DrUG master fILe. — In establishing the fees under paragraphs (1) and 
(2) fee under paragraph (1), the amount of the fee under subsection (a)(3)(F) shall be determined by multiplying 
—

(A) the sum of —

(i) the total number of such active pharmaceutical ingredients in such submission; and

(ii) for each such ingredient that is manufactured at more than one such facility, the total number of such 
additional facilities; and

(B) the amount equal to the drug master file fee established in subsection (a)(2) for such submission.

(e) LImIt LImItatIoNs. — The total amount

(1) IN GeNeraL. — The total amount of fees charged, as adjusted under subsection (c), for a fiscal year may not 
exceed the total costs for such fiscal year for the resources allocated for human generic drug activities.

(2) LeasING aND NeCessary eqUIpmeNt. — Beginning on October 1, 2023, the authorities under section 744A(11)(C) 
shall include only leasing and necessary scientific equipment.

(f) IDeNtIfICatIoN of faCILItIes. —

(1) pUBLICatIoN of NotICe; DeaDLINe for CompLIaNCe. — Not later than October 1, 2012, the Secretary shall 
publish in the Federal Register a notice requiring each person that owns a facility described in subsection (a)(4) 
(A), or a site or organization required to be identified by paragraph (4), to submit to the Secretary information 
on the identity of each such facility, site, or organization. The notice required by this paragraph shall specify the 
type of information to be submitted and the means and format for submission of such information.

(2) (1) reqUIreD sUBmIssIoN of faCILIty IDeNtIfICatIoN. — Each person that owns a facility described in 
subsection (a)(4)(A) or a site or organization required to be identified by paragraph (4) (3) shall submit to the 
Secretary the information required under this subsection each year. Such information shall — shall, for each 
fiscal year, be submitted, updated, or reconfirmed on or before June 1 of the previous fiscal year.

(A) for fiscal year 2013, be submitted not later than 60 days after the publication of the notice under 
paragraph (1); and

(B) for each subsequent fiscal year, be submitted, updated, or reconfirmed on or before June 1 of the previous 
year.

(3) (2) CoNteNts of NotICe INformatIoN reqUIreD to Be sUBmItteD. — At a minimum, the submission 
required by paragraph (2) (1) shall include for each such facility —

(A) identification of a facility identified or intended to be identified in an approved or pending generic drug 
submission;

(B) whether the facility manufactures active pharmaceutical ingredients or finished dosage forms, or both;

(C) whether or not the facility is located within the United States and its territories and possessions;

(D) whether the facility manufactures positron emission tomography drugs solely, or in addition to other 
drugs; and

(E) whether the facility manufactures drugs that are not generic drugs.; and

(F) whether the facility is a contract manufacturing organization facility.

(4) (3) CertaIN sItes aND orGaNIzatIoNs. —

(A) IN GeNeraL. — Any person that owns or operates a site or organization described in subparagraph 
(B) shall submit to the Secretary information concerning the ownership, name, and address of the site or 
organization.

(B) sItes aND orGaNIzatIoNs. — A site or organization is described in this subparagraph if it is identified 
in a generic drug submission and is —

(i) a site in which a bioanalytical study is conducted;

(ii) a clinical research organization;

(iii) a contract analytical testing site; or

(iv) a contract repackager site.
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(C) NotICe. — The Secretary may, by notice published in the Federal Register, specify the means and format 
for submission of the information under subparagraph (A) and may specify, as necessary for purposes of this 
section, any additional information to be submitted.

(D) INspeCtIoN aUthorIty. — The Secretary’s inspection authority under section 704(a)(1) shall extend to 
all such sites and organizations.

(g) effeCt of faILUre to pay fees. —

(1) GeNerIC DrUG BaCKLoG fee. — Failure to pay the fee under subsection (a)(1) shall result in the Secretary 
placing the person that owns the abbreviated new drug application subject to that fee on a publicly available 
arrears list, such that no new abbreviated new drug applications or supplements submitted on or after October 1, 
2012, from that person, or any affiliate of that person, will be received within the meaning of section 505(j)(5)(A) 
until such outstanding fee is paid. This paragraph shall cease to be effective on October 1, 2022.

(2) DrUG master fILe fee. —

(A) Failure to pay the fee under subsection (a)(2) within 20 calendar days after the applicable due date under 
subparagraph (E) of such subsection (as described in subsection (a)(2)(D)(ii)(I)) shall result in the Type II 
active pharmaceutical ingredient drug master file not being deemed available for reference.

(B) —

(i) Any generic drug submission submitted on or after October 1, 2012, that references, by a letter of 
authorization, a Type II active pharmaceutical ingredient drug master file that has not been deemed 
available for reference shall not be received within the meaning of section 505(j)(5)(A) unless the 
condition specified in clause (ii) is met.

(ii) The condition specified in this clause is that the fee established under subsection (a)(2) has been 
paid within 20 calendar days of the Secretary providing the notification to the sponsor of the abbreviated new 
drug application or supplement of the failure of the owner of the Type II active pharmaceutical ingredient 
drug master file to pay the drug master file fee as specified in paragraph (C).

(C) —

(i) If an abbreviated new drug application or supplement to an abbreviated new drug application 
references a Type II active pharmaceutical ingredient drug master file for which a fee under subsection 
(a)(2)(A) has not been paid by the applicable date under subsection (a)(2)(E), the Secretary shall notify 
the sponsor of the abbreviated new drug application or supplement of the failure of the owner of the 
Type II active pharmaceutical ingredient drug master file to pay the applicable fee.

(ii) If such fee is not paid within 20 calendar days of the Secretary providing the notification, the abbreviated 
new drug application or supplement to an abbreviated new drug application shall not be received within the 
meaning of of section 505(j)(5)(A).

(3) aBBreVIateD New DrUG appLICatIoN fee aND prIor approVaL sUppLemeNt fee. — Failure to pay a fee 
under subparagraph (A) or (F) of subsection (a)(3) within 20 calendar days of the applicable due date under 
subparagraph (C) of such subsection shall result in the abbreviated new drug application or the prior approval 
supplement to an abbreviated new drug application not being received within the meaning of section 505(j)(5) 
(A) until such outstanding fee is paid.

(4) GeNerIC DrUG faCILIty fee aND aCtIVe pharmaCeUtICaL INGreDIeNt faCILIty fee. —

(A) IN GeNeraL. — Failure to pay the fee under subsection (a)(4) within 20 calendar days of the due date as 
specified in subparagraph (D) of such subsection shall result in the following:

(i) The Secretary shall place the facility on a publicly available arrears list, such that no new abbreviated 
new drug application or supplement submitted on or after October 1, 2012, from the person that is 
responsible for paying such fee, or any affiliate of that person, will be received within the meaning of 
section 505(j)(5) (A).

(ii) Any new generic drug submission submitted on or after October 1, 2012, that references such a 
facility shall not be received, within the meaning of section 505(j)(5)(A) if the outstanding facility fee is 
not paid within 20 calendar days of the Secretary providing the notification to the sponsor of the failure 
of the owner of the facility to pay the facility fee under subsection (a)(4)(C).

(iii) All drugs or active pharmaceutical ingredients manufactured in such a facility or containing an 
ingredient manufactured in such a facility shall be deemed misbranded under section 502(aa).
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(B) appLICatIoN of peNaLtIes. — The penalties under this paragraph shall apply until the fee established by 
subsection (a)(4) is paid or the facility is removed from all generic drug submissions that refer to the facility.

(C) NoNreCeIVaL for NoNpaymeNt. —

(i) NotICe. — If an abbreviated new drug application or supplement to an abbreviated new drug 
application submitted on or after October 1, 2012, references a facility for which a facility fee has not 
been paid by the applicable date under subsection (a)(4)(C), the Secretary shall notify the sponsor of the 
generic drug submission of the failure of the owner of the facility to pay the facility fee.

(ii) NoNreCeIVaL. — If the facility fee is not paid within 20 calendar days of the Secretary providing the 
notification under clause (i), the abbreviated new drug application or supplement to an abbreviated new 
drug application shall not be received within the meaning of section 505(j)(5)(A).

(5) GeNerIC DrUG appLICaNt proGram fee. —

(A) IN GeNeraL. — A person who fails to pay a fee as required under subsection (a)(5) by the date that is 
20 calendar days after the due date, as specified in subparagraph (D) of such subsection, shall be subject to 
the following:

(i) The Secretary shall place the person on a publicly available arrears list.

(ii) Any abbreviated new drug application submitted by the generic drug applicant or an affiliate of such 
applicant shall not be received, within the meaning of section 505(j)(5)(A).

(iii) All drugs marketed pursuant to any abbreviated new drug application held by such applicant or an 
affiliate of such applicant shall be deemed misbranded under section 502(aa).

(B) appLICatIoN of peNaLtIes. — The penalties under subparagraph (A) shall apply until the fee required 
under subsection (a)(5) is paid.

(h) LImItatIoNs. —

(1) IN GeNeraL. — Fees under subsection (a) shall be refunded for a fiscal year beginning after fiscal year 
2012, unless appropriations for salaries and expenses of the Food and Drug Administration for such fiscal year 
(excluding the amount of fees appropriated for such fiscal year) are equal to or greater than the amount of 
appropriations for the salaries and expenses of the Food and Drug Administration for fiscal year 2009 (excluding 
the amount of fees appropriated for such fiscal year) multiplied by the adjustment factor (as defined in Section 
744A) applicable to the fiscal year involved.

(2) aUthorIty. — If the Secretary does not assess fees under subsection (a) during any portion of a fiscal 
year and if at a later date in such fiscal year the Secretary may assess such fees, the Secretary may assess and 
collect such fees, without any modification in the rate, for Type II active pharmaceutical ingredient drug master 
files, abbreviated new drug applications and prior approval supplements, and generic drug facilities and active 
pharmaceutical ingredient facilities at any time in such fiscal year notwithstanding the provisions of subsection 
(a) relating to the date fees are to be paid.

(i) CreDItING aND aVaILaBILIty of fees. —

(1) IN GeNeraL. — Fees authorized under subsection (a) shall be collected and available for obligation only to 
the extent and in the amount provided in advance in appropriations Acts, subject to paragraph (2). Such fees 
are authorized to remain available until expended. Such sums as may be necessary may be transferred from the 
Food and Drug Administration salaries and expenses appropriation account without fiscal year limitation to such 
appropriation account for salaries and expenses with such fiscal year limitation. The sums transferred shall be 
available solely for human generic drug activities.

(2) CoLLeCtIoNs aND approprIatIoN aCts. —

(A) IN GeNeraL. — The fees authorized by this section —

(i) subject to subparagraphs (C) and (D) subparagraph (C), shall be collected and available in each 
fiscal year in an amount not to exceed the amount specified in appropriations Acts, or otherwise made 
available for obligation for such fiscal year; and

(ii) shall be available for a fiscal year beginning after fiscal year 2012 to defray the costs of human 
generic drug activities (including such costs for an additional number of full-time equivalent positions 
in the Department of Health and Human Services to be engaged in such activities), only if the Secretary 
allocates for such purpose an amount for such fiscal year (excluding amounts from fees collected under 
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this section) no less than $97,000,000 multiplied by the adjustment factor defined in section 744A(3) 
applicable to the fiscal year involved.

(B) CompLIaNCe. — The Secretary shall be considered to have met the requirements of subparagraph (A)
(ii) in any fiscal year if  the costs funded by appropriations and allocated for human generic activities are 
not more than 10 percent below the level specified in such subparagraph.

(C) Fee Collection During First Program Year. — Until the date of enactment of an Act making appropriations 
through September 30, 2013 for the salaries and expenses account of the Food and Drug Administration, 
fees authorized by this section for fiscal year 2013, may be collected and shall be credited to such 
account and remain available until expended.

(D) (C) proVIsIoN for earLy paymeNts IN sUBseqUeNt years. — Payment of fees authorized under this
section for a fiscal year (after fiscal year 2013), prior to the due date for such fees, may be accepted by the
Secretary in accordance with authority provided in advance in a prior year appropriations Act.

(3) aUthorIzatIoN of approprIatIoNs. — For each of the fiscal years 2013 through 2017 2018 through 2022,
there is authorized to be appropriated for fees under this section an amount equivalent to the total revenue
amount determined under subsection (b) for the fiscal year, as adjusted under subsection (c), if applicable, or as
otherwise affected under paragraph (2) of this subsection.

(j) CoLLeCtIoN of UNpaID fees. — In any case where the Secretary does not receive payment of a fee assessed
under subsection (a) within 30 calendar days after it is due, such fee shall be treated as a claim of the United States
Government subject to subchapter II of chapter 37 of title 31, United States Code.

(k) CoNstrUCtIoN. — This section may not be construed to require that the number of full-time equivalent positions
in the Department of Health and Human Services, for officers, employees, and advisory committees not engaged in
human generic drug activities, be reduced to offset the number of officers, employees, and advisory committees so
engaged.

(l) posItroN emIssIoN tomoGraphy DrUGs. —

(1) eXemptIoN from fees. — Submission of an application for a positron emission tomography drug or active
pharmaceutical ingredient for a positron emission tomography drug shall not require the payment of any fee
under this section. Facilities that solely produce positron emission tomography drugs shall not be required to pay
a facility fee as established in subsection (a)(4).

(2) IDeNtIfICatIoN reqUIremeNt. — Facilities that produce positron emission tomography drugs or active
pharmaceutical ingredients of such drugs are required to be identified pursuant to subsection (f).

(m) DIspUtes CoNCerNING fees. — To qualify for the return of a fee claimed to have been paid in error under this
section, a person shall submit to the Secretary a written request justifying such return within 180 calendar days after
such fee was paid.

(n) sUBstaNtIaLLy CompLete appLICatIoNs. — An abbreviated new drug application that is not considered to be
received within the meaning of section 505(j)(5)(A) because of failure to pay an applicable fee under this provision
within the time period specified in subsection (g) shall be deemed not to have been “substantially complete” on the
date of its submission within the meaning of section 505(j)(5)(B)(iv)(II)(cc). An abbreviated new drug application
that is not substantially complete on the date of its submission solely because of failure to pay an applicable fee under
the preceding sentence shall be deemed substantially complete and received within the meaning of section 505(j)(5)
(A) as of the date such applicable fee is received.

(o) INformatIoN oN aBBreVIateD New DrUG appLICatIoNs owNeD By appLICaNts aND theIr affILIates. —

(1) IN GeNeraL. — By April 1 of each year, each person that owns an abbreviated new drug application, or a
designated affiliate of such person, shall submit, on behalf of the person and the affiliates of such person, to the 
Secretary a list of —

(a) all approved abbreviated new drug applications owned by such person; and

(B) if any affiliate of such person also owns an abbreviated new drug application, all affiliates that own any
such abbreviated new drug application and all approved abbreviated new drug applications owned by any 
such affiliate.

(2) format aND methoD. — The Secretary shall specify in guidance the format and method for submission of
lists under this subsection.
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(a)
(1)

(2)
(A)

(B)
(i)

performaNCe report. —

GeNeraL reqUIremeNts. — Beginning with fiscal year 2013 2018, not later than 120 days after the end

 
of each fiscal year for which fees are collected under this part, the Secretary shall prepare and submit to the

 
Committee on Energy and Commerce of the House of Representatives and the Committee on Health, Education, 
Labor, and Pensions of the Senate a report concerning the progress of the Food and Drug Administration

 
in achieving the goals identified in the letters described in section 301(b) of the Generic Drug User Fee

 
Amendments of 2012 2017 during such fiscal year and the future plans of the Food and Drug Administration

 
for meeting the goals.

reaL tIme reportING. —

IN GeNeraL. — Not later than 30 calendar days after the end of the second quarter of fiscal year

 
2018, and not later than 30 calendar days after the end of each quarter of each fiscal year thereafter, the

 
Secretary shall post the data described in subparagraph (B) on the internet website of the Food and Drug

 
Administration, and may remove duplicative data from the annual report under this subsection.

Data. — The Secretary shall post the following data in accordance with subparagraph (A):

The number and titles of draft and final guidance on topics related to human generic drug activities
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and whether such guidances were issued as required by statute or pursuant to a commitment under the 
letters described in section 301(b) of the Generic Drug User Fee Amendments of 2017.

(ii) The number and titles of public meetings held on topics related to human generic drug activities and
whether such meetings were required by statute or pursuant to a commitment under the letters described 
in section 301(b) of the Generic Drug User Fee Amendments of 2017.

(3) ratIoNaLe for GDUFA proGram ChaNGes. — Beginning with fiscal year 2020, the Secretary shall include
in the annual report under paragraph (1) —

(A) data, analysis, and discussion of the changes in the number of full-time equivalents hired as agreed upon
in the letters described in section 301(b) of the Generic Drug User Fee Amendments of 2017 and the number 
of full time equivalents funded by budget authority at the Food and Drug Administration by each division 
within the Center for Drug Evaluation and Research, the Center for Biologics Evaluation and Research, the 
Office of Regulatory Affairs, and the Office of the Commissioner;

(B) data, analysis, and discussion of the changes in the fee revenue amounts and costs for human generic
drug activities, including identifying drivers of such changes; and

(C) for each of the Center for Drug Evaluation and Research, the Center for Biologics Evaluation and
Research, the Office of Regulatory Affairs, and the Office of the Commissioner, the number of employees 
for whom time reporting is required and the number of employees for whom time reporting is not required.

(4) aNaLysIs. — For each fiscal year, the Secretary shall include in the report an analysis of the following:

(A) The difference between the aggregate number of abbreviated new drug applications filed and the
aggregate number of approvals or aggregate number of complete response letters issued by the agency, 
accounting for —

(i) such applications filed during one fiscal year for which a decision is not scheduled to be made until
the following fiscal year; and 

(ii) the aggregate number of applications for each fiscal year that did not meet the goals identified
by the letters described in section 301(b) of the Generic Drug User Fee Amendments of 2017 for the 
applicable fiscal year.

(B) Relevant data to determine whether the Food and Drug Administration has met the performance
enhancement goals identified by the letters described in section 301(b) of the Generic Drug User Fee 
Amendments of 2017 for the applicable fiscal year.

(C) The most common causes and trends for external or other circumstances that affected the ability of the
Secretary to meet review time and performance enhancement goals identified by the letters described in 
section 301(b) of the Generic Drug User Fee Amendments of 2017.

(b) fIsCaL report. — Beginning with fiscal year 2013 2018, not later than 120 days after the end of each fiscal
year for which fees are collected under this part, the Secretary shall prepare and submit to the Committee on Energy
and Commerce of the House of Representatives and the Committee on Health, Education, Labor, and Pensions of the

* Ceases to be effective January 31, 2018.

06_FDCA_06-07.indd   454 1/26/18   5:37 PM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 744C [379j-43]

STATUTORY SUPPLEMENT 455

Senate a report on the implementation of the authority for such fees during such fiscal year and the use, by the Food 
and Drug Administration, of the fees collected for such fiscal year.

(c) CorreCtIVe ACtIoN Report. — Beginning with fiscal year 2018, for each fiscal year for which fees are collected
under this part, the Secretary shall prepare and submit a corrective action report to the Committee on Energy and 
Commerce and the Committee on Appropriations of the House of Representatives and the Committee on Health, 
Education, Labor, and Pensions and the Committee on Appropriations of the Senate. The report shall include the 
following information, as applicable:

(1) GoaLs Met. — For each fiscal year, if the Secretary determines, based on the analysis under subsection
(a)(4), that each of the goals identified by the letters described in section 301(b) of the Generic Drug User Fee 
Amendments of 2017 for the applicable fiscal year have been met, the corrective action report shall include 
recommendations on ways in which the Secretary can improve and streamline the abbreviated new drug 
application review process.

(2) GoaLs MIsseD. — For each of the goals identified by the letters described in section 301(b) of the Generic
Drug User Fee Amendments of 2017 for the applicable fiscal year that the Secretary determines to not have been 
met, the corrective action report shall include —

(A) a detailed justification for such determination and a description, as applicable, of the types of
circumstances and trends under which abbreviated new drug applications missed the review goal times but 
were approved during the first cycle review, or review goals were missed; and

(B) with respect to performance enhancement goals that were not achieved, a detailed description of efforts
the Food and Drug Administration has put in place for the fiscal year in which the report is submitted to 
improve the ability of such agency to meet each such goal for the such fiscal year.

(d) ENhaNCeD CommUNICatIoN. —

(1) CommUNICatIoNs wIth CoNGress. — Each fiscal year, as applicable and requested, representatives from
the Centers with expertise in the review of human drugs shall meet with representatives from the Committee on 
Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House 
of Representatives to report on the contents described in the reports under this section.

(2) partICIpatIoN IN CoNGressIoNaL HearING. — Each fiscal year, as applicable and requested, representatives
from the Food and Drug Administration shall participate in a public hearing before the Committee on Health, 
Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of 
Representatives, to report on the contents described in the reports under this section. Such hearing shall occur 
not later than 120 days after the end of each fiscal year for which fees are collected under this part.

(c) (e) pUBLIC aVaILaBILIty. — The Secretary shall make the reports required under subsections (a) and (b) available
to the public on the Internet Web site of the Food and Drug Administration.

(d) (f) reaUthorIzatIoN. —

(1) CoNsULtatIoN. — In developing recommendations to present to the Congress with respect to the goals, and
plans for meeting the goals, for human generic drug activities for the first 5 fiscal years after the fiscal year 2017
2022, and for the reauthorization of this part for such fiscal years, the Secretary shall consult with —

(A) the Committee on Energy and Commerce of the House of Representatives;

(B) the Committee on Health, Education, Labor, and Pensions of the Senate;

(C) scientific and academic experts;

(D) health care professionals;

(E) representatives of patient and consumer advocacy groups; and

(F) the generic drug industry.

(2) prIor pUBLIC INpUt. — Prior to beginning negotiations with the generic drug industry on the reauthorization
of this part, the Secretary shall —

(A) publish a notice in the Federal Register requesting public input on the reauthorization;

(B) hold a public meeting at which the public may present its views on the reauthorization, including specific 
suggestions for changes to the goals referred to in subsection (a);
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(C) provide a period of 30 days after the public meeting to obtain written comments from the public
suggesting changes to this part; and

(D) publish the comments on the Food and Drug Administration’s Internet Web site.

(3) perIoDIC CoNsULtatIoN. — Not less frequently than once every month during negotiations with the generic
drug industry, the Secretary shall hold discussions with representatives of patient and consumer advocacy groups
to continue discussions of their views on the reauthorization and their suggestions for changes to this part as
expressed under paragraph (2).

(4) pUBLIC reVIew of reCommeNDatIoNs. — After negotiations with the generic drug industry, the Secretary
shall —

(A) present the recommendations developed under paragraph (1) to the congressional committees specified
in such paragraph;

(B) publish such recommendations in the Federal Register;

(C) provide for a period of 30 days for the public to provide written comments on such recommendations;

(D) hold a meeting at which the public may present its views on such recommendations; and

(E) after consideration of such public views and comments, revise such recommendations as necessary.

(5) traNsmIttaL of reCommeNDatIoNs. — Not later than January 15, 2017 2022, the Secretary shall transmit to
the Congress the revised recommendations under paragraph (4), a summary of the views and comments received
under such paragraph, and any changes made to the recommendations in response to such views and comments.

(6) mINUtes of NeGotIatIoN meetINGs. —

(A) pUBLIC aVaILaBILIty. — Before presenting the recommendations developed under paragraphs (1)
through (5) to the Congress, the Secretary shall make publicly available, on the Internet Web site of the Food
and Drug Administration, minutes of all negotiation meetings conducted under this subsection between the
Food and Drug Administration and the generic drug industry.

(B) CoNteNt. — The minutes described under subparagraph (A) shall summarize any substantive proposal
made by any party to the negotiations as well as significant controversies or differences of opinion during
the negotiations and their resolution.

part 8 — fees reLatING to BIosImILar BIoLoGICaL proDUCts

seC. 744G. [379j-51] DefINItIoNs.*

For purposes of this part:

(1) The term “adjustment factor” applicable to a fiscal year that is the Consumer Price Index for all urban
consumers (Washington-Baltimore, DC–MD–VA–WV; Not Seasonally Adjusted; All items) of the preceding
fiscal year divided by such Index for September 2011. urban consumers (Washington-Baltimore, DC–MD–VA–
WV; Not Seasonally Adjusted; All items) for October of the preceding fiscal year divided by such Index for 
October 2011.

(2) The term “affiliate” means a business entity that has a relationship with a second business entity if, directly
or indirectly —

(A) one business entity controls, or has the power to control, the other business entity; or

(B) a third party controls, or has the power to control, both of the business entities.

(3) The term “biosimilar biological product” means a product means a specific strength of a biological product
in final dosage form for which a biosimilar biological product application has been approved.

(4) —

(A) Subject to subparagraph (B), the term “biosimilar biological product application” means an application
for licensure of a biological product under section 351(k) of the Public Health Service Act.

(B) Such term does not include —

* Ceases to be effective October 1, 2017 2022.

* Ceases to be effective October 1, 2017.
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(i) a supplement to such an application;

(ii) an application filed under section 351(k) of the Public Health Service Act that cites as the reference 
product a bovine blood product for topical application licensed before September 1, 1992, or a large 
volume parenteral drug product approved before such date;

(iii) an application filed under section 351(k) of the Public Health Service Act with respect to  —

(I) whole blood or a blood component for transfusion;

(II) an allergenic extract product;

(III) an in vitro diagnostic biological product; or

(IV) a biological product for further manufacturing use only; or

(iv) an application for licensure under section 351(k) of the Public Health Service Act that is submitted 
by a State or Federal Government entity for a product that is not distributed commercially.

(5) The term “biosimilar biological product development meeting” means any meeting, other than a biosimilar 
initial advisory meeting, regarding the content of a development program, including a proposed design for, or 
data from, a study intended to support a biosimilar biological product application.

(6) The term “biosimilar biological product development program” means the program under this part for 
expediting the process for the review of submissions in connection with biosimilar biological product development.

(7) —

(A) The term “biosimilar biological product establishment” means a foreign or domestic place of business —

(i) that is at one general physical location consisting of one or more buildings, all of which are within 
5 miles of each other; and

(ii) at which one or more biosimilar biological products are manufactured in final dosage form.

(B) For purposes of subparagraph (A)(ii), the term “manufactured” does not include packaging.

(8) The term “biosimilar initial advisory meeting” —

(A) means a meeting, if requested, that is limited to —

(i) a general discussion regarding whether licensure under section 351(k) of the Public Health Service 
Act may be feasible for a particular product; and

(ii) if so, general advice on the expected content of the development program; and

(B) does not include any meeting that involves substantive review of summary data or full study reports.

(9) The term “costs of resources allocated for the process for the review of biosimilar biological product 
applications” means the expenses in connection with the process for the review of biosimilar biological product 
applications for —

(A) officers and employees of the Food and Drug Administration, contractors of the Food and Drug 
Administration, advisory committees, and costs related to such officers employees and committees and to 
contracts with such contractors;

(B) management of information, and the acquisition, maintenance, and repair of computer resources;

(C) leasing, maintenance, renovation, and repair of facilities and acquisition, maintenance, and repair of 
fixtures, furniture, scientific equipment, and other necessary materials and supplies; and

(D) collecting fees under section 744H and accounting for resources allocated for the review of submissions 
in connection with biosimilar biological product development, biosimilar biological product applications, 
and supplements.

(10) The term “final dosage form” means, with respect to a biosimilar biological product, a finished dosage form 
which is approved for administration to a patient without substantial further manufacturing (such as lyophilized 
products before reconstitution).

(11) The term “financial hold” —

(A) means an order issued by the Secretary to prohibit the sponsor of a clinical investigation from continuing 
the investigation if the Secretary determines that the investigation is intended to support a biosimilar 
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biological product application and the sponsor has failed to pay any fee for the product required under 
subparagraph (A), (B), or (D) of section 744H(a)(1); and

(B) does not mean that any of the bases for a “clinical hold” under section 505(i)(3) have been determined 
by the Secretary to exist concerning the investigation.

(12) The term “person” includes an affiliate of such person.

(13) The term “process for the review of biosimilar biological product applications” means the following 
activities of the Secretary with respect to the review of submissions in connection with biosimilar biological 
product development, biosimilar biological product applications, and supplements:

(A) The activities necessary for the review of submissions in connection with biosimilar biological product 
development, biosimilar biological product applications, and supplements.

(B) Actions related to submissions in connection with biosimilar biological product development, the 
issuance of action letters which approve biosimilar biological product applications or which set forth in 
detail the specific deficiencies in such applications, and where appropriate, the actions necessary to place 
such applications in condition for approval.

(C) The inspection of biosimilar biological product establishments and other facilities undertaken as part of 
the Secretary’s review of pending biosimilar biological product applications and supplements.

(D) Activities necessary for the release of lots of biosimilar biological products under section 351(k) of the 
Public Health Service Act.

(E) Monitoring of research conducted in connection with the review of biosimilar biological product 
applications.

(F) Postmarket safety activities with respect to biologics approved under biosimilar biological product 
applications or supplements, including the following activities:

(i) Collecting, developing, and reviewing safety information on biosimilar biological products, including 
adverse-event reports.

(ii) Developing and using improved adverse-event data-collection systems, including information 
technology systems.

(iii) Developing and using improved analytical tools to assess potential safety problems, including 
access to external data bases.

(iv) Implementing and enforcing section 505(o) (relating to postapproval studies and clinical trials and 
labeling changes) and section 505(p) (relating to risk evaluation and mitigation strategies).

(v) Carrying out section 505(k)(5) (relating to adverse-event reports and postmarket safety activities).

(14) The term “supplement” means a request to the Secretary to approve a change in a biosimilar biological 
product application which has been approved, including a supplement requesting that the Secretary determine 
that the biosimilar biological product meets the standards for interchangeability described in section 351(k)(4) 
of the Public Health Service Act.

seC. 744h. [379j-52] aUthorIty to assess aND Use BIosImILar BIoLoGICaL proDUCt fees.*

(a) types of fees. — Beginning in fiscal year 2013 2018, the Secretary shall assess and collect fees in accordance 
with this section as follows:

(1) BIosImILar BIosImILar BIoLoGICaL proDUCt DeVeLopmeNt proGram fees. —

(A) INItIaL BIosImILar BIoLoGICaL proDUCt DeVeLopmeNt fee. —

(i) IN GeNeraL. — Each person that submits to the Secretary a meeting request described under clause 
(ii) or a clinical protocol for an investigational new drug protocol described under clause (iii) shall pay 
for the product named in the meeting request or the investigational new drug application the initial 
biosimilar biological product development fee established under subsection (b)(1)(A) (c)(5).

(ii) meetING reqUest. — The meeting request described in this clause is a request for a biosimilar 
biological product development meeting for a product.

* Ceases to be effective October 1, 2017.

* Ceases to be effective October 1, 2017 2022.
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(iii) CLINICaL protoCoL for IND. — A clinical protocol for an investigational new drug protocol 
described in this clause is a clinical protocol consistent with the provisions of section 505(i), including 
any regulations promulgated under section 505(i), (referred to in this section as “investigational new 
drug application”) describing an investigation that the Secretary determines is intended to support a 
biosimilar biological product application for a product.

(iv) DUE DATE. — The initial biosimilar biological product development fee shall be due by the earlier 
of the following:

(I) Not later than 5 days after the Secretary grants a request for a biosimilar biological product 
development meeting.

(II) The date of submission of an investigational new drug application describing an investigation 
that the Secretary determines is intended to support a biosimilar biological product application.

(v) traNsItIoN rULe. — Each person that has submitted an investigational new drug application prior 
to the date of enactment of the Biosimilar User Fee Act of 2012 shall pay the initial biosimilar biological 
product development fee by the earlier of the following:

(I) Not later than 60 days after the date of the enactment of the Biosimilars User Fee Act of 2012, 
if the Secretary determines that the investigational new drug application describes an investigation 
that is intended to support of biosimilar biological product application.

(II) Not later than 5 days after the Secretary grants a request for a biosimilar biological product 
development meeting.

(B) aNNUaL BIosImILar BIoLoGICaL proDUCt DeVeLopmeNt fee. —

(i) IN GeNeraL. — A person that pays an initial biosimilar biological product development fee for 
a product shall pay for such product, beginning in the fiscal year following the fiscal year in which 
the initial biosimilar biological product development fee was paid, an annual fee established under 
subsection (b)(1)(B) (c)(5) for the biosimilar biological product development program for biosimilar 
biological product development (referred to in this section as “annual biosimilar biological product 
development fee”).

(ii) DUE DATE. — The annual biosimilar biological product development program fee for each fiscal 
year will be due on the later of —

(I) the first business day on or after October 1 of each such year; or

(II) the first business day after the enactment of an appropriations Act providing for the collection 
and obligation of fees for such year under this section.

(iii) eXCeptIoN. — The annual biosimilar development program biological product development fee for 
each fiscal year will be due on the date specified in clause (ii), unless the person has  —

(I) submitted a marketing application for the biological product that was accepted for filing; or

(II) discontinued participation in the biosimilar biological product development program for the 
product under subparagraph (C).

(iv) refUND.— If a person submits a marketing application for a biosimilar biological product before 
October 1 of a fiscal year and such application is accepted for filing on or before October 1 of such fiscal 
year, the person may request a refund equal to the annual biosimilar biological product development fee 
paid by the person for the product for such fiscal year. To qualify for consideration for a refund under 
this clause, a person shall submit to the Secretary a written request for such refund not later than 180 
days after the marketing application is accepted for filing.

(C) DIsCoNtINUatIoN of fee oBLIGatIoN. — A person may discontinue participation in the biosimilar 
biological product development program for a product effective October 1 of a fiscal year by, for a product, 
effective October 1 of a fiscal year, by, not later than August 1 of the preceding fiscal year —

(i) if no investigational new drug application concerning the product has been submitted, submitting 
to the Secretary a written declaration that the person has no present intention of further developing the 
product as a biosimilar biological product; or
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(ii) if an investigational new drug application concerning the product has been submitted, withdrawing 
the investigational new drug application in accordance with part 312 of title 21, Code of Federal 
Regulations (or any successor regulations).

(D) reaCtIVatIoN fee. —

(i) IN GeNeraL. — A person that has discontinued participation in the biosimilar biological product 
development program for a product under subparagraph (C) shall if the person seeks to resume 
participation in such program pay a fee (referred to in this section as “reactivation fee”) by the earlier 
of the following:

(I) Not later than 5 days after the Secretary grants a request by such person for a biosimilar 
biological product development meeting for the product (after the date on which such participation 
was discontinued).

(II) Upon the date of submission (after the date on which such participation was discontinued) by 
such person of an investigational new drug application describing an investigation that the Secretary 
determines is intended to support a biosimilar biological product application for that product.

(ii) AppLICatIoN of ANNUaL Fee. — A person that pays a reactivation fee for a product shall pay for 
such product, beginning in the next fiscal year, the annual biosimilar biological product development 
fee under subparagraph (B).

(E) effeCt of faILUre to pay BIosImILar DeVeLopmeNt proGram fees. —

(i) No BIosImILar BIoLoGICaL proDUCt DeVeLopmeNt meetINGs. — If a person has failed to pay an 
initial or annual biosimilar biological product development fee as required under subparagraph (A) 
or (B), or a reactivation fee as required under subparagraph (D), the Secretary shall not provide a 
biosimilar biological product development meeting relating to the product for which fees are owed.

(ii) No reCeIpt of INVestIGatIoNaL New DrUG appLICatIoNs. — Except in extraordinary circumstances, 
the Secretary shall not consider an investigational new drug application to have been received under 
section 505(i)(2) if —

(I) the Secretary determines that the investigation is intended to support a biosimilar biological 
product application; and

(II) the sponsor has failed to pay an initial or annual biosimilar biological product development fee 
for the product as required under subparagraph (A) or (B), or a reactivation fee as required under 
subparagraph (D).

(iii) fINaNCIaL hoLD. — Notwithstanding section 505(i)(2), except in extraordinary circumstances, the 
Secretary shall prohibit the sponsor of a clinical investigation from continuing the investigation if —

(I) the Secretary determines that the investigation is intended to support a biosimilar biological 
product application; and

(II) the sponsor has failed to pay an initial or annual biosimilar biological product development fee 
for the product as required under subparagraph (A) or (B), or a reactivation fee for the product as 
required under subparagraph (D).

(iv) No Acceptance of Biosimilar Biological Product Applications or Supplements. — If a person has failed 
to pay an initial or annual biosimilar biological product development fee as required under subparagraph 
(A) or (B), or a reactivation fee as required under subparagraph (D), any biosimilar biological product 
application or supplement submitted by that person shall be considered incomplete and shall not be 
accepted for filing by the Secretary until all such fees owed by such person have been paid.

(F) LImIts reGarDING BIosImILar DeVeLopmeNt proGram fees. —

(i) No refUNDs. — The Except as provided in subparagraph (B)(iv), the Secretary shall not refund any 
initial or annual biosimilar biological product development fee paid under subparagraph (A) or (B), or 
any reactivation fee paid under subparagraph (D).

(ii) No waIVers, eXemptIoNs, or reDUCtIoNs. — The Secretary shall not grant a waiver, exemption, or 
reduction of any initial or annual biosimilar biological product development fee due or payable under 
subparagraph (A) or (B), or any reactivation fee due or payable under subparagraph (D).
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(2) BIosImILar BIoLoGICaL proDUCt appLICatIoN aND sUppLemeNt fee. —

(A) IN GeNeraL. — Each person that submits, on or after October 1, 2012, a biosimilar biological product 
application or a supplement shall be subject to the following fees:

(i) A fee for a biosimilar biological product application that is equal to —

(I) the amount of the fee established under subsection (b)(1)(D) for a biosimilar biological product 
application for which clinical data (other than comparative bioavailability studies) with respect to 
safety or effectiveness are required for approval; minus

(II) the cumulative amount of fees paid, if any, under subparagraphs (A), (B), and (D) of paragraph (1) 
for the product that is the subject of the application.

(ii) A fee for a biosimilar biological product application for which clinical data (other than comparative 
bioavailability studies) with respect to safety or effectiveness are not required, that is equal to  —

(I) half of the amount of the fee established under subsection (b)(1)(D) for a biosimilar biological 
product application; minus

(II) the cumulative amount of fees paid, if any, under subparagraphs (A), (B), and (D) of paragraph (1) 
for that product.

(iii) A fee for a supplement for which clinical data (other than comparative bioavailability studies) with 
respect to safety or effectiveness are required, that is equal to half of the amount of the fee established under 
subsection (b)(1)(D) for a biosimilar biological product application.

(B) reDUCtIoN IN fees. — Notwithstanding section 404 of the Biosimilar User Fee Act of 2012, any person 
who pays a fee under subparagraph (A), (B), or (D) of paragraph (1) for a product before October 1, 2017, 
but submits a biosimilar biological product application for that product after such date, shall be entitled to 
the reduction of any biosimilar biological product application fees that may be assessed at the time when 
such biosimilar biological product application is submitted, by the cumulative amount of fees paid under 
subparagraphs (A), (B), and (D) of paragraph (1) for that product.

(A) IN GeNeraL. —Each person that submits, on or after October 1, 2017, a biosimilar biological product 
application shall be subject to the following fees:

(i) A fee established under subsection (c)(5) for a biosimilar biological product application for which 
clinical data (other than comparative bioavailability studies) with respect to safety or effectiveness are 
required for approval.

(ii) A fee established under subsection (c)(5) for a biosimilar biological product application for which 
clinical data (other than comparative bioavailability studies) with respect to safety or effectiveness are 
not required for approval. Such fee shall be equal to half of the amount of the fee described in clause (i).

(B) rULe of appLICaBILIty; treatmeNt of CertaIN preVIoUsLy paID fees. — Any person who pays a fee 
under subparagraph (A), (B), or (D) of paragraph (1) for a product before October 1, 2017, but submits a 
biosimilar biological product application for that product after such date, shall —

(i) be subject to any biosimilar biological product application fees that may be assessed at the time when 
such biosimilar biological product application is submitted; and

(ii) be entitled to no reduction of such application fees based on the amount of fees paid for that product 
before October 1, 2017, under such subparagraph (A), (B), or (D).

(C) paymeNt DUe Date. — Any fee required by subparagraph (A) shall be due upon submission of the 
application or supplement for which such fee applies.

(D) eXCeptIoN for preVIoUsLy fILeD appLICatIoN or sUppLemeNt. — If a biosimilar biological product 
application or supplement was submitted by a person that paid the fee for such application or supplement, 
was accepted for filing, and was not approved or was withdrawn (without a waiver), the submission of a 
biosimilar biological product application or supplement for the same product by the same person (or the 
person’s licensee, assignee, or successor) shall not be subject to a fee under subparagraph (A).

(E) refUND of appLICatIoN fee If appLICatIoN refUseD for fILING or wIthDrawN Before fILING. — 
The Secretary shall refund 75 percent of the fee paid under this paragraph for any application or supplement 
which is refused for filing or withdrawn without a waiver before filing.

(F) fees for appLICatIoNs preVIoUsLy refUseD for fILING or wIthDrawN Before fILING. — A biosimilar 
biological product application or supplement that was submitted but was refused for filing, or was withdrawn 

06_FDCA_06-07.indd   461 1/26/18   5:37 PM



§ 744H [379j-52] Federal Food, Drug, and Cosmetic Act

462 FOOD AND DRUG LAW INSTITUTE

before being accepted or refused for filing, shall be subject to the full fee under subparagraph (A) upon 
being resubmitted or filed over protest, unless the fee in waived under subsection (c) (d).

(3) BIosImILar BIoLoGICaL proDUCt estaBLIshmeNt proGram fee. —

(A) IN GeNeraL. — Except as provided in subparagraph (E), each person that is named as the applicant in a 
biosimilar biological product application shall be assessed an annual fee established under subsection (b)(1) 
(E) for each biosimilar biological product establishment that is listed in the approved biosimilar biological 
product application as an establishment that manufactures the biosimilar biological product named in such 
application.

(B) assessmeNt IN fIsCaL years. — The establishment fee shall be assessed in each fiscal year for which 
the biosimilar biological product named in the application is assessed a fee under paragraph (4) unless the 
biosimilar biological product establishment listed in the application does not engage in the manufacture of 
the biosimilar biological product during such fiscal year.

(C) DUe Date. — The establishment fee for a fiscal year shall be due on the later of —

(i) the first business day on or after October 1 of such fiscal year; or

(ii) the first business day after the enactment of an appropriations Act providing for the collection and 
obligation of fees for such fiscal year under this section.

(D) appLICatIoN to estaBLIshmeNt. —

(i) Each biosimilar biological product establishment shall be assessed only one fee per biosimilar 
biological product establishment, notwithstanding the number of biosimilar biological products 
manufactured at the establishment, subject to clause (ii).

(ii) In the event an establishment is listed in a biosimilar biological product application by more than 
one applicant, the establishment fee for the fiscal year shall be divided equally and assessed among the 
applicants whose biosimilar biological products are manufactured by the establishment during the fiscal 
year and assessed biosimilar biological product fees under paragraph (4).

(E) eXCeptIoN for New proDUCts. — If, during the fiscal year, an applicant initiates or causes to be 
initiated the manufacture of a biosimilar biological product at an establishment listed in its biosimilar 
biological product application —

(i) that did not manufacture the biosimilar biological product in the previous fiscal year; and

(ii) for which the full biosimilar biological product establishment fee has been assessed in the fiscal year 
at a time before manufacture of the biosimilar biological product was begun,

the applicant shall not be assessed a share of the biosimilar biological product establishment fee for the fiscal 
year in which the manufacture of the product began.

(a) IN GeNeraL. — Each person who is named as the applicant in a biosimilar biological product application 
shall pay the annual biosimilar biological product program fee established for a fiscal year under subsection 
(c)(5) for each biosimilar biological product that —

(i) is identified in such a biosimilar biological product application approved as of October 1 of such 
fiscal year; and

(ii) as of October 1 of such fiscal year, does not appear on a list, developed and maintained by the 
Secretary, of discontinued biosimilar biological products.

(B) DUe Date. — The biosimilar biological product program fee for a fiscal year shall be due on the later 
of —

(i) the first business day on or after October 1 of each such year; or

(ii) the first business day after the enactment of an appropriations Act providing for the collection and 
obligation of fees for such year under this section.

(C) oNe fee per proDUCt per year. — The biosimilar biological product program fee shall be paid only 
once for each product for each fiscal year.

(D) LImItatIoN. — A person who is named as the applicant in a biosimilar biological product application 
shall not be assessed more than 5 biosimilar biological product program fees for a fiscal year for biosimilar 
biological products identified in such biosimilar biological product application.
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(4) BIosImILar BIoLoGICaL proDUCt fee. —

(A) IN GeNeraL. — Each person who is named as the applicant in a biosimilar biological product application 
shall pay for each such biosimilar biological product the annual fee established under section (b)(1)(F) (c)
(5).

(B) DUe Date. — The biosimilar biological product fee for a fiscal year shall be due on the later of —

(i) the first business day on or after October 1 of each such year; or

(ii) the first business day after the enactment of an appropriations Act providing for the collection and 
obligation of fees for such year under this section.

(C) oNe fee per proDUCt per year. — The biosimilar biological product fee shall be paid only once for 
each product for each fiscal year.

(b) fee settING aND amoUNts. —

(1) IN GeNeraL. — Subject to paragraph (2), the Secretary shall, 60 days before the start of each fiscal year 
that begins after September 30, 2012, establish, for the next fiscal year, the fees under subsection (a). Except as 
provided in subsection (c), such fees shall be in the following amounts:

(A) INItIaL BIosImILar BIoLoGICaL proDUCt DeVeLopmeNt fee. — The initial biosimilar biological 
product development fee under subsection (a)(1)(A) for a fiscal year shall be equal to 10 percent of the 
amount established under section 736(c)(4) for a human drug application described in section 736(a)(1)(A) 
(i) for that fiscal year.

(B) aNNUaL BIosImILar BIoLoGICaL proDUCt DeVeLopmeNt fee. — The annual biosimilar biological 
product development fee under subsection (a)(1)(B) for a fiscal year shall be equal to 10 percent of the 
amount established under section 736(c)(4) for a human drug application described in section 736(a)(1)(A) 
(i) for that fiscal year.

(C) reaCtIVatIoN fee. — The reactivation fee under subsection (a)(1)(D) for a fiscal year shall be equal 
to 20 percent of the amount of the fee established under section 736(c)(4) for a human drug application 
described in section 736(a)(1)(A)(i) for that fiscal year.

(D) BIosImILar BIoLoGICaL proDUCt appLICatIoN fee. — The biosimilar biological product application 
fee under subsection (a)(2) for a fiscal year shall be equal to the amount established under section 736(c)(4) 
for a human drug application described in section 736(a)(1)(A)(i) for that fiscal year.

(E) BIosImILar BIoLoGICaL proDUCt estaBLIshmeNt fee. — The biosimilar biological product establishment 
fee under subsection (a)(3) for a fiscal year shall be equal to the amount established under section 736(c)(4) 
for a prescription drug establishment for that fiscal year.

(F) BIosImILar BIoLoGICaL proDUCt fee. — The biosimilar biological product fee under subsection (a) 
(4) for a fiscal year shall be equal to the amount established under section 736(c)(4) for a prescription drug 
product for that fiscal year.

(2) LImIt. — The total amount of fees charged for a fiscal year under this section may not exceed the total 
amount for such fiscal year of the costs of resources allocated for the process for the review of biosimilar 
biological product applications.

(b) Fee ReVeNUe AmoUNts. —

(1) fIsCaL year 2018. — For fiscal year 2018, fees under subsection (a) shall be established to generate a total 
revenue amount equal to the sum of —

(A) $45,000,000; and

(B) the dollar amount equal to the fiscal year 2018 adjustment (as determined under subsection (c)(4)).

(2) sUBseqUeNt fIsCaL years. — For each of the fiscal years 2019 through 2022, fees under subsection (a) shall, 
except as provided in subsection (c), be established to generate a total revenue amount equal to the sum of —

(A) the annual base revenue for the fiscal year (as determined under paragraph (4));

(B) the dollar amount equal to the inflation adjustment for the fiscal year (as determined under subsection 
(c)(1));

(C) the dollar amount equal to the capacity planning adjustment for the fiscal year (as determined under 
subsection (c)(2)); and
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(D) the dollar amount equal to the operating reserve adjustment for the fiscal year, if applicable (as
determined under subsection (c)(3)).

(3) aLLoCatIoN of reVeNUe amoUNt amoNG fees; LImItatIoNs oN fee amoUNts. —

(A) aLLoCatIoN. — The Secretary shall determine the percentage of the total revenue amount for a fiscal
year to be derived from, respectively —

(i) initial and annual biosimilar biological product development fees and reactivation fees under
subsection (a)(1);

(ii) biosimilar biological product application fees under subsection (a)(2); and

(iii) biosimilar biological product program fees under subsection (a)(3).

(B) LImItatIoNs oN fee amoUNts. — Until the first fiscal year for which the capacity planning adjustment
under subsection (c)(2) is effective, the amount of any fee under subsection (a) for a fiscal year after fiscal 
year 2018 shall not exceed 125 percent of the amount of such fee for fiscal year 2018.

(C) BIosImILar BIoLoGICaL proDUCt DeVeLopmeNt fees. — The initial biosimilar biological product
development fee under subsection (a)(1)(A) for a fiscal year shall be equal to the annual biosimilar biological 
product development fee under subsection (a)(1)(B) for that fiscal year.

(D) reaCtIVatIoN fee. — The reactivation fee under subsection (a)(1)(D) for a fiscal year shall be equal to
twice the amount of the annual biosimilar biological product development fee under subsection (a)(1)(B) 
for that fiscal year.

(4) aNNUaL Base reVeNUe. — For purposes of paragraph (2), the dollar amount of the annual base revenue for
a fiscal year shall be the dollar amount of the total revenue amount for the previous fiscal year, excluding any 
adjustments to such revenue amount under subsection (c)(3).

(c) aDjUstmeNts; aNNUaL fee settING. —

(1) INfLatIoN aDjUstmeNt. —

(A) IN GeNeraL. — For purposes of subsection (b)(2)(B), the dollar amount of the inflation adjustment to
the annual base revenue for each fiscal year shall be equal to the product of —

(i) such annual base revenue for the fiscal year under subsection (b); and

(ii) the inflation adjustment percentage under subparagraph (B).

(B) INfLatIoN aDjUstmeNt perCeNtaGe. — The inflation adjustment percentage under this subparagraph
for a fiscal year is equal to the sum of —

(i) the average annual percent change in the cost, per full-time equivalent position of the Food and Drug
Administration, of all personnel compensation and benefits paid with respect to such positions for the 
first 3 years of the preceding 4 fiscal years, multiplied by the proportion of personnel compensation and 
benefits costs to total costs of the process for the review of biosimilar biological product applications 
(as defined in section 744G(13)) for the first 3 years of the preceding 4 fiscal years; and

(ii) the average annual percent change that occurred in the Consumer Price Index for urban consumers
(Washington-Baltimore, DC-MD-VA-WV; Not Seasonally Adjusted; All items; Annual Index) for the 
first 3 years of the preceding 4 years of available data multiplied by the proportion of all costs other 
than personnel compensation and benefits costs to total costs of the process for the review of biosimilar 
biological product applications (as defined in section 744G(13)) for the first 3 years of the preceding 
4 fiscal years.

(2) CapaCIty pLaNNING aDjUstmeNt. —

(A) IN GeNeraL. — Beginning with the fiscal year described in subparagraph (B)(ii)(II), the Secretary shall,
in addition to the adjustment under paragraph (1), further increase the fee revenue and fees under this section 
for a fiscal year to reflect changes in the resource capacity needs of the Secretary for the process for the 
review of biosimilar biological product applications.

(B) CapaCIty pLaNNING methoDoLoGy. —

(i) DeVeLopmeNt; eVaLUatIoN aND report. — The Secretary shall obtain, through a contract with an
independent accounting or consulting firm, a report evaluating options and recommendations for a new 
methodology to accurately assess changes in the resource and capacity needs of the process for the 
review of biosimilar biological product applications. The capacity planning methodological options and 
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recommendations presented in such report shall utilize and be informed by personnel time reporting 
data as an input. The report shall be published for public comment not later than September 30, 2020.

(ii) estaBLIshmeNt aND ImpLemeNtatIoN. — After review of the report described in clause (i) and receipt 
and review of public comments thereon, the Secretary shall establish a capacity planning methodology 
for purposes of this paragraph, which shall —

(I) incorporate such approaches and attributes as the Secretary determines appropriate; and

(II) be effective beginning with the first fiscal year for which fees are set after such capacity
planning methodology is established.

(C) LImItatIoN. — Under no circumstances shall an adjustment under this paragraph result in fee revenue
for a fiscal year that is less than the sum of the amounts under subsections (b)(2)(A) (the annual base 
revenue for the fiscal year) and (b)(2)(B) (the dollar amount of the inflation adjustment for the fiscal year).

(D) pUBLICatIoN IN feDeraL reGIster. — The Secretary shall publish in the Federal Register notice under
paragraph (5) the fee revenue and fees resulting from the adjustment and the methodologies under this 
paragraph.

(3) operatING reserVe aDjUstmeNt. —

(A) INterIm appLICatIoN; fee reDUCtIoN. — Until the first fiscal year for which the capacity planning
adjustment under paragraph (2) is effective, the Secretary may, in addition to the adjustment under paragraph 
(1), reduce the fee revenue and fees under this section for a fiscal year as the Secretary determines appropriate 
for long-term financial planning purposes.

(B) GeNeraL appLICatIoN aND methoDoLoGy. — Beginning with the first fiscal year for which the capacity 
planning adjustment under paragraph (2) is effective, the Secretary may, in addition to the adjustments under 
paragraphs (1) and (2) —

(i) reduce the fee revenue and fees under this section as the Secretary determines appropriate for long-
term financial planning purposes; or

(ii) increase the fee revenue and fees under this section if such an adjustment is necessary to provide for
not more than 21 weeks of operating reserves of carryover user fees for the process for the review of 
biosimilar biological product applications.

(C) feDeraL reGIster NotICe. — If an adjustment under subparagraph (A) or (B) is made, the rationale
for the amount of the increase or decrease (as applicable) in fee revenue and fees shall be contained in the 
annual Federal Register notice under paragraph (5)(B) establishing fee revenue and fees for the fiscal year 
involved.

(4) fIsCaL year 2018 aDjUstmeNt. —

(A) IN GeNeraL. — For fiscal year 2018, the Secretary shall adjust the fee revenue and fees under this
section in such amount (if any) as needed to reflect an updated assessment of the workload for the process 
for the review of biosimilar biological product applications.

(B) methoDoLoGy. — The Secretary shall publish under paragraph (5)(B) a description of the methodology
used to calculate the fiscal year 2018 adjustment under this paragraph in the Federal Register notice 
establishing fee revenue and fees for fiscal year 2018.

(C) LImItatIoN. — No adjustment under this paragraph shall result in an increase in fee revenue and fees
under this section in excess of $9,000,000.

(5) aNNUaL fee settING. — For fiscal year 2018 and each subsequent fiscal year, the Secretary shall, not later
than 60 days before the start of each such fiscal year —

(A) establish, for the fiscal year, initial and annual biosimilar biological product development fees and
reactivation fees under subsection (a)(1), biosimilar biological product application fees under subsection 
(a)(2), and biosimilar biological product program fees under subsection (a)(3), based on the revenue amounts 
established under subsection (b) and the adjustments provided under this subsection; and

(B) publish such fee revenue and fees in the Federal Register.

(6) LImIt. — The total amount of fees assessed for a fiscal year under this section may not exceed the total costs
for such fiscal year for the resources allocated for the process for the review of biosimilar biological product 
applications.
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(c) (d) appLICatIoN fee waIVer for smaLL BUsINess. —

(1) waIVer of appLICatIoN fee. — The Secretary shall grant to a person who is named in a biosimilar biological
product application a waiver from the application fee assessed to that person under subsection (a)(2)(A) for the
first biosimilar biological product application that a small business or its affiliate submits to the Secretary for
review. After a small business or its affiliate is granted such a waiver, the small business or its affiliate shall pay
— (A) application fees shall pay application fees for all subsequent biosimilar biological product applications
submitted to the Secretary for review in the same manner as an entity that is not a small business; and .

(B) all supplement fees for all supplements to biosimilar biological product applications submitted to the
Secretary for review in the same manner as an entity that is not a small business.

(2) CoNsIDeratIoNs. — In determining whether to grant a waiver of a fee under paragraph (1), the Secretary shall
consider only the circumstances and assets of the applicant involved and any affiliate of the applicant.

(3) smaLL BUsINess DefINeD. — In this subsection, the term “small business” means an entity that has fewer than
500 employees, including employees of affiliates, and does not have a drug product that has been approved under
a human drug application (as defined in section 735) or a biosimilar biological product application (as defined in
section 744G(4)) and introduced or delivered for introduction into interstate commerce.

(d) (e) effeCt of faILUre to pay fees. — A biosimilar biological product application or supplement submitted by a
person subject to fees under subsection (a) shall be considered incomplete and shall not be accepted for filing by the
Secretary until all fees all such fees owed by such person have been paid.

(e) (f) CreDItING aND aVaILaBILIty of fees. —

(1) IN GeNeraL. — Subject to paragraph (2), fees authorized under subsection (a) shall be collected and available
for obligation only to the extent and in the amount provided in advance in appropriations Acts. Such fees are
authorized to remain available until expended. Such sums as may be necessary may be transferred from the Food
and Drug Administration salaries and expenses appropriation account without fiscal year limitation to such
appropriation account for salaries and expenses with such fiscal year limitation. The sums transferred shall be
available solely for the process for the review of biosimilar biological product applications.

(2) CoLLeCtIoNs aND approprIatIoN aCts. —

(A) IN GeNeraL. — Subject to subparagraphs (C) and (D), the fees authorized by this section shall be
collected and available in each fiscal year in an amount not to exceed the amount specified in appropriation
Acts, or otherwise made available for obligation for such fiscal year.

(B) Use of fees aND LImItatIoN. LImItatIoNs. — The fees authorized

(i) IN GeNeraL. — The fees authorized by this section shall be available for a fiscal year beginning
after fiscal year 2012 to defray the costs of the process for the review of biosimilar biological product
applications (including such costs for an additional number of full-time equivalent positions in the
Department of Health and Human Services to be engaged in such process), only if the Secretary
allocates for such purpose an amount for such fiscal year (excluding amounts from fees collected under
this section) no less than $20,000,000, multiplied by the adjustment factor applicable to the fiscal year
involved.

(ii) LeasING aND NeCessary eqUIpmeNt. — Beginning on October 1, 2023, the authorities under section 
744G(9)(C) shall include only leasing and necessary scientific equipment.

(C) fee CoLLeCtIoN DUrING fIrst proGram year. — Until the date of enactment of an Act making
appropriations through September 30, 2013, for the salaries and expenses account of the Food and Drug 
Administration, fees authorized by this section for fiscal year 2013 may be collected and shall be credited 
to such account and remain available until expended. CompLIaNCe. — The Secretary shall be considered to 
have met the requirements of subparagraph (B) in any fiscal year if the costs described in such subparagraph 
are not more than 15 percent below the level specified in such subparagraph.

(D) proVIsIoN for earLy paymeNts IN sUBseqUeNt years.. — Payment of fees authorized under this
section for a fiscal year (after fiscal year 2013), prior to the due date for such fees, may be accepted by the
Secretary in accordance with authority provided in advance in a prior year appropriations Act.

(3) aUthorIzatIoN of approprIatIoNs. — For each of fiscal years 2013 through 2017 2018 through 2022, there
is authorized to be appropriated for fees under this section an amount equivalent to the total amount of fees
assessed for such fiscal year under this section.
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(f) (g) CoLLeCtIoN of UNpaID fees. — In any case where the Secretary does not receive payment of a fee assessed
under subsection (a) within 30 days after it is due, such fee shall be treated as a claim of the United States Government 
subject to subchapter II of chapter 37 of title 31, United States Code.

(g) (h) wrItteN reqUests for waIVers aND refUNDs. — To qualify for consideration for a waiver under subsection
(c) (d), or for a refund of any fee collected in accordance with subsection (a)(2)(A), a person shall submit to the
Secretary a written request for such waiver or refund not later than 180 days after such fee is due.

(h) (i) CoNstrUCtIoN. — This section may not be construed to require that the number of full-time equivalent
positions in the Department of Health and Human Services, for officers, employers, and advisory committees not
engaged in the process of the review of biosimilar biological product applications, be reduced to offset the number of
officers, employees, and advisory committees so engaged.

seC. 744I. [379j-53] reaUthorIzatIoN; reportING reqUIremeNts.*

(a) performaNCe Report. —

(1) GeNeraL reqUIremeNts. — Beginning with fiscal year 2013 2018, not later than 120 days after the end
of each fiscal year for which fees are collected under this part, the Secretary shall prepare and submit to the
Committee on Energy and Commerce of the House of Representatives and the Committee on Health, Education,
Labor, and Pensions of the Senate a report concerning the progress of the Food and Drug Administration in
achieving the goals identified in the letters descried in section 401(b) of the Biosimilar User Fee Amendments
of 2012 2017 during such fiscal year and the future plans of the Food and Drug Administration for meeting such
goals. The report for a fiscal year shall include information on all previous cohorts for which the Secretary has
not given a complete response on all biosimilar biological product applications and supplements in the cohort.

(2) aDDItIoNaL INformatIoN. —Beginning with fiscal year 2018, the report under this subsection shall include
the progress of the Food and Drug Administration in achieving the goals, and future plans for meeting the goals, 
including —

(a) information on all previous cohorts for which the Secretary has not given a complete response on all
biosimilar biological product applications and supplements in the cohort;

(B) the number of original biosimilar biological product applications filed per fiscal year, and the number
of approvals issued by the agency for such applications; and

(C) the number of resubmitted original biosimilar biological product applications filed per fiscal year and
the number of approvals letters issued by the agency for such applications.

(3) reaL tIme reportING. —

(a) IN GeNeraL. — Not later than 30 calendar days after the end of the second quarter of fiscal year 2018,
and not later than 30 calendar days after the end of each quarter of each fiscal year thereafter, the Secretary 
shall post the data described in subparagraph (B) for such quarter and on a cumulative basis for the fiscal 
year on the internet website of the Food and Drug Administration, and may remove duplicative data from 
the annual report under this subsection.

(B) Data. — The Secretary shall post the following data in accordance with subparagraph (A):

(i) The number and titles of draft and final guidance on topics related to the process for the review of
biosimilars, and whether such guidances were required by statute or pursuant to a commitment under 
the letters described in section 401(b) of the Biosimilar User Fee Amendments of 2017.

(ii) The number and titles of public meetings held on topics related to the process for the review of
biosimilars, and whether such meetings were required by statute or pursuant to a commitment under the 
letters described in section 401(b) of the Biosimilar User Fee Amendments of 2017.

(4) ratIoNaLe for BSUFA proGram ChaNGes. — Beginning with fiscal year 2020, the Secretary shall include
in the annual report under paragraph (1) —

(A) data, analysis, and discussion of the changes in the number of full-time equivalents hired as agreed upon
in the letters described in section 401(b) of the Biosimilar User Fee Amendments of 2017 and the number 
of full time equivalents funded by budget authority at the Food and Drug Administration by each division 
within the Center for Drug Evaluation and Research, the Center for Biologics Evaluation and Research, the 
Office of Regulatory Affairs, and the Office of the Commissioner;

(B) data, analysis, and discussion of the changes in the fee revenue amounts and costs for the process for
the review of biosimilar biological product applications, including identifying drivers of such changes; and

* Ceases to be effective January 31, 2018.
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(C) for each of the Center for Drug Evaluation and Research, the Center for Biologics Evaluation and
Research, the Office of Regulatory Affairs, and the Office of the Commissioner, the number of employees 
for whom time reporting is required and the number of employees for whom time reporting is not required.

(5) aNaLysIs. — For each fiscal year, the Secretary shall include in the report an analysis of the following:

(A) The difference between the aggregate number of biosimilar biological product applications and
supplements filed and the aggregate number of approvals issued by the agency, accounting for —

(i) such applications filed during one fiscal year for which a decision is not scheduled to be made until
the following fiscal year; and

(ii) the aggregate number of applications for each fiscal year that did not meet the goals identified
by the letters described in section 401(b) of the Biosimilar User Fee Amendments of 2017 for the 
applicable fiscal year.

(B) Relevant data to determine whether the Center for Drug Evaluation and Research and the Center for
Biologics Evaluation and Research have met the performance enhancement goals identified by the letters 
described in section 401(b) of the Biosimilar User Fee Amendments of 2017 for the applicable fiscal year.

(C) The most common causes and trends for external or other circumstances affecting the ability of the
Secretary to meet review time and performance enhancement goals identified by the letters described in 
section 401(b) of the Biosimilar User Fee Amendments of 2017.

(b) fIsCaL report. — Not later than 120 days after the end of fiscal year 2013 2018 and each subsequent fiscal year
for which fees are collected under this part, the Secretary shall prepare and submit to the Committee on Energy and
Commerce of the House of Representatives and the Committee on Health, Education, Labor, and Pensions of the
Senate a report on the implementation of the authority for such fees during such fiscal year and the use, by the Food
and Drug Administration, of the fees collected for such fiscal year.

(c) CorreCtIVe aCtIoN report. — Beginning with fiscal year 2018, and for each fiscal year for which fees are
collected under this part, the Secretary shall prepare and submit a corrective action report to the Committee on 
Energy and Commerce and Committee on Appropriations of the House of Representatives and the Committee on 
Health, Education, Labor, and Pensions and Committee on Appropriations of the Senate. The report shall include the 
following information, as applicable:

(1) GoaLs met. — For each fiscal year, if the Secretary determines, based on the analysis under subsection
(a)(5), that each of the goals identified by the letters described in section 401(b) of the Biosimilar User Fee 
Amendments of 2017 for the applicable fiscal year have been met, the corrective action report shall include 
recommendations on ways in which the Secretary can improve and streamline the biosimilar biological product 
application review process.

(2) GoaLs mIsseD. — For each of the goals identified by the letters described in section 401(b) of the Biosimilar
User Fee Amendments of 2017 for the applicable fiscal year that the Secretary determines to not have been met, 
the corrective action report shall include —

(A) a justification for such determination and a description of the types of circumstances and trends, as
applicable, under which biosimilar biological product applications missed the review goal times but were 
approved during the first cycle review, or review goals were missed; and

(B) with respect to performance enhancement goals that were not achieved, a description of efforts the Food
and Drug Administration has put in place for the fiscal year in which the report is submitted to improve the 
ability of such agency to meet each such goal for the such fiscal year.

(d) eNhaNCeD CommUNICatIoN. —

(1) CommUNICatIoNs wIth CoNGress. — Each fiscal year, as applicable and requested, representatives from
the Centers with expertise in the review of human drugs shall meet with representatives from the Committee on 
Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House 
of Representatives to report on the contents described in the reports under this section.

(2) partICIpatIoN IN CoNGressIoNaL hearING. — Each fiscal year, as applicable and requested, representatives
from the Food and Drug Administration shall participate in a public hearing before the Committee on Health, 
Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of 
Representatives, to report on the contents described in the reports under this section. Such hearing shall occur 
not later than 120 days after the end of each fiscal year for which fees are collected under this part.
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(c) (e) pUBLIC aVaILaBILIty. — The Secretary shall make the reports required under subsections (a) and (b) available 
to the public on the Internet Web site of the Food and Drug Administration.

(d) stUDy. —

(1) IN GeNeraL. — The Secretary shall contract with an independent accounting or consulting firm to study 
the workload volume and full costs associated with the process for the review of biosimilar biological product 
applications.

(2) Interim Results. — Not later than June 1, 2015, the Secretary shall publish, for public comment, interim 
results of the study described under paragraph (1).

(3) fINaL resULts. — Not later than September 30, 2016, the Secretary shall publish, for public comment, the 
final results of the study described under paragraph (1).

(e) (f) reaUthorIzatIoN. —

(1) CoNsULtatIoN. — In developing recommendations to present to the Congress with respect to the goals 
described in subsection (a), and plans for meeting the goals, for the process for the review of biosimilar biological 
product applications for the first 5 fiscal years after fiscal year 2017 2022, and for the reauthorization of this part 
for such fiscal years, the Secretary shall consult with —

(A) the Committee on Energy and Commerce of the House of Representatives;

(B) the Committee on Health, Education, Labor, and Pensions of the Senate;

(C) scientific and academic experts;

(D) health care professionals;

(E) representatives of patient and consumer advocacy groups; and

(F) the regulated industry.

(2) pUBLIC reVIew of reCommeNDatIoNs. — After negotiations with the regulated industry, the Secretary  
shall —

(A) present the recommendations developed under paragraph (1) to the congressional committees specified 
in such paragraph;

(B) publish such recommendations in the Federal Register;

(C) provide for a period of 30 days for the public to provide written comments on such recommendations;

(D) hold a meeting at which the public may present its views on such recommendations; and

(E) after consideration of such public views and comments, revise such recommendations as necessary.

(3) traNsmIttaL of reCommeNDatIoNs. — Not later than January 15, 2017, the Secretary shall transmit to the 
Congress the revised recommendations under paragraph (2), a summary of the views and comments received 
under such paragraph, and any changes made to the recommendations in response to such views and comments.

part 9 — fees reLatING to oUtsoUrCING faCILItIes

seC. 744J. [379j-61] DefINItIoNs.

In this part:

(1) The term “affiliate” has the meaning given such term in section 735(11).

(2) The term “gross annual sales” means the total worldwide gross annual sales, in United States dollars, for an 
outsourcing facility, including the sales of all the affiliates of the outsourcing facility.

(3) The term “outsourcing facility” has the meaning given to such term in section 503B(d)(4).

(4) The term “reinspection” means, with respect to an outsourcing facility, 1 or more inspections conducted 
under section 704 subsequent to an inspection conducted under such provision which identified noncompliance 
materially related to an applicable requirement of this Act, specifically to determine whether compliance has 
been achieved to the Secretary’s satisfaction.
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seC. 744K. [379j-62] aUthorIty to assess aND Use oUtsoUrCING faCILIty fees.

(a) estaBLIshmeNt aND reINspeCtIoN fees. —

(1) IN GeNeraL. — For fiscal year 2015 and each subsequent fiscal year, the Secretary shall, in accordance with 
this subsection, assess and collect —

(A) an annual establishment fee from each outsourcing facility; and

(B) a reinspection fee from each outsourcing facility subject to a reinspection in such fiscal year.

(2) mULtIpLe reINspeCtIoNs. — An outsourcing facility subject to multiple reinspections in a fiscal year shall 
be subject to a reinspection fee for each reinspection.

(b) estaBLIshmeNt aND reINspeCtIoN fee settING. — The Secretary shall —

(1) establish the amount of the establishment fee and reinspection fee to be collected under this section for each 
fiscal year based on the methodology described in subsection (c); and

(2) publish such fee amounts in a Federal Register notice not later than 60 calendar days before the start of each 
such year.

(c) amoUNt of estaBLIshmeNt fee aND reINspeCtIoN fee. —

(1) IN GeNeraL. — For each outsourcing facility in a fiscal year —

(A) except as provided in paragraph (4), the amount of the annual establishment fee under subsection (b) 
shall be equal to the sum of —

(i) $15,000, multiplied by the inflation adjustment factor described in paragraph (2); plus 

(ii) the small business adjustment factor described in paragraph (3); and

(B) the amount of any reinspection fee (if applicable) under subsection (b) shall be equal to $15,000, 
multiplied by the inflation adjustment factor described in paragraph (2).

(2) INfLatIoN aDjUstmeNt faCtor. —

(A) IN GeNeraL. — For fiscal year 2015 and subsequent fiscal years, the fee amounts established in 
paragraph (1) shall be adjusted by the Secretary by notice, published in the Federal Register, for a fiscal year 
by the amount equal to the sum of —

(i) 1;

(ii) the average annual percent change in the cost, per full-time equivalent position of the Food and Drug 
Administration, of all personnel compensation and benefits paid with respect to such positions for the 
first 3 years of the preceding 4 fiscal years, multiplied by the proportion of personnel compensation 
and benefits costs to total costs of an average full-time equivalent position of the Food and Drug 
Administration for the first 3 years of the preceding 4 fiscal years; plus

(iii) the average annual percent change that occurred in the Consumer Price Index for urban consumers 
(U.S. City Average; Not Seasonally Adjusted; All items; Annual Index) for the first 3 years of the 
preceding 4 years of available data multiplied by the proportion of all costs other than personnel 
compensation and benefits costs to total costs of an average full-time equivalent position of the Food 
and Drug Administration for the first 3 years of the preceding 4 fiscal years.

(B) CompoUNDeD BasIs. — The adjustment made each fiscal year under subparagraph (A) shall be added 
on a compounded basis to the sum of all adjustments made each fiscal year after fiscal year 2014 under 
subparagraph (A).

(3) smaLL BUsINess aDjUstmeNt faCtor. — The small business adjustment factor described in this paragraph 
shall be an amount established by the Secretary for each fiscal year based on the Secretary’s estimate of —

(A) the number of small businesses that will pay a reduced establishment fee for such fiscal year; and

(B) the adjustment to the establishment fee necessary to achieve total fees equaling the total fees that the 
Secretary would have collected if no entity qualified for the small business exception in paragraph (4).

(4) eXCeptIoN for smaLL BUsINesses. —

(A) IN GeNeraL. — In the case of an outsourcing facility with gross annual sales of $1,000,000 or less in the 
12 months ending April 1 of the fiscal year immediately preceding the fiscal year in which the fees under 
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this section are assessed, the amount of the establishment fee under subsection (b) for a fiscal year shall be 
equal to \1/3\ of the amount calculated under paragraph (1)(A)(i) for such fiscal year.

(B) appLICatIoN. — To qualify for the exception under this paragraph, a small business shall submit to 
the Secretary a written request for such exception, in a format specified by the Secretary in guidance, 
certifying its gross annual sales for the 12 months ending April 1 of the fiscal year immediately preceding 
the fiscal year in which fees under this subsection are assessed. Any such application shall be submitted to 
the Secretary not later than April 30 of such immediately preceding fiscal year.

(5) CreDItING of fees. — In establishing the small business adjustment factor under paragraph (3) for a fiscal 
year, the Secretary shall —

(A) provide for the crediting of fees from the previous year to the next year if the Secretary overestimated 
the amount of the small business adjustment factor for such previous fiscal year; and

(B) consider the need to account for any adjustment of fees and such other factors as the Secretary determines 
appropriate.

(d) Use of fees. — The Secretary shall make all of the fees collected pursuant to subparagraphs (A) and (B) of 
subsection (a)(1) available solely to pay for the costs of oversight of outsourcing facilities.

(e) sUppLemeNt Not sUppLaNt. — Funds received by the Secretary pursuant to this section shall be used to supplement 
and not supplant any other Federal funds available to carry out the activities described in this section.

(f) CreDItING aND aVaILaBILIty of fees. — Fees authorized under this section shall be collected and available for 
obligation only to the extent and in the amount provided in advance in appropriations Acts. Such fees are authorized 
to remain available until expended. Such sums as may be necessary may be transferred from the Food and Drug 
Administration salaries and expenses appropriation account without fiscal year limitation to such appropriation 
account for salaries and expenses with such fiscal year limitation. The sums transferred shall be available solely for 
the purpose of paying the costs of oversight of outsourcing facilities.

(g) CoLLeCtIoN of fees. —

(1) estaBLIshmeNt fee. — An outsourcing facility shall remit the establishment fee due under this section in a 
fiscal year when submitting a registration pursuant to section 503B(b) for such fiscal year.

(2) reINspeCtIoN fee. — The Secretary shall specify in the Federal Register notice described in subsection 
(b)(2) the manner in which reinspection fees assessed under this section shall be collected and the timeline 
for payment of such fees. Such a fee shall be collected after the Secretary has conducted a reinspection of the 
outsourcing facility involved.

(3) effeCt of faILUre to pay fees. —

(A) reGIstratIoN. — An outsourcing facility shall not be considered registered under section 503B(b) in a 
fiscal year until the date that the outsourcing facility remits the establishment fee under this subsection for 
such fiscal year.

(B) mIsBraNDING. — All drugs manufactured, prepared, propagated, compounded, or processed by an 
outsourcing facility for which any establishment fee or reinspection fee has not been paid, as required by 
this section, shall be deemed misbranded under section 502 until the fees owed for such outsourcing facility 
under this section have been paid.

(4) CoLLeCtIoN of UNpaID fees. — In any case where the Secretary does not receive payment of a fee assessed 
under this section within 30 calendar days after it is due, such fee shall be treated as a claim of the United States 
Government subject to provisions of subchapter II of chapter 37 of title 31, United States Code.

(h) aNNUaL report to CoNGress. — Not later than 120 calendar days after each fiscal year in which fees are 
assessed and collected under this section, the Secretary shall submit a report to the Committee on Health, Education, 
Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives, to 
include a description of fees assessed and collected for such year, a summary description of entities paying the fees, 
a description of the hiring and placement of new staff, a description of the use of fee resources to support inspecting 
outsourcing facilities, and the number of inspections and reinspections of such facilities performed each year.

(i) aUthorIzatIoN of approprIatIoNs. — For fiscal year 2014 and each subsequent fiscal year, there is authorized to 
be appropriated for fees under this section an amount equivalent to the total amount of fees assessed for such fiscal 
year under this section.
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sUBChapter D — INformatIoN aND eDUCatIoN

seC. 745. [379k] INformatIoN system.

The Secretary shall establish and maintain an information system to track the status and progress of each application 
or submission (including a petition, notification, or other similar form of request) submitted to the Food and Drug 
Administration requesting agency action.

seC. 745a. [379k-1] eLeCtroNIC format for sUBmIssIoNs.

(a) DrUGs aND BIoLoGICs. —

(1) IN GeNeraL. — Beginning no earlier than 24 months after the issuance of a final guidance issued after public 
notice and opportunity for comment, submissions under subsection (b), (i), or (j) of section 505 of this Act or 
subsection (a) or (k) of section 351 of the Public Health Service Act shall be submitted in such electronic format 
as specified by the Secretary in such guidance.

(2) GUIDaNCe CoNteNts. — In the guidance under paragraph (1), the Secretary may —

(A) provide a timetable for establishment by the Secretary of further standards for electronic submission as 
required by such paragraph; and

(B) set forth criteria for waivers of and exemptions from the requirements of this subsection.

(3) eXCeptIoN — This subsection shall not apply to submissions described in section 561.

(b) DeVICes. —

(1) IN GeNeraL. — Beginning after the issuance of final guidance implementing this paragraph, presubmissions 
and submissions for devices under section 510(k), 513(f)(2)(A), 515(c), 515(d), 515(f), 520(g), 520(m), or 564 
of this Act or section 351 of the Public Health Service Act, and any supplements to such presubmissions or 
submissions, shall include an electronic copy of such presubmissions or submissions.

(2) GUIDaNCe CoNteNts. — In the guidance under paragraph (1), the Secretary may —

(A) provide standards for the electronic copy required under such paragraph; and

(B) set forth criteria for waivers of and exemptions from the requirements of this subsection.

(3) presUBmIssIoNs aND sUBmIssIoNs soLeLy IN eLeCtroNIC format. —

(A) IN GeNeraL. — Beginning on such date as the Secretary specifies in final guidance issued under 
subparagraph (C), presubmissions and submissions for devices described in paragraph (1) (and any appeals 
of action taken by the Secretary with respect to such presubmissions or submissions) shall be submitted 
solely in such electronic format as specified by the Secretary in such guidance.

(B) Draft GUIDaNCe. — The Secretary shall, not later than October 1, 2019, issue draft guidance providing 
for —

(i) any further standards for the submission by electronic format required under subparagraph (A);

(ii) a timetable for the establishment by the Secretary of such further standards; and

(iii) criteria for waivers of and exemptions from the requirements of this subsection.

(C) fINaL GUIDaNCe. — The Secretary shall, not later than 1 year after the close of the public comment 
period on the draft guidance issued under subparagraph (B), issue final guidance.

seC. 746. [379l] eDUCatIoN.

(a) IN GeNeraL. — The Secretary shall conduct training and education programs for the employees of the Food 
and Drug Administration relating to the regulatory responsibilities and policies established by this Act, including 
programs for —

(1) scientific training;

(2) training to improve the skill of officers and employees authorized to conduct inspections under section 704;

(3) training to achieve product specialization in such inspections; and

(4) training in administrative process and procedure and integrity issues.
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(b) INtramUraL feLLowshIps aND other traINING proGrams. — The Secretary, acting through the Commissioner, 
may, through fellowships and other training programs, conduct and support intramural research training for predoctoral 
and postdoctoral scientists and physicians. Any such fellowships and training programs under this section or under 
section 770(d)(2)(A)(ix) may include provision by such scientists and physicians of services on a voluntary and 
uncompensated basis, as the Secretary determines appropriate. Such scientists and physicians shall be subject to all 
legal and ethical requirements otherwise applicable to officers or employees of the Department of Health and Human 
Services.

sUBChapter e — eNVIroNmeNtaL ImpaCt reVIew

seC. 749. [379o] eNVIroNmeNtaL ImpaCt.

Notwithstanding any other provision of law, an environmental impact statement prepared in accordance with the 
regulations published in part 25 of title 21, Code of Federal Regulations (as in effect on August 31, 1997) in connection 
with an action carried out under (or a recommendation or report relating to) this Act, shall be considered to meet the 
requirements for a detailed statement under section 102(2)(C) of the National Environmental Policy Act of 1969 (42 
U.S.C. 4332(2)(C)).

sUBChapter f — NatIoNaL UNIformIty for NoNpresCrIptIoN DrUGs aND preemptIoN  

for LaBeLING or paCKaGING of CosmetICs

seC. 751. [379r] NatIoNaL UNIformIty for NoNpresCrIptIoN DrUGs.

(a) IN GeNeraL. — Except as provided in subsection (b), (c)(1), (d), (e), or (f), no State or political subdivision of a 
State may establish or continue in effect any requirement —

(1) that relates to the regulation of a drug that is not subject to the requirements of section 503(b)(1) or 503(f) 
(1)(A); and

(2) that is different from or in addition to, or that is otherwise not identical with, a requirement under this Act, 
the Poison Prevention Packaging Act of 1970 (15 U.S.C. 1471 et seq.), or the Fair Packaging and Labeling Act 
(15 U.S.C. 1451 et seq.).

(b) eXemptIoN. —

(1) IN GeNeraL. — Upon application of a State or political subdivision thereof, the Secretary may by regulation, 
after notice and opportunity for written and oral presentation of views, exempt from subsection (a), under such 
conditions as may be prescribed in such regulation, a State or political subdivision requirement that —

(A) protects an important public interest that would otherwise be unprotected, including the health and 
safety of children;

(B) would not cause any drug to be in violation of any applicable requirement or prohibition under Federal 
law; and

(C) would not unduly burden interstate commerce.

(2) tImeLy aCtIoN. — The Secretary shall make a decision on the exemption of a State or political subdivision 
requirement under paragraph (1) not later than 120 days after receiving the application of the State or political 
subdivision under paragraph (1).

(c) sCope. —

(1) IN GeNeraL. — This section shall not apply to —

(A) any State or political subdivision requirement that relates to the practice of pharmacy; or

(B) any State or political subdivision requirement that a drug be dispensed only upon the prescription of a 
practitioner licensed by law to administer such drug.
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(2) safety or effeCtIVeNess. — For purposes of subsection (a), a requirement that relates to the regulation of 
a drug shall be deemed to include any requirement relating to public information or any other form of public 
communication relating to a warning of any kind for a drug.

(d) eXCeptIoNs. —

(1) IN GeNeraL. — In the case of a drug described in subsection (a)(1) that is not the subject of an application 
approved under section 505 or section 507 (as in effect on the day before the date of enactment of the Food and 
Drug Administration Modernization Act of 1997 [November 21, 1997 — Ed.]) or a final regulation promulgated 
by the Secretary establishing conditions under which the drug is generally recognized as safe and effective and 
not misbranded, subsection (a) shall apply only with respect to a requirement of a State or political subdivision of 
a State that relates to the same subject as, but is different from or in addition to, or that is otherwise not identical 
with —

(A) a regulation in effect with respect to the drug pursuant to a statute described in subsection (a)(2); or

(B) any other requirement in effect with respect to the drug pursuant to an amendment to such a statute made 
on or after the date of enactment of the Food and Drug Administration Modernization Act of 1997.

(2) state INItIatIVes. — This section shall not apply to a State requirement adopted by a State public initiative 
or referendum enacted prior to September 1, 1997.

(e) No effeCt oN proDUCt LIaBILIty Law. — Nothing in this section shall be construed to modify or otherwise 
affect any action or the liability of any person under the product liability law of any State.

(f) state eNforCemeNt aUthorIty. — Nothing in this section shall prevent a State or political subdivision thereof 
from enforcing, under any relevant civil or other enforcement authority, a requirement that is identical to a requirement 
of this Act.

seC. 752. [379S] preemptIoN for LaBeLING or paCKaGING of CosmetICs.

(a) IN GeNeraL. — Except as provided in subsection (b), (d), or (e), no State or political subdivision of a State may 
establish or continue in effect any requirement for labeling or packaging of a cosmetic that is different from or in 
addition to, or that is otherwise not identical with, a requirement specifically applicable to a particular cosmetic or 
class of cosmetics under this Act, the Poison Prevention Packaging Act of 1970 (15 U.S.C. 1471 et seq.), or the Fair 
Packaging and Labeling Act (15 U.S.C. 1451 et seq.).

(b) eXemptIoN. — Upon application of a State or political subdivision thereof, the Secretary may by regulation, after 
notice and opportunity for written and oral presentation of views, exempt from subsection (a), under such conditions 
as may be prescribed in such regulation, a State or political subdivision requirement for labeling or packaging that —

(1) protects an important public interest that would otherwise be unprotected;

(2) would not cause a cosmetic to be in violation of any applicable requirement or prohibition under Federal law; 
and

(3) would not unduly burden interstate commerce.

(c) sCope. — For purposes of subsection (a), a reference to a State requirement that relates to the packaging or 
labeling of a cosmetic means any specific requirement relating to the same aspect of such cosmetic as a requirement 
specifically applicable to that particular cosmetic or class of cosmetics under this Act for packaging or labeling, 
including any State requirement relating to public information or any other form of public communication.

(d) No effeCt oN proDUCt LIaBILIty Law. — Nothing in this section shall be construed to modify or otherwise 
affect any action or the liability of any person under the product liability law of any State.

(e) state INItIatIVe. — This section shall not apply to a State requirement adopted by a State public initiative or 
referendum enacted prior to September 1, 1997.

sUBChapter G — safety reports

seC. 756. [379v] safety report DIsCLaImers.

 With respect to any entity that submits or is required to submit a safety report or other information in connection 
with the safety of a product (including a product that is a food, drug, device, dietary supplement, or cosmetic) under 
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this Act (and any release by the Secretary of that report or information), such report or information shall not be 
construed to reflect necessarily a conclusion by the entity or the Secretary that the report or information constitutes 
an admission that the product involved malfunctioned, caused or contributed to an adverse experience, or otherwise 
caused or contributed to a death, serious injury, or serious illness. Such an entity need not admit, and may deny, that 
the report or information submitted by the entity constitutes an admission that the product involved malfunctioned, 
caused or contributed to an adverse health experience, or caused or contributed to a death, serious injury, or serious 
illness.

sUBChapter H — serIoUs aDVerse eVeNt reports

seC. 760. [379aa] serIoUs aDVerse eVeNt reportING for NoNpresCrIptIoN DrUGs.

(a) DefINItIoNs — In this section:

(1) aDVerse eVeNt. — The term “adverse event” means any health-related event associated with the use of a 
nonprescription drug that is adverse, including —

(A) an event occurring from an overdose of the drug, whether accidental or intentional;

(B) an event occurring from abuse of the drug;

(C) an event occurring from withdrawal from the drug; and

(D) any failure of expected pharmacological action of the drug.

(2) NoNpresCrIptIoN DrUG. — The term “nonprescription drug” means a drug that is—

(A) not subject to section 503(b); and

(B) not subject to approval in an application submitted under section 505.

(3) serIoUs aDVerse eVeNt. — The term “serious adverse event” is an adverse event that —

(A) results in —

(i) death;

(ii) a life-threatening experience;

(iii) inpatient hospitalization;

(iv) a persistent or significant disability or incapacity; or

(v) a congenital anomaly or birth defect; or

(B) requires, based on reasonable medical judgment, a medical or surgical intervention to prevent an 
outcome described under subparagraph (A).

(4) serIoUs aDVerse eVeNt report. — The term “serious adverse event report” means a report that is required 
to be submitted to the Secretary under subsection (b).

(b) reportING reqUIremeNt. —

(1) IN GeNeraL. — The manufacturer, packer, or distributor whose name (pursuant to section 502(b)(1) appears 
on the label of a nonprescription drug marketed in the United States (referred to in this section as the “responsible 
person”) shall submit to the Secretary any report received of a serious adverse event associated with such drug 
when used in the United States, accompanied by a copy of the label on or within the retail package of such drug.

(2) retaILer. — A retailer whose name appears on the label described in paragraph (1) as a distributor may, 
by agreement, authorize the manufacturer or packer of the nonprescription drug to submit the required reports 
for such drugs to the Secretary so long as the retailer directs to the manufacturer or packer all adverse events 
associated with such drug that are reported to the retailer through the address or telephone number described in 
section 502(x).

(c) sUBmIssIoN of reports. —

(1) tImING of reports. — The responsible person shall submit to the Secretary a serious adverse event report no 
later than 15 business days after the report is received through the address or phone number described in section 
502(x).
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(2) New meDICaL INformatIoN. — The responsible person shall submit to the Secretary any new medical 
information, related to a submitted serious adverse event report that is received by the responsible person within 
1 year of the initial report, no later than 15 business days after the new information is received by the responsible 
person.

(3) CoNsoLIDatIoN of reports. — The Secretary shall develop systems to ensure that duplicate reports of, and 
new medical information related to, a serious adverse event shall be consolidated into a single report.

(4) eXemptIoN. — The Secretary, after providing notice and an opportunity for comment from interested parties, 
may establish an exemption to the requirements under paragraph (1) and (2) if the Secretary determines that such 
exemption would have no adverse effect on public health.

(d) CoNteNts of reports. — Each serious adverse event report under this section shall be submitted to the 
Secretary using the MedWatch form, which may be modified by the Secretary for nonprescription drugs, and may be 
accompanied by additional information.

(e) maINteNaNCe aND INspeCtIoN of reCorDs. —

(1) maINteNaNCe. — The responsible person shall maintain records related to each report of an adverse event 
received by the responsible person for a period of 6 years.

(2) reCorDs INspeCtIoN. —

(A) IN GeNeraL. — The responsible person shall permit an authorized person to have access to records 
required to be maintained under this section, during an inspection pursuant to section 704.

(B) aUthorIzeD persoN. — For purposes of this paragraph, the term “authorized person” means an officer 
or employee of the Department of Health and Human Services who has —

(i) appropriate credentials, as determined by the Secretary; and

(ii) been duly designated by the Secretary to have access to the records required under this section.

(f) proteCteD INformatIoN. — A serious adverse event report submitted to the Secretary under this section, including 
any new medical information submitted under subsection (c)(2), or an adverse event report voluntarily submitted to 
the Secretary shall be considered to be —

(1) a safety report under section 756 and may be accompanied by a statement, which shall be a part of any report 
that is released for public disclosure, that denies that the report or the records constitute an admission that the 
product involved caused or contributed to the adverse event; and

(2) a record about an individual under section 552a of title 5, United States Code (commonly referred to as the 
“Privacy Act of 1974”) and a medical or similar file the disclosure of which would constitute a violation of 
section 552 of such title 5 (commonly referred to as the “Freedom of Information Act”), and shall not be publicly 
disclosed unless all personally identifiable information is redacted.

(g) rULe of CoNstrUCtIoN. — The submission of any adverse event report in compliance with this section shall 
not be construed as an admission that the nonprescription drug involved caused or contributed to the adverse event.

(h) preemptIoN. —

(1) IN GeNeraL. — No State or local government shall establish or continue in effect any law, regulation, order, 
or other requirement, related to a mandatory system for adverse event reports for nonprescription drugs, that is 
different from, in addition to, or otherwise not identical to, this section.

(2) effeCt of seCtIoN. —

(A) IN GeNeraL. — Nothing in this section shall affect the authority of the Secretary to provide adverse 
event reports and information to any health, food, or drug officer o employee of any State, territory, or 
political subdivision of a State or territory, under a memorandum of understanding between the Secretary 
and such State, territory, or political subdivision.

(B) persoNaLLy-IDeNtIfIaBLe INformatIoN. — Notwithstanding any other provision of law, personally- 
identifiable information in adverse event reports provided by the Secretary to any health, food, or drug 
officer or employee of any State, territory, or political subdivision of a State or territory, shall not —

(i) be made publicly available pursuant to any State or other law requiring disclosure of information or 
records; or

(ii) otherwise be disclosed or distributed to any party without the written consent of the Secretary and 
the person submitting such information to the Secretary.
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(C) Use of safety reports. — Nothing in this section shall permit a State, territory, or political 
subdivision of a State, territory, to use any safety report received from the Secretary in a manner inconsistent 
with subsection (g) or section 756.

(i) aUthorIzatIoN of approprIatIoNs. — There are authorized to be appropriated to carry out this 
section such sums as may be necessary.

seC. 761. [379aa-1] serIoUs aDVerse eVeNt reportING for DIetary sUppLemeNts.

(a) DefINItIoNs. — In this section:

(1) aDVerse eVeNt. — The term “adverse event” means any health-related event associated with the use of a 
dietary supplement that is adverse.

(2) serIoUs aDVerse eVeNt. — The term “serious adverse event” is an adverse event that —

(A) results in —

(i) death;

(ii) a life-threatening experience;

(ii) inpatient hospitalization;

(iv) a persistent or significant disability or incapacity; or

(v) a congenital anomaly or birth defect; or

(B) requires, based on reasonable medical judgment, a medical or surgical intervention to prevent an 
outcome described under subparagraph (A).

(3) serIoUs aDVerse eVeNt report. — The term “serious adverse event report” means a report that is required 
to be submitted to the Secretary under subsection (b).

(b) reportING reqUIremeNt. —

(1) IN GeNeraL. — The manufacturer, packer, or distributor of a dietary supplement whose name (pursuant to 
section 403(e)(1)) appears on the label of a dietary supplement marketed in the United States (referred to in this 
section as the “responsible person”) shall submit to the Secretary any report received of a serious adverse event 
associated with such dietary supplement when used in the United States, accompanied by a copy of the label on 
or within the retail packaging of such dietary supplement.

(2) retaILer. — A retailer whose name appears on the label described in paragraph (1) as a distributor may, by 
agreement, authorize the manufacturer or packer of the dietary supplement to submit the required reports for 
such dietary supplements to the Secretary so long as the retailer directs to the manufacturer or packer all adverse 
events associated with such dietary supplement that are reported to the retailer through the address or telephone 
number described in section 403(y).

(c) sUBmIssIoN of reports. —

(1) tImING of reports. — The responsible person shall submit to the Secretary a serious adverse event report no 
later than 15 business days after the report is received through the address or phone number described in section 
403(y).

(2) New meDICaL INformatIoN. — The responsible person shall submit to the Secretary any new medical 
information, related to a submitted serious adverse event report that is received by the responsible person within 
1 year of the initial report, no later than 15 business days after the new information is received by the responsible 
person.

(3) CoNsoLIDatIoN of reports. — The Secretary shall develop systems to ensure that duplicate reports of, and 
new medical information related to, a serious adverse event shall be consolidated into a single report.

(4) eXemptIoN. — The Secretary, after providing notice and an opportunity for comment from interested parties, 
may establish an exemption to the requirements under paragraph (1) and (2) if the Secretary determines that such 
exemption would have no adverse effect on public health.

(d) CoNteNts of reports. — Each serious adverse event report under this section shall be submitted to the Secretary 
using the MedWatch form, which may be modified by the Secretary for dietary supplements, any may be accompanied 
by additional information.
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(e) maINteNaNCe aND INspeCtIoN of reports. —

(1) maINteNaNCe. — The responsible person shall maintain records related to each report of an adverse event 
received by the responsible person for a period of 6 years.

(2) reCorDs INspeCtIoN. —

(A) IN GeNeraL. — The responsible person shall permit an authorized person to have access to records 
required to be maintained under this section during an inspection pursuant to section 704.

(B) aUthorIzeD persoN. — For purposes of this paragraph, the term “authorized person” means an officer 
or employee of the Department of Health and Human Services, who has —

(i) appropriate credentials, as determined by the Secretary; and

(ii) been duly designated by the Secretary to have access to the records required under this section.

(f) proteCteD INformatIoN. — A serious adverse event report submitted to the Secretary under this section, including 
any new medical information submitted under subsection (c)(2), or an adverse event report voluntarily submitted to 
the Secretary shall be considered to be —

(1) a safety report under section 756 and may be accompanied by a statement, which shall be a part of any report 
that is released for public disclosure, that denies that the report or the records constitute an admission that the 
product involved caused or contributed to the adverse event; and

(2) a record about an individual under section 552a of title 5, United States Code (commonly referred to as the 
“Privacy Act of 1974”) and a medical or similar file the disclosure of which would constitute a violation of 
section 552 of such title 5 (commonly referred to as the “Freedom of Information Act”), and shall not be publicly 
disclosed unless all personally identifiable information is redacted.

(g) rULe of CoNstrUCtIoN. — The submission of any adverse event report in compliance with this section shall not 
be construed as an admission that the dietary supplement involved caused or contributed to the adverse event.

(h) preemptIoN. —

(1) IN GeNeraL. — No State or local government shall establish or continue in effect any law, regulation, order, 
or other requirement, related to a mandatory system for adverse event reports for dietary supplements, that is 
different from, in addition to, or otherwise not identical to, this section.

(2) effeCt of seCtIoN. —

(A) IN GeNeraL. — Nothing in this section shall affect the authority of the Secretary to provide adverse 
event reports and information to any health, food, or drug officer or employee of any State, territory, or 
political subdivision of a State or territory, under a memorandum of understanding between the Secretary 
and such State, territory, or political subdivision.

(B) persoNaLLy-IDeNtIfIaBLe INformatIoN. — Notwithstanding any other provision of law, personally- 
identifiable information in adverse event reports provided by the Secretary to any health, food, or drug 
officer or employee of any State, territory, or political subdivision of a State or territory, shall not —

(i) be made publicly available pursuant to any State or other law requiring disclosure of information or 
records; or

(ii) otherwise be disclosed or distributed to any party without the written consent of the Secretary and 
the person submitting such information to the Secretary.

(C) Use of safety reports. — Nothing in this section shall permit a State, territory, or political subdivision 
of a State or territory, to use any safety report received from the Secretary in a manner inconsistent with 
subdivision (g) or section 756.

(i) aUthorIzatIoN of approprIatIoNs. — There are authorized to be appropriated to carry out this section such sums 
as may be necessary.

sUBChapter I — reaGaN-UDaLL foUNDatIoN for the fooD aND DrUG aDmINIstratIoN

seC. 770. [379dd] estaBLIshmeNt aND fUNCtIoNs of the foUNDatIoN.

(a) IN GeNeraL. — A nonprofit corporation to be known as the Reagan-Udall Foundation for the Food and Drug 
Administration (referred to in this subchapter as the “Foundation”) shall be established in accordance with this section. 
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The Foundation shall be headed by an Executive Director, appointed by the members of the Board of Directors under 
subsection (e). The Foundation shall not be an agency or instrumentality of the United States Government.

(b) pUrpose of foUNDatIoN. — The purpose of the Foundation is to advance the mission of the Food and Drug 
Administration to modernize medical, veterinary, food, food ingredient, and cosmetic product development, accelerate 
innovation, and enhance product safety.

(c) DUtIes of the foUNDatIoN. — The Foundation shall —

(1) taking into consideration the Critical Path reports and priorities published by the Food and Drug Administration, 
identify unmet needs in the development, manufacture, and evaluation of the safety and effectiveness, including 
postapproval, of devices, including diagnostics, biologics, and drugs, and the safety of food, food ingredients, 
and cosmetics, and including the incorporation of more sensitive and predictive tools and devices to measure 
safety;

(2) establish goals and priorities in order to meet the unmet needs identified in paragraph (1);

(3) in consultation with the Secretary, identify existing and proposed Federal intramural and extramural research 
and development programs relating to the goals and priorities established under paragraph (2), coordinate 
Foundation activities with such programs, and minimize Foundation duplication of existing efforts;

(4) award grants to, or enter into contracts, memoranda of understanding, or cooperative agreements with, 
scientists and entities, which may include the Food and Drug Administration, university consortia, public-private 
partnerships, institutions of higher education, entities described in section 501(c)(3) of the Internal Revenue 
Code (and exempt from tax under section 501(a) of such Code), and industry, to efficiently and effectively 
advance the goals and priorities established under paragraph (2);

(5) recruit meeting participants and hold or sponsor (in whole or in part) meetings as appropriate to further the 
goals and priorities established under paragraph (2);

(6) release and publish information and data and, to the extent practicable, license, distribute, and release material, 
reagents, and techniques to maximize, promote, and coordinate the availability of such material, reagents, and 
techniques for use by the Food and Drug Administration, nonprofit organizations, and academic and industrial 
researchers to further the goals and priorities established under paragraph (2);

(7) ensure that —

(A) action is taken as necessary to obtain patents for inventions developed by the Foundation or with funds 
from the Foundation;

(B) action is taken as necessary to enable the licensing of inventions developed by the Foundation or with 
funds from the Foundation; and

(C) executed licenses, memoranda of understanding, material transfer agreements, contracts, and other 
such instruments, promote, to the maximum extent practicable, the broadest conversion to commercial and 
noncommercial applications of licensed and patented inventions of the Foundation to further the goals and 
priorities established under paragraph (2);

(8) provide objective clinical and scientific information to the Food and Drug Administration and, upon request, 
to other Federal agencies to assist in agency determinations of how to ensure that regulatory policy accommodates 
scientific advances and meets the agency’s public health mission;

(9) conduct annual assessments of the unmet needs identified in paragraph (1); and

(10) carry out such other activities consistent with the purposes of the Foundation as the Board determines 
appropriate.

(d) BoarD of DIreCtors. —

(1) estaBLIshmeNt. —

(A) IN GeNeraL. — The Foundation shall have a Board of Directors (referred to in this subchapter as the 
“Board”), which shall be composed of ex officio and appointed members in accordance with this subsection. 
All appointed members of the Board shall be voting members.

(B) eX offICIo memBers. — The ex officio members of the Board shall be the following individuals or 
their designees:

(i) The Commissioner.

(ii) The Director of the National Institutes of Health.
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(iii) The Director of the Centers for Disease Control and Prevention.

(iv) The Director of the Agency for Healthcare Research and Quality.

(C) appoINteD memBers. —

(i) IN GeNeraL. — The ex officio members of the Board under subparagraph (B) shall, by majority vote, 
appoint to the Board 14 individuals, of which 9 shall be from a list of candidates to be provided by the 
National Academy of Sciences and 5 shall be from lists of candidates provided by patient and consumer 
advocacy groups, professional scientific and medical societies, and industry trade organizations. Of 
such appointed members—

(I) 4 shall be representatives of the general pharmaceutical, device, food, cosmetic, and 
biotechnology industries;

(II) 3 shall be representatives of academic research organizations;

(III) 2 shall be representatives of patient or consumer advocacy organizations;

(IV) 1 shall be a representative of health care providers; and

(V) 4 shall be at-large members with expertise or experience relevant to the purpose of the 
Foundation.

(ii) aDDItIoNaL memBers.—The Board, through amendments to the bylaws of the Foundation, 
may provide that the number of voting members of the Board shall be a number (to be specified 
in such amendment) greater than 14. Any Board positions that are established by any such 
amendment shall be appointed (by majority vote) by the individuals who, as of the date of such 
amendment, are voting members of the Board and persons so appointed may represent any of the 
categories specified in subclauses (I) through (V) of clause (i), so long as no more than 30 percent 
of the total voting members of the Board (including members whose positions are established by 
such amendment) are representatives of the general pharmaceutical, device, food, cosmetic, and 
biotechnology industries.

(iii) reqUIremeNts. —

(I) eXpertIse. — The ex officio members, acting pursuant to clause (i), and the Board, acting 
pursuant to clause (ii), shall ensure the Board membership includes individuals with expertise 
in areas including the sciences of developing, manufacturing, and evaluating the safety and 
effectiveness of devices, including diagnostics, biologics, and drugs, and the safety of food, food 
ingredients, and cosmetics.

(II) feDeraL empLoyees. — No employee of the Federal Government shall be appointed as a 
member of the Board under this subparagraph or under paragraph (3)(B). For purposes of this 
section, the term “employee of the Federal Government” does not include a special Government 
employee, as that term is defined in section 202(a) of title 18, United States Code.

(D) INItIaL meetING. —

(i) IN GeNeraL. — Not later than 30 days after the date of the enactment of this subchapter, the Secretary 
shall convene a meeting of the ex officio members of the Board to —

(I) incorporate the Foundation; and

(II) appoint the members of the Board in accordance with subparagraph (C).

(ii) SERVICE OF Ex OFFICIO MEMBERS. — Upon the appointment of the members of the Board under 
clause (i)(II) —

(I) the terms of service of the Director of the Centers for Disease Control and Prevention and of the 
Director of the Agency for Healthcare Research and Quality as ex officio members of the Board 
shall terminate; and

(II) the Commissioner and the Director of the National Institutes of Health shall continue to serve as ex 
officio members of the Board, but shall be nonvoting members.

(iii) ChaIr. — The ex officio members of the Board under subparagraph (B) shall designate an 
appointed member of the Board to serve as the Chair of the Board.
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(2) DUtIes of BoarD. — The Board shall —

(A) establish bylaws for the Foundation that —

(i) are published in the Federal Register and available for public comment;

(ii) establish policies for the selection of the officers, employees, agents, and contractors of the Foundation;

(iii) establish policies, including ethical standards, for the acceptance, solicitation, and disposition of 
donations and grants to the Foundation and for the disposition of the assets of the Foundation, including 
appropriate limits on the ability of donors to designate, by stipulation or restriction, the use or recipient 
of donated funds;

(iv) establish policies that would subject all employees, fellows, and trainees of the Foundation to the 
conflict of interest standards under section 208 of title 18, United States Code;

(v) establish licensing, distribution, and publication policies that support the widest and least restrictive 
use by the public of information and inventions developed by the Foundation or with Foundation funds 
to carry out the duties described in paragraphs (6) and (7) of subsection (c), and may include charging 
cost-based fees for published material produced by the Foundation;

(vi) specify principles for the review of proposals and awarding of grants and contracts that include peer 
review and that are consistent with those of the Foundation for the National Institutes of Health, to the 
extent determined practicable and appropriate by the Board;

(vii) specify a cap on administrative expenses for recipients of a grant, contract, or cooperative  
agreement from the Foundation;

(viii) establish policies for the execution of memoranda of understanding and cooperative agreements 
between the Foundation and other entities, including the Food and Drug Administration;

(ix) establish policies for funding training fellowships, whether at the Foundation, academic or scientific 
institutions, or the Food and Drug Administration, for scientists, doctors, and other professionals who 
are not employees of regulated industry, to foster greater understanding of and expertise in new scientific 
tools, diagnostics, manufacturing techniques, and potential barriers to translating basic research into 
clinical and regulatory practice;

(x) specify a process for annual Board review of the operations of the Foundation; and

(xi) establish specific duties of the Executive Director;

(B) prioritize and provide overall direction to the activities of the Foundation;

(C) evaluate the performance of the Executive Director; and

(D) carry out any other necessary activities regarding the functioning of the Foundation.

(3) terms aND VaCaNCIes. —

(A) term. — The term of office of each member of the Board appointed under paragraph (1)(C)(i), and the 
term of office of any member of the Board whose position is established pursuant to paragraph (1)(C)(ii), 
shall be 4 years, except that —

(i) the terms of offices for the members of the Board initially appointed under paragraph (1)(C)(i) shall 
expire on a staggered basis as determined by the ex officio members; and

(ii) the terms of office for the per-sons initially appointed to positions established pursuant to paragraph 
(1) (C) (ii) may be made to expire on a staggered basis, as determined by the individuals who, as of the 
date of the amendment establishing such positions, are members of the Board.

(B) VaCaNCy. — Any vacancy in the membership of the Board —

(i) shall not affect the power of the remaining members to execute the duties of the Board; and

(ii) shall be filled by appointment by the appointed members described in paragraph (1)(C) by majority vote.

(C) partIaL term. — If a member of the Board does not serve the full term applicable under subparagraph 
(A), the individual appointed under subparagraph (B) to fill the resulting vacancy shall be appointed for the 
remainder of the term of the predecessor of the individual.

(D) serVING past term. — A member of the Board may continue to serve after the expiration of the term 
of the member until a successor is appointed.
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(4) CompeNsatIoN. — Members of the Board may not receive compensation for service on the Board. Such 
members may be reimbursed for travel, subsistence, and other necessary expenses incurred in carrying out the 
duties of the Board, as set forth in the bylaws issued by the Board.

(e) INCorporatIoN. — The ex officio members of the Board shall serve as incorporators and shall take whatever 
actions necessary to incorporate the Foundation.

(f) NoNprofIt statUs. — In carrying out subsection (b), the Board shall establish such policies and bylaws under 
subsection (d), and the Executive Director shall carry out such activities under subsection (g), as may be necessary to 
ensure that the Foundation maintains status as an organization that —

(1) is described in subsection (c)(3) of section 501 of the Internal Revenue Code of 1986; and

(2) is, under subsection (a) of such section, exempt from taxation.

(g) eXeCUtIVe DIreCtor. —

(1) IN GeNeraL. — The Board shall appoint an Executive Director who shall serve at the pleasure of the Board. 
The Executive Director shall be responsible for the day-to-day operations of the Foundation and shall have such 
specific duties and responsibilities as the Board shall prescribe.

(2) CompeNsatIoN. — The compensation of the Executive Director shall be fixed by the Board.

(h) aDmINIstratIVe powers. — In carrying out this subchapter, the Board, acting through the Executive Director, may—

(1) adopt, alter, and use a corporate seal, which shall be judicially noticed;

(2) hire, promote, compensate, and discharge 1 or more officers, employees, and agents, as may be necessary, 
and define their duties;

(3) prescribe the manner in which —

(A) real or personal property of the Foundation is acquired, held, and transferred;

(B) general operations of the Foundation are to be conducted; and

(C) the privileges granted to the Board by law are exercised and enjoyed;

(4) with the consent of the applicable executive department or independent agency, use the information, services, 
and facilities of such department or agencies in carrying out this section;

(5) enter into contracts with public and private organizations for the writing, editing, printing, and publishing of 
books and other material;

(6) hold, administer, invest, and spend any gift, devise, or bequest of real or personal property made to the 
Foundation under subsection (i);

(7) enter into such other contracts, leases, cooperative agreements, and other transactions as the Board considers 
appropriate to conduct the activities of the Foundation;

(8) modify or consent to the modification of any contract or agreement to which it is a party or in which it has 
an interest under this subchapter;

(9) take such action as may be necessary to obtain patents and licenses for devices and procedures developed by 
the Foundation and its employees;

(10) sue and be sued in its corporate name, and complain and defend in courts of competent jurisdiction;

(11) appoint other groups of advisors as may be determined necessary to carry out the functions of the Foundation; and

(12) exercise other powers as set forth in this section, and such other incidental powers as are necessary to carry 
out its powers, duties, and functions in accordance with this subchapter.

(i) aCCeptaNCe of fUNDs from other soUrCes. — The Executive Director may solicit and accept on behalf of 
the Foundation, any funds, gifts, grants, devises, or bequests of real or personal property made to the Foundation, 
including from private entities, for the purposes of carrying out the duties of the Foundation.

(j) serVICe of feDeraL empLoyees. — Federal Government employees may serve on committees advisory to the 
Foundation and otherwise cooperate with and assist the Foundation in carrying out its functions, so long as such 
employees do not direct or control Foundation activities.
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(k) DetaIL of GoVerNmeNt empLoyees; feLLowshIps. —

(1) DetaIL from feDeraL aGeNCIes. —

Federal Government employees may be detailed from Federal agencies with or without reimbursement 
to those agencies to the Foundation at any time, and such detail shall be without interruption or loss of 
civil service status or privilege. Each such employee shall abide by the statutory, regulatory, ethical, and 
procedural standards applicable to the employees of the agency from which such employee is detailed 
and those of the   Foundation.

(2) VoLUNtary serVICe; aCCeptaNCe of feDeraL empLoyees. —

(A) foUNDatIoN. — The Executive Director of the Foundation may accept the services of employees detailed 
from Federal agencies with or without reimbursement to those agencies.

(B) fooD aND DrUG aDmINIstratIoN. — The Commissioner may accept the uncompensated services 
of Foundation fellows or trainees. Such services shall be considered to be undertaking an activity under 
contract with the Secretary as described in section 708.

(l) aNNUaL reports. —

(1) reports to foUNDatIoN. — Any recipient of a grant, contract, fellowship, memorandum of understanding, 
or cooperative agreement from the Foundation under this section shall submit to the Foundation a report on an 
annual basis for the duration of such grant, contract, fellowship, memorandum of understanding, or cooperative 
agreement, that describes the activities carried out under such grant, contract, fellowship, memorandum of 
understanding, or cooperative agreement.

(2) report to CoNGress aND the FDA. — Beginning with fiscal year 2009, the Executive Director shall submit 
to Congress and the Commissioner an annual report that —

(A) describes the activities of the Foundation and the progress of the Foundation in furthering the goals and 
priorities established under subsection (c)(2), including the practical impact of the Foundation on regulated 
product development;

(B) provides a specific accounting of the source and use of all funds used by the Foundation to carry out 
such activities; and

(C) provides information on how the results of Foundation activities could be incorporated into the regulatory 
and product review activities of the Food and Drug Administration.

(m) separatIoN of fUNDs. — The Executive Director shall ensure that the funds received from the Treasury are 
managed as individual programmatic funds under subsection (i), according to best accounting practices.

(n) fUNDING. — From amounts appropriated to the Food and Drug Administration for each fiscal year, the 
Commissioner shall transfer not less than $500,000 and not more than $1,250,000, to the Foundation to carry out 
subsections (a), (b), and (d) through (m).

seC. 771. [379dd-1] LoCatIoN of foUNDatIoN.

The Foundation shall, if  practicable, be located not more than 20 miles from the District of Columbia.

seC. 772. [379dd-2] aCtIVItIes of tHe fooD aND DrUG aDmINIstratIoN.

(a) IN GeNeraL. — The Commissioner shall receive and assess the report submitted to the Commissioner by the 
Executive Director of the Foundation under section 770(l)(2).

(b) report to CoNGress. — Beginning with fiscal year 2009, the Commissioner shall submit to Congress an 
annual report summarizing the incorporation of the information provided by the Foundation in the report described 
under section 770(l) (2) and by other recipients of grants, contracts, memoranda of understanding, or cooperative 
agreements into regulatory and product review activities of the Food and Drug Administration.

(c) eXtramUraL GraNts. — The provisions of this subchapter and section 566 shall have no effect on any grant, 
contract, memorandum of understanding, or cooperative agreement between the Food and Drug Administration and 
any other entity entered into before, on, or after the date of the enactment of this subchapter.
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Chapter VIII — Imports and exports

seC. 801. [381] Imports and exports.

(a) The Secretary of the Treasury shall deliver to the Secretary of Health and Human Services, upon his request, 
samples of food, drugs, devices, tobacco products, and cosmetics which are being imported or offered for import into 
the United States, giving notice thereof to the owner or consignee, who may appear before the Secretary of Health 
and Human Services and have the right to introduce testimony. The Secretary of Health and Human Services shall 
furnish to the Secretary of the Treasury a list of establishments registered pursuant to subsection (i) of section 510 
or section 905(h) and shall request that if any drugs and devices manufactured, prepared, propagated, compounded, 
or processed in an establishment not so registered are imported or offered for import into the United States, samples 
of such drugs, devices, or tobacco products be delivered to the Secretary of Health and Human Services, with notice 
of such delivery to the owner or consignee, who may appear before the Secretary of Health and Human Services and 
have the right to introduce testimony. If such article is subject to a requirement under section 760 or 761 and if the 
Secretary has credible evidence or information indicating that the responsible person (as defined in such section 760 
or 761) has not complied with a requirement of such section 760 or 761 with respect to any such article, or has not 
allowed access to records described in such section 760 or 761, then such article shall be refused admission, except 
as provided in subsection (b) of this section. With respect to an article of food, if importation of such food is subject 
to, but not compliant with, the requirement under subsection (q) that such food be accompanied by a certification or 
other assurance that the food meets applicable requirements of this Act, then such article shall be refused admission. 
If it appears from the examination of such samples or otherwise that

(1) such article has been manufactured, processed, or packed under insanitary conditions or, in the case of a 
device, the methods used in, or the facilities or controls used for, the manufacture, packing, storage, or installation 
of the device do not conform to the requirements of section 520(f), or

(2) such article is forbidden or restricted in sale in the country in which it was produced or from which it was 
exported, or

(3) such article is adulterated, misbranded, or in violation of section 505 or the importer (as defined in section 
805) is in violation of such section 805, or prohibited from introduction or delivery for introduction into interstate 
commerce under Section 301(ll), or

(4) the recordkeeping requirements under section 204 of the FDA Food Safety Modernization Act (other than the 
requirements, under subsection (f) of such section) have not been complied with regarding such articles,

then such article shall be refused admission, except as provided in subsection (b) of this section. The Secretary of 
the Treasury shall cause the destruction of any such article refused admission unless such article is exported, under 
regulations prescribed by the Secretary of the Treasury, within ninety days of the date of notice of such refusal or 
within such additional time as may be permitted pursuant to such regulations, except that the Secretary of Health and 
Human Services may destroy, without the opportunity for export, any drug refused admission under this section, if 
such drug is valued at an amount that is $2,500 or less (or such higher amount as the Secretary of the Treasury may set 
by regulation pursuant to section 498(a)(1) of the Tariff Act of 1930 (19 U.S.C. 1498(a)(1)) and was not brought into 
compliance as described under subsection (b). The Secretary of Health and Human Services shall issue regulations 
providing for notice and an opportunity to appear before the Secretary of Health and Human Services and introduce 
testimony, as described in the first sentence of this subsection, on destruction of a drug under the sixth sentence of this 
subsection. The regulations shall provide that prior to destruction, appropriate due process is available to the owner 
or cosignee seeking to challenge the decision to destroy the drug. Where the Secretary of Health and Human Services 
provides notice and an opportunity to appear and introduce testimony on the destruction of a drug, the Secretary of 
Health and Human Services shall store and, as applicable, dispose of the drug after the issuance of the notice, except 
that the owner and cosignee shall remain liable for costs pursuant to subsection (c). Such process may be combined 
with the notice and opportunity to appear before the Secretary and introduce testimony, as described in the first 
sentence of this subsection, as long as appropriate notice is provided to the owner or cosignee. Clause (2) of the third 
sentence of this subsection shall not be construed to prohibit the admission of narcotic drugs the importation of which 
is permitted under the Controlled Substances Import and Export Act.

(b) Pending decision as to the admission of an article being imported or offered for import, the Secretary of the 
Treasury may authorize delivery of such article to the owner or consignee upon the execution by him of a good and 
sufficient bond providing for the payment of such liquidated damages in the event of default as may be required 
pursuant to regulations of the Secretary of the Treasury. If it appears to the Secretary of Health and Human Services

08_FDCA_08-09.indd   484 1/26/18   5:37 PM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 801 [381]

 STATUTORY SUPPLEMENT 485

that (1) an article included within the provisions of clause (3) of subsection (a) of this section can, by relabeling 
or other action, be brought into compliance with the Act or rendered other than a food, drug, device, or cosmetic, 
or (2) with respect to an article described in subsection (a) relating to the requirements of section 760 or 761, the 
responsible person (as defined in section 760 or 761) can take action that would assure that the responsible person is 
in compliance with section 760 or 761, as the case may be. Final determination as to admission of such article may 
be deferred and, upon filing of timely written application by the owner or consignee and the execution by him of a 
bond as provided in the preceding provisions of this subsection, the Secretary may, in accordance with regulations, 
authorize the applicant, or, with respect to Clause (2), the responsible person, to perform such relabeling or other 
action specified in such authorization (including destruction or export of rejected articles or portions thereof, as may 
be specified in the Secretary’s authorization). All such relabeling or other action pursuant to such authorization shall 
in accordance with regulations be under the supervision of an officer or employee of the Department of Health and 
Human Services designated by the Secretary, or an officer or employee of the Department of the Treasury designated 
by the Secretary of the Treasury.

(c) All expenses (including travel, per diem or subsistence, and salaries of officers or employees of the United States) 
in connection with the destruction provided for in subsection (a) of this section and the supervision of the relabeling 
or other action authorized under the provisions of subsection (b) of this section, the amount of such expenses to be 
determined in accordance with regulations, and all expenses in connection with the storage, cartage, or labor with 
respect to any article refused admission under subsection (a) of this section, shall be paid by the owner or consignee 
and, in default of such payment, shall constitute a lien against any future importations made by such owner or 
consignee.

(d) —

(1) 

(A) Except as provided in paragraph (2) and section 804, no drug subject to section 503(b) or composed 
wholly or partly of insulin which is manufactured in a State and exported may be imported into the United 
States unless the drug is imported by the manufacturer of the drug.

(B) Except as authorized by the Secretary in the case of a drug that appears on the drug shortage list 
under section 506E or in the case of importation pursuant to section 804, no drug that is subject to section 
503(b)(1) may be imported into the United States for commercial use if such drug is manufactured 
outside the United States, unless the manufacturer has authorized the drug to be marketed in the United 
States and has caused the drug to be labeled to be marketed in the United States.

(2) The Secretary may authorize the importation of a drug the importation of which is prohibited by paragraph 
(1) if the drug is required for emergency medical care.

(3) —

(A) Subject to subparagraph (B), no component of a drug, no component part or accessory of a device, 
or other article of device requiring further processing, which is ready or suitable for use for health-related 
purposes, and no article of a food additive, color additive, or dietary supplement, including a product in bulk 
form, shall be excluded from importation into the United States under subsection (a) if each of the following 
conditions is met:

(i) The importer of such article of a drug or device or importer of such article of a food additive, color 
additive, or dietary supplement submits to the Secretary, at the time of initial importation, a statement 
in accordance with the following:

(I) Such statement provides that such article is intended to be further processed by the initial owner 
or consignee, or incorporated by the initial owner or consignee, into a drug, biological product, 
device, food, food additive, color additive, or dietary supplement that will be exported by the initial 
owner or consignee from the United States in accordance with subsection (e) or section 802, or 
with section 351(h) of the Public Health Service Act.

(II) The statement identifies the manufacturer of such article and each processor, packer, distributor, 
or other entity that had possession of the article in the chain of possession of the article from the 
manufacturer to such importer of the article.

(III) The statement is accompanied by such certificates of analysis as are necessary to identify 
such article, unless the article is a device or is an article described in paragraph (4).

08_FDCA_08-09.indd   485 1/26/18   5:37 PM



§ 801 [381] Federal Food, Drug, and Cosmetic Act

486 FOOD AND DRUG LAW INSTITUTE

(ii) At the time of initial importation and before the delivery of such article to the importer or the initial 
owner or consignee, such owner or consignee executes a good and sufficient bond providing for the 
payment of such liquidated damages in the event of default as may be required pursuant to regulations 
of the Secretary of the Treasury.

(iii) Such article is used and exported by the initial owner or consignee in accordance with the intent 
described under clause (i)(I), except for any portions of the article that are destroyed.

(iv) The initial owner or consignee maintains records on the use or destruction of such article or portions 
thereof, as the case may be, and submits to the Secretary any such records requested by the Secretary.

(v) Upon request of the Secretary, the initial owner or consignee submits a report that provides an 
accounting of the exportation or destruction of such article or portions thereof, and the manner in which 
such owner or consignee complied with the requirements of this subparagraph.

(B) Notwithstanding subparagraph (A), the Secretary may refuse admission to an article that otherwise 
would be imported into the United States under such subparagraph if the Secretary determines that there is 
credible evidence or information indicating that such article is not intended to be further processed by the 
initial owner or consignee, or incorporated by the initial owner or consignee, into a drug, biological product, 
device, food, food additive, color additive, or dietary supplement that will be exported by the initial owner 
or consignee from the United States in accordance with subsection (e) or section 802, or with section 351(h) 
of the Public Health Service Act.

(C) This section may not be construed as affecting the responsibility of the Secretary to ensure that articles 
imported into the United States under authority of subparagraph (A) meet each of the conditions established 
in such subparagraph for importation.

(4) The importation into the United States of blood, blood components, source plasma, or source leukocytes or of 
a component, accessory, or part thereof is not permitted pursuant to paragraph (3) unless the importation complies 
with section 351(a) of the Public Health Service Act or the Secretary permits the importation under appropriate 
circumstances and conditions, as determined by the Secretary. The importation of tissue or a component or part 
of tissue is not permitted pursuant to paragraph (3) unless the importation complies with section 361 of the 
Public Health Service Act.

(e) —

(1) A food, drug, device, tobacco product or cosmetic intended for export shall not be deemed to be adulterated 
or misbranded under this Act, and a tobacco product intended for export shall not be deemed to be in violation 
of section 906(e), 907, 911, or 920(a), if it —

(A) accords to the specifications of the foreign purchaser,

(B) is not in conflict with the laws of the country to which it is intended for export,

(C) is labeled on the outside of the shipping package that it is intended for export, and

(D) is not sold or offered for sale in domestic commerce.

(2) Paragraph (1) does not apply to any device —

(A) which does not comply with an applicable requirement of section 514 or 515,

(B) which under section 520(g) is exempt from either such section, or

(C) which is a banned device under section 516,

unless, in addition to the requirements of paragraph (1), either

(i) the Secretary has determined that the exportation of the device is not contrary to public health and 
safety and has the approval of the country to which it is intended for export or

(ii) the device is eligible for export under section 802.

(3) A new animal drug that requires approval under section 512 shall not be exported pursuant to paragraph (1) 
if such drug has been banned in the United States.

(4) —

(A) Any person who exports a food, drug, animal drug, or device may request that the Secretary —
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(i) certify in writing that the exported food, drug, animal drug, or device meets the requirements of 
paragraph (1) or section 802; or

(ii) certify in writing that the food, drug, animal drug, or device being exported meets the applicable 
requirements of this Act upon a showing that the food, drug or device meets the applicable requirements 
of this Act.

The Secretary shall issue such a certification within 20 days of the receipt of a request for such certification.

(B) If the Secretary issues a written export certification within the 20 days prescribed by subparagraph (A), 
a fee for such certification may be charged but shall not exceed $175 for each certification. Fees collected 
for a fiscal year pursuant to this subparagraph shall be credited to the appropriation account for salaries and 
expenses of the Food and Drug Administration and shall be available in accordance with appropriations Acts 
until expended without fiscal year limitation. Such fees shall be collected in each fiscal year in an amount 
equal to the amount specified in appropriations Acts for such fiscal year and shall only be collected and 
available for the costs of the Food and Drug Administration.

(C) For purposes of this paragraph, a certification by the Secretary shall be made on such basis, and in such 
form (including a publicly available listing) as the Secretary determines appropriate.

(D) With regard to fees pursuant to subparagraph (B) in connection with written export certifications for 
food:

(i) Such fees shall be collected and available solely for the costs of the Food and Drug Administration 
associated with issuing such certifications.

(ii) Such fees may not be retained in an amount that exceeds such costs for the respective fiscal year.

(E) —

(i)—

(I) If the Secretary denies a request for certification under subparagraph (A)(ii) with respect to a 
device manufactured in an establishment (foreign or domestic) registered under section 510, the 
Secretary shall provide in writing to the person seeking such certification the basis for such denial, 
and specifically identify the finding upon which such denial is based.

(II) If the denial of a request as described in subclause (I) is based on grounds other than an 
injunction proceeding pursuant to section 302, seizure action pursuant to section 304, or a recall 
designated Class I or Class II pursuant to part 7, title 21, Code of Federal Regulations, and is based 
on the facility being out of compliance with part 820 of title 21, Code of Federal Regulations, 
the Secretary shall provide a substantive summary of the specific grounds for noncompliance 
identified by the Secretary.

(III) With respect to a device manufactured in an establishment that has received a report under 
section 704(b), the Secretary shall not deny a request for certification as described in subclause 
(I) with respect to a device based solely on the issuance of that report if the owner, operator, or 
agent in charge of such establishment has agreed to a plan of correction in response to such report.

(ii)—

(I) The Secretary shall provide a process for a person who is denied a certification as described in 
clause (i)(I) to request a review that conforms to the standards of section 517A(b).

(II) Notwithstanding any previous review conducted pursuant to subclause (I), a person who has 
been denied a certification as described in clause (i)(I) may at any time request a review in order to 
present new information relating to actions taken by such person to address the reasons identified 
by the Secretary for the denial of certification, including evidence that corrective actions are being 
or have been implemented to address grounds for noncompliance identified by the Secretary.

(III) Not later than 1 year after the date of enactment of the FDA Reauthorization Act of 2017, 
the Secretary shall issue guidance providing for a process to carry out this subparagraph. Not later 
than 1 year after the close of the comment period for such guidance, the Secretary shall issue final 
guidance.

(iii)—
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(I) Subject to subclause (II), this subparagraph applies to requests for certification on behalf of 
any device establishment registered under section 510, whether the establishment is located inside 
or outside of the United States, and regardless of whether such devices are to be exported from the 
United States.

(II) If an establishment described in subclause (I) is not located within the United States and does 
not demonstrate that the devices manufactured, prepared, propagated, compounded, or processed 
at such establishment are to be exported from the United States, this subparagraph shall apply only 
if—

(aa) the establishment has been inspected by the Secretary within 3 years of the date of the 
request; or

(bb) the establishment participates in an audit program in which the United States participates 
or the United States recognizes, an audit under such program has been conducted, and the 
findings of such audit are provided to the Secretary within 3 years of the date of the request.

(f) —

(1) If a drug (other than insulin, an antibiotic drug, an animal drug, or a drug exported under section 802) being 
exported in accordance with subsection (e) is being exported to a country that has different or additional labeling 
requirements or conditions for use and such country requires the drug to be labeled in accordance with those 
requirements or uses, such drug may be labeled in accordance with such requirements and conditions for use in 
the country to which such drug is being exported if it also is labeled in accordance with the requirements of this 
Act.

(2) If, pursuant to paragraph (1), the labeling of an exported drug includes conditions for use that have not been 
approved under this Act, the labeling must state that such conditions for use have not been approved under this 
Act. A drug exported under section 802 is exempt from this section.

(g) —

(1) With respect to a prescription drug being imported or offered for import into the United States, the Secretary, 
in the case of an individual who is not in the business of such importations, may not send a warning notice to the 
individual unless the following conditions are met:

(A) The notice specifies, as applicable to the importation of the drug, that the Secretary has made a 
determination that —

(i) importation is in violation of section 801(a) because the drug is or appears to be adulterated, 
misbranded, or in violation of section 505;

(ii) importation is in violation of section 801(a) because the drug is or appears to be forbidden or 
restricted in sale in the country in which it was produced or from which it was exported;

(iii) importation is or appears to be in violation of section 801(d)(1); or

(iv) importation otherwise is or appears to be in violation of Federal law.

(B) The notice does not specify any provision described in subparagraph (A) that is not applicable to the 
importation of the drug.

(C) The notice states the reasons underlying such determination by the Secretary, including a brief application 
to the principal facts involved of the provision of law described in subparagraph (A) that is the basis of the 
determination by the Secretary.

(2) For purposes of this section, the term “warning notice”, with respect to the importation of a drug, means a 
communication from the Secretary (written or otherwise) notifying a person, or clearly suggesting to the person, 
that importing the drug for personal use is, or appears to be, a violation of this Act.

(h) —

(1) The Secretary shall give high priority to increasing the number of inspections under this section for the 
purpose of enabling the Secretary to inspect food offered for import at ports of entry into the United States, with 
the greatest priority given to inspections to detect the intentional adulteration of food.

(2) The Secretary shall give high priority to making necessary improvements to the information management 
systems of the Food and Drug Administration that contain information related to foods imported or offered for 
import into the United States for purposes of improving the ability of the Secretary to allocate resources, detect 
the intentional adulteration of food, and facilitate the importation of food that is in compliance with this Act.
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(3) The Secretary shall improve linkages with other regulatory agencies of the Federal Government that share 
responsibility for food safety, and shall with respect to such safety improve linkages with the States and Indian 
tribes (as defined in section 4(e) of the Indian Self-Determination and Education Assistance Act (25 U.S.C. 
450b(e))).

(i) —

(1) For use in inspections of food under this section, the Secretary shall provide for research on the development 
of tests and sampling methodologies —

(A) whose purpose is to test food in order to rapidly detect the adulteration of the food, with the greatest 
priority given to detect the intentional adulteration of food; and

(B) whose results offer significant improvements over the available technology in terms of accuracy, timing, 
or costs.

(2) In providing for research under paragraph (1), the Secretary shall give priority to conducting research on the 
development of tests that are suitable for inspections of food at ports of entry into the United States.

(3) In providing for research under paragraph (1), the Secretary shall as appropriate coordinate with the 
Director of the Centers for Disease Control and Prevention, the Director of the National Institutes of Health, the 
Administrator of the Environmental Protection Agency, and the Secretary of Agriculture.

(4) The Secretary shall annually submit to the Committee on Energy and Commerce of the House of 
Representatives, and the Committee on Health, Education, Labor, and Pensions of the Senate, a report describing 
the progress made in research under paragraph (1), including progress regarding paragraph (2).

(j) —

(1) If an officer or qualified employee of the Food and Drug Administration has credible evidence or information 
indicating that an article of food presents a threat of serious adverse health consequences or death to humans or 
animals, and such officer or qualified employee is unable to inspect, examine, or investigate such article upon 
the article being offered for import at a port of entry into the United States, the officer or qualified employee 
shall request the Secretary of Treasury to hold the food at the port of entry for a reasonable period of time, not 
to exceed 24 hours, for the purpose of enabling the Secretary to inspect, examine, or investigate the article as 
appropriate.

(2) The Secretary shall request the Secretary of Treasury to remove an article held pursuant to paragraph (1) 
to a secure facility, as appropriate. During the period of time that such article is so held, the article shall not be 
transferred by any person from the port of entry into the United States for the article, or from the secure facility 
to which the article has been removed, as the case may be. Subsection (b) does not authorize the delivery of the 
article pursuant to the execution of a bond while the article is so held.

(3) An officer or qualified employee of the Food and Drug Administration may make a request under paragraph 
(1) only if the Secretary or an official designated by the Secretary approves the request. An official may not be so 
designated unless the official is the director of the district under this Act in which the article involved is located, 
or is an official senior to such director.

(4) With respect to an article of food for which a request under paragraph (1) is made, the Secretary, promptly 
after the request is made, shall notify the State in which the port of entry involved is located that the request has 
been made, and as applicable, that such article is being held under this subsection.

(k) —

(1) If an article of food is being imported or offered for import into the United States, and the importer, owner, 
or consignee of the article is a person who has been debarred under section 306(b)(3), such article shall be held 
at the port of entry for the article, and may not be delivered to such person. Subsection (b) does not authorize the 
delivery of the article pursuant to the execution of a bond while the article is so held. The article shall be removed 
to a secure facility, as appropriate. During the period of time that such article is so held, the article shall not be 
transferred by any person from the port of entry into the United States for the article, or from the secure facility 
to which the article has been removed, as the case may be.

(2) An article of food held under paragraph (1) may be delivered to a person who is not a debarred person under 
section 306(b)(3) if such person affirmatively establishes, at the expense of the person, that the article complies 
with the requirements of this Act, as determined by the Secretary.

(l) If an article of food is being imported or offered for import into the United States, and such article is from a foreign 
facility for which a registration has not been submitted to the Secretary under section 415 (or for which a registration 
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has been suspended under such section), such article shall be held at the port of entry for the article, and may not 
be delivered to the importer, owner, or consignee of the article, until the foreign facility is so registered. Subsection 
(b) does not authorize the delivery of the article pursuant to the execution of a bond while the article is so held. The 
article shall be removed to a secure facility, as appropriate. During the period of time that such article is so held, the 
article shall not be transferred by any person from the port of entry into the United States for the article, or from the 
secure facility to which the article has been removed, as the case may be.

(m) —

(1) In the case of an article of food that is being imported or offered for import into the United States, the 
Secretary, after consultation with the Secretary of the Treasury, shall by regulation require, for the purpose of 
enabling such article to be inspected at ports of entry into the United States, the submission to the Secretary of 
a notice providing the identity of each of the following: The article; the manufacturer and shipper of the article; 
if known within the specified period of time that notice is required to be provided, the grower of the article; the 
country from which the article originates; the country from which the article is shipped; any country to which 
the article has been refused entry; and the anticipated port of entry for the article. An article of food imported or 
offered for import without submission of such notice in accordance with the requirements under this paragraph 
shall be refused admission into the United States. Nothing in this section may be construed as a limitation on the 
port of entry for an article of food.

(2) —

(A) Regulations under paragraph (1) shall require that a notice under such paragraph be provided by a 
specified period of time in advance of the time of the importation of the article of food involved or the 
offering of the food for import, which period shall be no less than the minimum amount of time necessary 
for the Secretary to receive, review, and appropriately respond to such notification, but may not exceed 
five days. In determining the specified period of time required under this subparagraph, the Secretary may 
consider, but is not limited to consideration of, the effect on commerce of such period of time, the locations 
of the various ports of entry into the United States, the various modes of transportation, the types of food 
imported into the United States, and any other such consideration. Nothing in the preceding sentence may 
be construed as a limitation on the obligation of the Secretary to receive, review, and appropriately respond 
to any notice under paragraph (1).

(B) —

(i) If an article of food is being imported or offered for import into the United States and a notice under 
paragraph (1) is not provided in advance in accordance with the requirements under paragraph (1), such 
article shall be held at the port of entry for the article, and may not be delivered to the importer, owner, 
or consignee of the article, until such notice is submitted to the Secretary, and the Secretary examines 
the notice and determines that the notice is in accordance with the requirements under paragraph (1). 
Subsection (b) does not authorize the delivery of the article pursuant to the execution of a bond while 
the article is so held. The article shall be removed to a secure facility, as appropriate. During the period 
of time that such article is so held, the article shall not be transferred by any person from the port of 
entry into the United States for the article, or from the secure facility to which the article has been 
removed, as the case may be.

(ii) In carrying out clause (i) with respect to an article of food, the Secretary shall determine whether 
there is in the possession of the Secretary any credible evidence or information indicating that such 
article presents a threat of serious adverse health consequences or death to humans or animals.

(3) —

(A) This subsection may not be construed as limiting the authority of the Secretary to obtain information 
under any other provision of this Act.

(B) This subsection may not be construed as authorizing the Secretary to impose any requirements with 
respect to a food to the extent that it is within the exclusive jurisdiction of the Secretary of Agriculture 
pursuant to the Federal Meat Inspection Act (21 U.S.C. 601 et seq.), the Poultry Products Inspection Act (21 
U.S.C. 451 et seq.), or the Egg Products Inspection Act (21 U.S.C. 1031 et seq.).

(n) —
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(1) If a food has been refused admission under subsection (a), other than such a food that is required to be 
destroyed, the Secretary may require the owner or consignee of the food to affix to the container of the food a 
label that clearly and conspicuously bears the statement: “UnIted states: refUsed entry”.

(2) All expenses in connection with affixing a label under paragraph (1) shall be paid by the owner or consignee 
of the food involved, and in default of such payment, shall constitute a lien against future importations made by 
such owner or consignee.

(3) A requirement under paragraph (1) remains in effect until the Secretary determines that the food involved has 
been brought into compliance with this Act.

(o) If an article that is a device is being imported or offered for import into the United States, and the importer, 
owner, or consignee of such article does not, at the time of offering the article for import, submit to the Secretary a 
statement that identifies the registration under section 510(i) of each establishment that with respect to such article 
is required under such section to register with the Secretary, the article may be refused admission. If the article is 
refused admission for failure to submit such a statement, the article shall be held at the port of entry for the article, 
and may not be delivered to the importer, owner, or consignee of the article, until such a statement is submitted to the 
Secretary. Subsection (b) does not authorize the delivery of the article pursuant to the execution of a bond while the 
article is so held. The article shall be removed to a secure facility, as appropriate. During the period of time that such 
article is so held, the article shall not be transferred by any person from the port of entry into the United States for the 
article, or from the secure facility to which the article has been removed, as the case may be.

(p) —

(1) Not later than 36 months after the date of enactment of the Family Smoking Prevention and Tobacco Control 
Act, and annually thereafter, the Secretary shall submit to the Committee on Health, Education, Labor, and 
Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives, a report 
regarding —

(A) the nature, extent, and destination of United States tobacco product exports that do not conform to 
tobacco product standards established pursuant to this Act;

(B) the public health implications of such exports, including any evidence of a negative public health impact; 
and

(C) recommendations or assessments of policy alternatives available to Congress and the executive branch 
to reduce any negative public health impact caused by such exports.

(2) The Secretary is authorized to establish appropriate information disclosure requirements to carry out this 
subsection.

(q) CertIfICatIons ConCernIng Imported foods. —

(1) In general. — The Secretary may require, as a condition of granting admission to an article of food imported 
or offered for import into the United States, that an entity described in paragraph (3) provide a certification, or 
such other assurances as the Secretary determines appropriate, that the article of food complies with applicable 
requirements of this Act. Such certification or assurances may be provided in the form of shipment-specific 
certificates, a listing of certified facilities that manufacture, process, pack, or hold such food, or in such other 
form as the Secretary may specify.

(2) faCtors to Be ConsIdered In reqUIrIng CertIfICatIon. — The Secretary shall base the determination  
that an article of food is required to have a certification described in paragraph (1) on the risk of the food, 
including —

(A) known safety risks associated with the food;

(B) known food safety risks associated with the country, territory, or region of origin of the food;

(C) a finding by the Secretary, supported by scientific, risk-based evidence, that —

(i) the food safety programs, systems, and standards in the country, territory, or region of origin of 
the food are inadequate to ensure that the article of food is as safe as a similar article of food that is 
manufactured, processed, packed, or held in the United States in accordance with the requirements of 
this Act; and

(ii) the certification would assist the Secretary in determining whether to refuse or admit the article of 
food under subsection (a); and

(D) information submitted to the Secretary in accordance with the process established in paragraph (7).
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(3) CertIfyIng entItIes. — For purposes of paragraph (1), entities that shall provide the certification or 
assurances described in such paragraph are —

(A) an agency or a representative of the government of the country from which the article of food at issue 
originated, as designated by the Secretary; or

(B) such other persons or entities accredited pursuant to section 808 to provide such certification or 
assurance.

(4) renewal and refUsal of CertIfICatIons. — The Secretary may—

(A) require that any certification or other assurance provided by an entity specified in paragraph (2) be 
renewed by such entity at such times as the Secretary determines appropriate; and

(B) refuse to accept any certification or assurance if the Secretary determines that such certification or 
assurance is not valid or reliable.

(5) eleCtronIC sUBmIssIon. — The Secretary shall provide for the electronic submission of certifications under 
this subsection.

(6) false statements. — Any statement or representation made by an entity described in paragraph (2) to the 
Secretary shall be subject to section 1001 of title 18, United States Code.

(7) assessment of food safety Programs, systems, and standards. — If the Secretary determines that the 
food safety programs, systems, and standards in a foreign region, country, or territory are inadequate to ensure 
that an article of food is as safe as a similar article of food that is manufactured, processed, packed, or held in 
the United States in accordance with the requirements of this Act, the Secretary shall, to the extent practicable, 
identify such inadequacies and establish a process by which the foreign region, country, or territory may inform 
the Secretary of improvements made to such food safety program, system, or standard and demonstrate that those 
controls are adequate to ensure that an article of food is as safe as a similar article of food that is manufactured, 
processed, packed, or held in the United States in accordance with the requirements of this Act.

(r) —

(1) The Secretary may require, pursuant to the regulations promulgated under paragraph (4)(A), as a condition of 
granting admission to a drug imported or offered for import into the United States, that the importer electronically 
submit information demonstrating that the drug complies with applicable requirements of this Act.

(2) The information described under paragraph (1) may include —

(A) information demonstrating the regulatory status of the drug, such as the new drug application, abbreviated 
new drug application, or investigational new drug or drug master file number;

(B) facility information, such as proof of registration and the unique facility identifier;

(C) indication of compliance with current good manufacturing practice, testing results, certifications 
relating to satisfactory inspections, and compliance with the country of export regulations; and

(D) any other information deemed necessary and appropriate by the Secretary to assess compliance of the 
article being offered for import.

(3) Information requirements referred to in paragraph (2)(C) may, at the discretion of the Secretary, be satisfied 
—

(A) through representation by a foreign government, if an inspection is conducted by a foreign government 
using standards and practices as determined appropriate by the Secretary;

(B) through representation by a foreign government or an agency of a foreign government recognized under 
section 809; or

(C) other appropriate documentation or evidence as described by the Secretary.

(4) —

(A) Not later than 18 months after the date of enactment of the Food and Drug Administration Safety and 
Innovation Act, the Secretary shall adopt final regulations implementing this subsection. Such requirements 
shall be appropriate for the type of import, such as whether the drug is for import into the United States for 
use in preclinical research or in a clinical investigation under an investigational new drug exemption under 
505(i).
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(B) In promulgating the regulations under subparagraph (A), the Secretary —

(i) may, as appropriate, take into account differences among importers and types of imports, and, based 
on the level of risk posed by the imported drug, provide for expedited clearance for those importers that 
volunteer to participate in partnership programs for highly compliant companies and pass a review of 
internal controls, including sourcing of foreign manufacturing inputs, and plant inspections; and

(ii) shall —

(I) issue a notice of proposed rulemaking that includes the proposed regulation;

(II) provide a period of not less than 60 days for comments on the proposed regulation; and

(III) publish the final regulation not less than 30 days before the effective date of the regulation.

(C) Notwithstanding any other provision of law, the Secretary shall promulgate regulations implementing 
this subsection only as described in subparagraph (B).

(s) regIstratIon of CommerCIal Importers. —

(1) regIstratIon. — The Secretary shall require a commercial importer of drugs —

(A) to be registered with the Secretary in a form and manner specified by the Secretary; and

(B) subject to paragraph (4), to submit, at the time of registration, a unique identifier for the principal place 
of business for which the importer is required to register under this subsection.

(2) regUlatIons. —

(A) In general. — The Secretary, in consultation with the Secretary of Homeland Security acting through 
U.S. Customs and Border Protection, shall promulgate regulations to establish good importer practices that 
specify the measures an importer shall take to ensure imported drugs are in compliance with the requirements 
of this Act and the Public Health Service Act.

(B) ProCedUre. — In promulgating a regulation under subparagraph (A), the Secretary shall —

(i) issue a notice of proposed rulemaking that includes the proposed regulation;

(ii) provide a period of not less than 60 days for comments on the proposed regulation; and

(iii) publish the final regulation not less than 30 days before the regulation’s effective date.

(C) restrICtIons. — Notwithstanding any other provision of Federal law, in implementing this subsection, 
the Secretary shall only promulgate regulations as described in subparagraph (B).

(D) effeCtIVe date.— In establishing the effective date of the regulations under subparagraph (A), the 
Secretary shall, in consultation with the Secretary of Homeland Security acting through U.S. Customs and 
Border Protection, as determined appropriate by the Secretary of Health and Human Services, provide a 
reasonable period of time for an importer of a drug to comply with good importer practices, taking into 
account differences among importers and types of imports, including based on the level of risk posed by the 
imported product.

(3) dIsContInUanCe of regIstratIon. — The Secretary shall discontinue the registration of any commercial 
importer of drugs that fails to comply with the regulations promulgated under this subsection.

(4) UnIqUe faCIlIty IdentIfIer. — The Secretary shall specify the unique facility identifier system that shall be 
used by registrants under paragraph (1). The requirement to include a unique facility identifier in a registration 
under paragraph (1) shall not apply until the date that the identifier system is specified by the Secretary under 
the preceding sentence.

(5) exemptIons. — The Secretary, by notice in the Federal Register, may establish exemptions from the 
requirements of this subsection.

seC. 802. [382] exports of CertaIn UnapproVed prodUCts.

(a) A drug or device —

(1) which, in the case of a drug —

(A) —

(i) requires approval by the Secretary under section 505 before such drug may be introduced or delivered 
for introduction into interstate commerce; or
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(ii) requires licensing by the Secretary under section 351 of the Public Health Service Act or by the 
Secretary of Agriculture under the Act of March 4, 1913 (known as the Virus-Serum Toxin Act) before it 
may be introduced or delivered for introduction into interstate commerce;

(B) does not have such approval or license; and

(C) is not exempt from such sections or Act; and

(2) which, in the case of a device —

(A) does not comply with an applicable requirement under section 514 or 515;

(B) under section 520(g) is exempt from either such section; or

(C) is a banned device under section 516, is adulterated, misbranded, and in violation of such sections 
or Act unless the export of the drug or device is, except as provided in subsection (f), authorized under 
subsection (b), (c), (d), or (e) or section 801(e)(2). If a drug or device described in paragraphs (1) and (2) 
may be exported under subsection (b) and if an application for such drug or device under section 505 or 515 
or section 351 of the Public Health Service Act was disapproved, the Secretary shall notify the appropriate 
public health official of the country to which such drug will be exported of such disapproval.

(b) —

(1) —

(A) A drug or device described in subsection (a) may be exported to any country, if the drug or device 
complies with the laws of that country and has valid marketing authorization by the appropriate authority —

(i) in Australia, Canada, Israel, Japan, New Zealand, Switzerland, or South Africa; or

(ii) in the European Union or a country in the European Economic Area (the countries in the European 
Union and the European Free Trade Association) if the drug or device is marketed in that country or the 
drug or device is authorized for general marketing in the European Economic Area.

(B) The Secretary may designate an additional country to be included in the list of countries described in 
clauses (i) and (ii) of subparagraph (A) if all of the following requirements are met in such country:

(i) Statutory or regulatory requirements which require the review of drugs and devices for safety and 
effectiveness by an entity of the government of such country and which authorize the approval of only 
those drugs and devices which have been determined to be safe and effective by experts employed by or 
acting on behalf of such entity and qualified by scientific training and experience to evaluate the safety 
and effectiveness of drugs and devices on the basis of adequate and well-controlled investigations, 
including clinical investigations, conducted by experts qualified by scientific training and experience 
to evaluate the safety and effectiveness of drugs and devices.

(ii) Statutory or regulatory requirements that the methods used in, and the facilities and controls used 
for —

(I) the manufacture, processing, and packing of drugs in the country are adequate to preserve their 
identity, quality, purity, and strength; and

(II) the manufacture, preproduction design validation, packing, storage, and installation of a device 
are adequate to assure that the device will be safe and effective.

(iii) Statutory or regulatory requirements for the reporting of adverse reactions to drugs and devices 
and procedures to withdraw approval and remove drugs and devices found not to be safe or effective.

(iv) Statutory or regulatory requirements that the labeling and promotion of drugs and devices must be 
in accordance with the approval of the drug or device.

(v) The valid marketing authorization system in such country or countries is equivalent to the systems 
in the countries described in clauses (i) and (ii) of subparagraph (A).

The Secretary shall not delegate the authority granted under this subparagraph.

(C) An appropriate country official, manufacturer, or exporter may request the Secretary to take action 
under subparagraph (B) to designate an additional country or countries to be added to the list of countries 
described in clauses (i) and (ii) of subparagraph (A) by submitting documentation to the Secretary in support 
of such designation. Any person other than a country requesting such designation shall include, along with 
the request, a letter from the country indicating the desire of such country to be designated.
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(2) A drug described in subsection (a) may be directly exported to a country which is not listed in clause (i) or

(ii) of paragraph (1)(A) if —

(A) the drug complies with the laws of that country and has valid marketing authorization by the responsible 
authority in that country; and

(B) the Secretary determines that all of the following requirements are met in that country:

(i) Statutory or regulatory requirements which require the review of drugs for safety and effectiveness by 
an entity of the government of such country and which authorize the approval of only those drugs which 
have been determined to be safe and effective by experts employed by or acting on behalf of such entity 
and qualified by scientific training and experience to evaluate the safety and effectiveness of drugs on 
the basis of adequate and well-controlled investigations, including clinical investigations, conducted by 
experts qualified by scientific training and experience to evaluate the safety and effectiveness of drugs.

(ii) Statutory or regulatory requirements that the methods used in, and the facilities and controls used 
for the manufacture, processing, and packing of drugs in the country are adequate to preserve their 
identity, quality, purity, and strength.

(iii) Statutory or regulatory requirements for the reporting of adverse reactions to drugs and procedures 
to withdraw approval and remove drugs found not to be safe or effective.

(iv) Statutory or regulatory requirements that the labeling and promotion of drugs must be in accordance 
with the approval of the drug.

(3) The exporter of a drug described in subsection (a) which would not meet the conditions for approval under 
this Act or conditions for approval of a country described in clause (i) or (ii) of paragraph (1)(A) may petition 
the Secretary for authorization to export such drug to a country which is not described in clause (i) or (ii) of 
paragraph (1)(A) or which is not described in paragraph (2). The Secretary shall permit such export if —

(A) the person exporting the drug —

(i) certifies that the drug would not meet the conditions for approval under this Act or the conditions for 
approval of a country described in clause (i) or (ii) of paragraph (1)(A); and

(ii) provides the Secretary with credible scientific evidence, acceptable to the Secretary, that the drug 
would be safe and effective under the conditions of use in the country to which it is being exported; and

(B) the appropriate health authority in the country to which the drug is being exported —

(i) requests approval of the export of the drug to such country;

(ii) certifies that the health authority understands that the drug is not approved under this Act or in a 
country described in clause (i) or (ii) of paragraph (1)(A); and

(iii) concurs that the scientific evidence provided pursuant to subparagraph (A) is credible scientific 
evidence that the drug would be reasonably safe and effective in such country.

The Secretary shall take action on a request for export of a drug under this paragraph within 60 days of receiving 
such request.

(c) A drug or device intended for investigational use in any country described in clause (i) or (ii) of subsection (b)(1)
(A) may be exported in accordance with the laws of that country and shall be exempt from regulation under section 
505(i) or 520(g).

(d) A drug or device intended for formulation, filling, packaging, labeling, or further processing in anticipation of 
market authorization in any country described in clause (i) or (ii) of subsection (b)(1)(A) may be exported for use in 
accordance with the laws of that country.

(e) —

(1) A drug or device which is used in the diagnosis, prevention, or treatment of a tropical disease or another 
disease not of significant prevalence in the United States and which does not otherwise qualify for export under 
this section shall, upon approval of an application, be permitted to be exported if the Secretary finds that the 
drug or device will not expose patients in such country to an unreasonable risk of illness or injury and the 
probable benefit to health from the use of the drug or device (under conditions of use prescribed, recommended, 
or suggested in the labeling or proposed labeling of the drug or device) outweighs the risk of injury or illness 
from its use, taking into account the probable risks and benefits of currently available drug or device treatment.
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(2) The holder of an approved application for the export of a drug or device under this subsection shall report to 
the Secretary —

(A) the receipt of any credible information indicating that the drug or device is being or may have been 
exported from a country for which the Secretary made a finding under paragraph (1)(A) to a country for 
which the Secretary cannot make such a finding; and

(B) the receipt of any information indicating adverse reactions to such drug.

(3) —

(A) If the Secretary determines that —

(i) a drug or device for which an application is approved under paragraph (1) does not continue to meet 
the requirements of such paragraph; or

(ii) the holder of an approved application under paragraph (1) has not made the report required by 
paragraph (2),

the Secretary may, after providing the holder of the application an opportunity for an informal hearing, 
withdraw the approved application.

(B) If the Secretary determines that the holder of an approved application under paragraph (1) or an importer 
is exporting a drug or device from the United States to an importer and such importer is exporting the drug 
or device to a country for which the Secretary cannot make a finding under paragraph (1) and such export 
presents an imminent hazard, the Secretary shall immediately prohibit the export of the drug or device to 
such importer, provide the person exporting the drug or device from the United States prompt notice of the 
prohibition, and afford such person an opportunity for an expedited hearing.

(f) A drug or device may not be exported under this section —

(1) if the drug or device is not manufactured, processed, packaged, and held in substantial conformity with 
current good manufacturing practice requirements or does not meet international standards as certified by an 
international standards organization recognized by the Secretary;

(2) if the drug or device is adulterated under clause (1), (2)(A), or (3) of section 501(a) or subsection (c) or (d) 
of section 501;

(3) if the requirements of subparagraphs (A) through (D) of section 801(e)(1) have not been met;

(4) —

(A) if the drug or device is the subject of a notice by the Secretary or the Secretary of Agriculture of a 
determination that the probability of reimportation of the exported drug or device would present an imminent 
hazard to the public health and safety of the United States and the only means of limiting the hazard is to 
prohibit the export of the drug or device; or

(B) if the drug or device presents an imminent hazard to the public health of the country to which the drug 
or device would be exported;

(5) if the labeling of the drug or device is not —

(A) in accordance with the requirements and conditions for use in —

(i) the country in which the drug or device received valid marketing authorization under subsection (b); 
and

(ii) the country to which the drug or device would be exported; and

(B) in the language and units of measurement of the country to which the drug or device would be exported 
or in the language designated by such country; or

(6) if the drug or device is not promoted in accordance with the labeling requirements set forth in paragraph (5).

In making a finding under paragraph (4)(B), (5), or (6) the Secretary shall consult with the appropriate public health 
official in the affected country.

(g) The exporter of a drug or device exported under subsection (b)(1) shall provide a simple notification to the 
Secretary identifying the drug or device when the exporter first begins to export such drug or device to any country 
listed in clause (i) or (ii) of subsection (b)(1)(A). When an exporter of a drug or device first begins to export a drug or 
device to a country which is not listed in clause (i) or (ii) of subsection (b)(1)(A), the exporter shall provide a simple 
notification to the Secretary identifying the drug or device and the country to which such drug or device is being 
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exported. Any exporter of a drug or device shall maintain records of all drugs or devices exported and the countries 
to which they were exported.

(h) For purposes of this section —

(1) a reference to the Secretary shall in the case of a biological product which is required to be licensed under 
the Act of March 4, 1913 (37 Stat. 832-833) (commonly known as the Virus-Serum Toxin Act) be considered to 
be a reference to the Secretary of Agriculture, and

(2) the term “drug” includes drugs for human use as well as biologicals under section 351 of the Public Health 
Service Act or the Act of March 4, 1913 (37 Stat. 832-833) (commonly known as the Virus-Serum Toxin Act).

(i) Insulin and antibiotic drugs may be exported without regard to the requirements in this section if the insulin and 
antibiotic drugs meet the requirements of section 801(e)(1).

seC. 803. [383] offICe of InternatIonal relatIons.

(a) There is established in the Department of Health and Human Services an Office of International Relations.

(b) In carrying out the functions of the office under subsection (a), the Secretary may enter into agreements with 
foreign countries to facilitate commerce in devices between the United States and such countries consistent with the 
requirements of this Act. In such agreements, the Secretary shall encourage the mutual recognition of —

(1) good manufacturing practice regulations promulgated under section 520(f), and

(2) other regulations and testing protocols as the Secretary determines to be appropriate.

(c) —

(1) The Secretary shall support the Office of the United States Trade Representative, in consultation with the 
Secretary of Commerce, in meetings with representatives of other countries to discuss methods and approaches 
to reduce the burden of regulation and harmonize regulatory requirements if the Secretary determines that such 
harmonization continues consumer protections consistent with the purposes of this Act.

(2) The Secretary shall support the Office of the United States Trade Representative, in consultation with the 
Secretary of Commerce, in efforts to move toward the acceptance of mutual recognition agreements relating to 
the regulation of drugs, biological products, devices, foods, food additives, and color additives, and the regulation 
of good manufacturing practices, between the European Union and the United States.

(3) —

(A) The Secretary shall regularly participate in meetings with representatives of other foreign governments 
to discuss and reach agreement on methods and approaches to harmonize regulatory requirements.

(B) In carrying out subparagraph (A), the Secretary may participate in appropriate fora, including the 
International Medical Device Regulators Forum, and may —

(i) provide guidance to such fora on strategies, policies, directions, membership, and other activities of 
a forum as appropriate;

(ii) to the extent appropriate, solicit, review, and consider comments from industry, academia, health 
care professionals, and patient groups regarding the activities of such fora; and

(iii) to the extent appropriate, inform the public of the Secretary’s activities within such fora, and share 
with the public any documentation relating to a forum’s strategies, policies, and other activities of such 
fora.

(4) With respect to devices, the Secretary may, when appropriate, enter into arrangements with nations regarding 
methods and approaches to harmonizing regulatory requirements for activities, including inspections and 
common international labeling symbols.

(5) Paragraphs (1) through (4) shall not apply with respect to products defined in section 201(ff).

seC. 804. [384] ImportatIon of presCrIptIon drUgs.

(a) defInItIons. — In this section:

(1) Importer. — The term “importer” means a pharmacist or wholesaler.
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(2) PharmaCIst. — The term “pharmacist” means a person licensed by a State to practice pharmacy, including 
the dispensing and selling of prescription drugs.

(3) PresCrIptIon drUg. — The term “prescription drug” means a drug subject to section 503(b), other than —

(A) a controlled substance (as defined in section 102 of the Controlled Substances Act (21 U.S.C. 802));

(B) a biological product (as defined in section 351 of the Public Health Service Act (42 U.S.C. 262));

(C) an infused drug (including a peritoneal dialysis solution);

(D) an intravenously injected drug;

(E) a drug that is inhaled during surgery; or

(F) a drug which is a parenteral drug, the importation of which pursuant to subsection (b) is determined by 
the Secretary to pose a threat to the public health, in which case section 801(d)(1) shall continue to apply.

(4) QUalIfyIng laBoratory. — The term “qualifying laboratory” means a laboratory in the United States that 
has been approved by the Secretary for the purposes of this section.

(5) wholesaler. —

(A) In general. — The term “wholesaler” means a person licensed as a wholesaler or distributor of 
prescription drugs in the United States under section 503(e)(2)(a).

(B) exClUsIon. — The term “wholesaler” does not include a person authorized to import drugs under 
section 801(d)(1).

(b) regUlatIons. — The Secretary, after consultation with the United States Trade Representative and the 
Commissioner of Customs, shall promulgate regulations permitting pharmacists and wholesalers to import 
prescription drugs from Canada into the United States.

(c) lImItatIon. — The regulations under subsection (b) shall —

(1) require that safeguards be in place to ensure that each prescription drug imported under the regulations 
complies with section 505 (including with respect to being safe and effective for the intended use of the 
prescription drug), with sections 501 and 502, and with other applicable requirements of this Act;

(2) require that an importer of a prescription drug under the regulations comply with subsections (d)(1) and (e); 
and

(3) contain any additional provisions determined by the Secretary to be appropriate as a safeguard to protect the 
public health or as a means to facilitate the importation of prescription drugs.

(d) InformatIon and reCords. —

(1) In general. — The regulations under subsection (b) shall require an importer of a prescription drug under 
subsection (b) to submit to the Secretary the following information and documentation:

(A) The name and quantity of the active ingredient of the prescription drug.

(B) A description of the dosage form of the prescription drug.

(C) The date on which the prescription drug is shipped.

(D) The quantity of the prescription drug that is shipped.

(E) The point of origin and destination of the prescription drug.

(F) The price paid by the importer for the prescription drug.

(G) Documentation from the foreign seller specifying —

(i) the original source of the prescription drug; and

(ii) the quantity of each lot of the prescription drug originally received by the seller from that source.

(H) The lot or control number assigned to the prescription drug by the manufacturer of the prescription drug.

(I) The name, address, telephone number, and professional license number (if any) of the importer.

(J) —

(i) In the case of a prescription drug that is shipped directly from the first foreign recipient of the 
prescription drug from the manufacturer:
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(I) Documentation demonstrating that the prescription drug was received by the recipient from the 
manufacturer and subsequently shipped by the first foreign recipient to the importer.

(II) Documentation of the quantity of each lot of the prescription drug received by the first foreign 
recipient demonstrating that the quantity being imported into the United States is not more than the 
quantity that was received by the first foreign recipient.

(III) —

(aa) In the case of an initial imported shipment, documentation demonstrating that each batch 
of the prescription drug in the shipment was statistically sampled and tested for authenticity 
and degradation.

(bb) In the case of any subsequent shipment, documentation demonstrating that a statistically 
valid sample of the shipment was tested for authenticity and degradation.

(ii) In the case of a prescription drug that is not shipped directly from the first foreign recipient of the 
prescription drug from the manufacturer, documentation demonstrating that each batch in each shipment 
offered for importation into the United States was statistically sampled and tested for authenticity and 
degradation.

(K) Certification from the importer or manufacturer of the prescription drug that the prescription drug —

(i) is approved for marketing in the United States and is not adulterated or misbranded; and

(ii) meets all labeling requirements under this Act.

(L) Laboratory records, including complete data derived from all tests necessary to ensure that the 
prescription drug is in compliance with established specifications and standards.

(M) Documentation demonstrating that the testing required by subparagraphs (J) and (L) was conducted at 
a qualifying laboratory.

(N) Any other information that the Secretary determines is necessary to ensure the protection of the public 
health.

(2) maIntenanCe By the seCretary. — The Secretary shall maintain information and documentation submitted 
under paragraph (1) for such period of time as the Secretary determines to be necessary.

(e) testIng. — The regulations under subsection (b) shall require —

(1) that testing described in subparagraphs (J) and (L) of subsection (d)(1) be conducted by the importer or by 
the manufacturer of the prescription drug at a qualified laboratory;

(2) if the tests are conducted by the importer —

(A) that information needed to —

(i) authenticate the prescription drug being tested; and

(ii) confirm that the labeling of the prescription drug complies with labeling requirements under this 
Act;

be supplied by the manufacturer of the prescription drug to the pharmacist or wholesaler; and

(B) that the information supplied under subparagraph (A) be kept in strict confidence and used only for 
purposes of testing or otherwise complying with this Act; and

(3) may include such additional provisions as the Secretary determines to be appropriate to provide for the 
protection of trade secrets and commercial or financial information that is privileged or confidential.

(f) regIstratIon of foreIgn sellers. — Any establishment within Canada engaged in the distribution of a 
prescription drug that is imported or offered for importation into the United States shall register with the Secretary 
the name and place of business of the establishment and the name of the United States agent for the establishment.

(g) sUspensIon of ImportatIon. — The Secretary shall require that importations of a specific prescription drug 
or importations by a specific importer under subsection (b) be immediately suspended on discovery of a pattern of 
importation of that specific prescription drug or by that specific importer of drugs that are counterfeit or in violation 
of any requirement under this section, until an investigation is completed and the Secretary determines that the public 
is adequately protected from counterfeit and violative prescription drugs being imported under subsection (b).

(h) approVed laBelIng. — The manufacturer of a prescription drug shall provide an importer written authorization 
for the importer to use, at no cost, the approved labeling for the prescription drug.
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(i) CharItaBle ContrIBUtIons. — Notwithstanding any other provision of this section, section 801(d)(1) continues 
to apply to a prescription drug that is donated or otherwise supplied at no charge by the manufacturer of the drug to a 
charitable or humanitarian organization (including the United Nations and affiliates) or to a government of a foreign 
country.

(j) waIVer aUthorIty for ImportatIon By IndIVIdUals. —

(1) deClaratIons. — Congress declares that in the enforcement against individuals of the prohibition of 
importation of prescription drugs and devices, the Secretary should —

(A) focus enforcement on cases in which the importation by an individual poses a significant threat to public 
health; and

(B) exercise discretion to permit individuals to make such importations in circumstances in which —

(i) the importation is clearly for personal use; and

(ii) the prescription drug or device imported does not appear to present an unreasonable risk to the 
individual.

(2) waIVer aUthorIty. —

(A) In general. — The Secretary may grant to individuals, by regulation or on a case-by-case basis, a 
waiver of the prohibition of importation of a prescription drug or device or class of prescription drugs or 
devices, under such conditions as the Secretary determines to be appropriate.

(B) gUIdanCe on Case-By-Case WaIVers. — The Secretary shall publish, and update as necessary, guidance 
that accurately describes circumstances in which the Secretary will consistently grant waivers on a case-
by-case basis under subparagraph (A), so that individuals may know with the greatest practicable degree of 
certainty whether a particular importation for personal use will be permitted.

(3) drUgs Imported from Canada. — In particular, the Secretary shall by regulation grant individuals a waiver 
to permit individuals to import into the United States a prescription drug that —

(A) is imported from a licensed pharmacy for personal use by an individual, not for resale, in quantities that 
do not exceed a 90-day supply;

(B) is accompanied by a copy of a valid prescription;

(C) is imported from Canada, from a seller registered with the Secretary;

(D) is a prescription drug approved by the Secretary under chapter V;

(E) is in the form of a final finished dosage that was manufactured in an establishment registered under 
section 510; and

(F) is imported under such other conditions as the Secretary determines to be necessary to ensure public 
safety.

(k) ConstrUCtIon. — Nothing in this section limits the authority of the Secretary relating to the importation of 
prescription drugs, other than with respect to section 801(d)(1) as provided in this section.

(l) effeCtIVeness of seCtIon. —

(1) CommenCement of program. — This section shall become effective only if the Secretary certifies to the 
Congress that the implementation of this section will —

(A) pose no additional risk to the public’s health and safety; and

(B) result in a significant reduction in the cost of covered products to the American consumer.

(2) termInatIon of program. —

(A) In general. — If, after the date that is 1 year after the effective date of the regulations under subsection 
(b) and before the date that is 18 months after the effective date, the Secretary submits to Congress a 
certification that, in the opinion of the Secretary, based on substantial evidence obtained after the effective 
date, the benefits of implementation of this section do not outweigh any detriment of implementation of 
this section, this section shall cease to be effective as of the date that is 30 days after the date on which the 
Secretary submits the certification.

(B) proCedUre. — The Secretary shall not submit a certification under subparagraph (A) unless, after a 
hearing on the record under sections 556 and 557 of title 5, United States Code, the Secretary —
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(i) —

(I) determines that it is more likely than not that implementation of this section would result in an 
increase in the risk to the public health and safety;

(II) identifies specifically, in qualitative and quantitative terms, the nature of the increased risk;

(III) identifies specifically the causes of the increased risk; and

(IV) —

(aa) considers whether any measures can be taken to avoid, reduce, or mitigate the increased 
risk; and

(bb) if the Secretary determines that any measures described in item (aa) would require 
additional statutory authority, submits to Congress a report describing the legislation that 
would be required;

(ii) identifies specifically, in qualitative and quantitative terms, the benefits that would result from 
implementation of this section (including the benefit of reductions in the cost of covered products to 
consumers in the United States, allowing consumers to procure needed medication that consumers 
might not otherwise be able to procure without foregoing other necessities of life); and

(iii) —

(I) compares in specific terms the detriment identified under clause (i) with the benefits identified 
under clause (ii); and

(II) determines that the benefits do not outweigh the detriment.

(m) aUthorIzatIon of approprIatIons. — There are authorized to be appropriated such sums as are necessary to 
carry out this section.

seC. 805. [384a] foreIgn sUpplIer VerIfICatIon program.

(a) In general. —

(1) VerIfICatIon reqUIrement. — Except as provided under subsections (e) and (f), each importer shall 
perform risk-based foreign supplier verification activities for the purpose of verifying that the food imported by 
the importer or agent of an importer is —

(A) produced in compliance with the requirements of section 418 or section 419, as appropriate; and

(B) is not adulterated under section 402 or misbranded under section 403(w).

(2) Importer defIned. — For purposes of this section, the term “importer” means, with respect to an article of 
food —

(A) the United States owner or consignee of the article of food at the time of entry of such article into the 
United States; or

(B) in the case when there is no United States owner or consignee as described in subparagraph (A), the 
United States agent or representative of a foreign owner or consignee of the article of food at the time of 
entry of such article into the United States.

(b) gUIdanCe. — Not later than 1 year after the date of enactment of the FDA Food Safety Modernization Act, the 
Secretary shall issue guidance to assist importers in developing foreign supplier verification programs.

(c) regUlatIons. —

(1) In general. — Not later than 1 year after the date of enactment of the FDA Food Safety Modernization Act, 
the Secretary shall promulgate regulations to provide for the content of the foreign supplier verification program 
established under subsection (a).

(2) reqUIrements. — The regulations promulgated under paragraph (1) —

(A) shall require that the foreign supplier verification program of each importer be adequate to provide 
assurances that each foreign supplier to the importer produces the imported food in compliance with —

(i) processes and procedures, including reasonably appropriate risk-based preventive controls, that 
provide the same level of public health protection as those required under section 418 or section 419 
(taking into consideration variances granted under section 419), as appropriate; and
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(ii)  section 402 and section 403(w).

(B) shall include such other requirements as the Secretary deems necessary and appropriate to verify that 
food imported into the United States is as safe as food produced and sold within the United States.

(3) ConsIderatIons — In promulgating regulations under this subsection, the Secretary shall, as appropriate, 
take into account differences among importers and types of imported foods, including based on the level of risk 
posed by the imported food.

(4) aCtIVItIes. — Verification activities under a foreign supplier verification program under this section may 
include monitoring records for shipments, lot-by-lot certification of compliance, annual on-site inspections, 
checking the hazard analysis and risk-based preventive control plan of the foreign supplier, and periodically 
testing and sampling shipments.

(d) reCord maIntenanCe and aCCess. — Records of an importer related to a foreign supplier verification program 
shall be maintained for a period of not less than 2 years and shall be made available promptly to a duly authorized 
representative of the Secretary upon request.

(e) exemptIon of seafood, JUICe, and low-aCId Canned food faCIlItIes In ComplIanCe wIth HACCP. — This 
section shall not apply to a facility if the owner, operator, or agent in charge of such facility is required to comply 
with, and is in compliance with, 1 of the following standards and regulations with respect to such facility:

(1) The Seafood Hazard Analysis Critical Control Points Program of the Food and Drug Administration.

(2) The Juice Hazard Analysis Critical Control Points Program of the Food and Drug Administration.

(3) The Thermally Processed Low-Acid Foods Packaged in Hermetically Sealed Containers standards of the 
Food and Drug Administration (or any successor standards).

The exemption under paragraph (3) shall apply only with respect to microbiological hazards that are regulated 
under the standards for Thermally Processed Low-Acid Foods Packaged in Hermetically Sealed Containers 
under part 113 of chapter 21, Code of Federal Regulations (or any successor regulations).

(f) addItIonal exemptIons. — The Secretary, by notice published in the Federal Register, shall establish an 
exemption from the requirements of this section for articles of food imported in small quantities for research and 
evaluation purposes or for personal consumption, provided that such foods are not intended for retail sale and are not 
sold or distributed to the public.

(g) PUBlICatIon of lIst of PartICIpants. — The Secretary shall publish and maintain on the Internet Web site of 
the Food and Drug Administration a current list that includes the name of, location of, and other information deemed 
necessary by the Secretary about, importers participating under this section.

seC. 806. [384b] VolUntary qUalIfIed Importer program.

(a) In general. — Beginning not later than 18 months after the date of enactment of the fda Food Safety 
Modernization Act, the Secretary shall —

(1) establish a program, in consultation with the Secretary of Homeland Security—

(A) to provide for the expedited review and importation of food offered for importation by importers who 
have voluntarily agreed to participate in such program; and

(B) consistent with section 808, establish a process for the issuance of a facility certification to accompany 
food offered for importation by importers who have voluntarily agreed to participate in such program; and

(2) issue a guidance document related to participation in, revocation of such participation in, reinstatement in, 
and compliance with, such program.

(b) VolUntary PartICIpatIon. — An importer may request the Secretary to provide for the expedited review and 
importation of designated foods in accordance with the program established by the Secretary under subsection (a).

(c) notICe of Intent to PartICIpate. — An importer that intends to participate in the program under this section in a 
fiscal year shall submit a notice and application to the Secretary of such intent at the time and in a manner established 
by the Secretary.

(d) elIgIBIlIty. — Eligibility shall be limited to an importer offering food for importation from a facility that 
has a certification described in subsection (a). In reviewing the applications and making determinations on such 
applications, the Secretary shall consider the risk of the food to be imported based on factors, such as the following:

(1) The known safety risks of the food to be imported.
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(2) The compliance history of foreign suppliers used by the importer, as appropriate.

(3) The capability of the regulatory system of the country of export to ensure compliance with United States food 
safety standards for a designated food.

(4) The compliance of the importer with the requirements of section 805.

(5) The recordkeeping, testing, inspections and audits of facilities, traceability of articles of food, temperature 
controls, and sourcing practices of the importer.

(6) The potential risk for intentional adulteration of the food.

(7) Any other factor that the Secretary determines appropriate.

(e) reVIew and reVoCatIon. — Any importer qualified by the Secretary in accordance with the eligibility criteria 
set forth in this section shall be reevaluated not less often than once every 3 years and the Secretary shall promptly 
revoke the qualified importer status of any importer found not to be in compliance with such criteria.

(f) false statements. — Any statement or representation made by an importer to the Secretary shall be subject to 
section 1001 of title 18, United States Code.

(g) defInItIon. — For purposes of this section, the term “importer” means the person that brings food, or causes food 
to be brought, from a foreign country into the customs territory of the United States.

seC. 807. [384c] InspeCtIon of foreIgn food faCIlItIes.

(a) InspeCtIon. — The Secretary —

(1) may enter into arrangements and agreements with foreign governments to facilitate the inspection of foreign 
facilities registered under section 415; and

(2) shall direct resources to inspections of foreign facilities, suppliers, and food types, especially such facilities, 
suppliers, and food types that present a high risk (as identified by the Secretary), to help ensure the safety and 
security of the food supply of the United States.

(b) effeCt of InaBIlIty to InspeCt. — Notwithstanding any other provision of law, food shall be refused admission 
into the United States if it is from a foreign factory, warehouse, or other establishment of which the owner, operator, 
or agent in charge, or the government of the foreign country, refuses to permit entry of United States inspectors 
or other individuals duly designated by the Secretary, upon request, to inspect such factory, warehouse, or other 
establishment. For purposes of this subsection, such an owner, operator, or agent in charge shall be considered to 
have refused an inspection if such owner, operator, or agent in charge does not permit an inspection of a factory, 
warehouse, or other establishment during the 24-hour period after such request is submitted, or after such other time 
period, as agreed upon by the Secretary and the foreign factory, warehouse, or other establishment.

seC. 808. [384d] aCCredItatIon of thIrd-party aUdItors.

(a) defInItIons. — In this section:

(1) aUdIt agent. — The term “audit agent” means an individual who is an employee or agent of an accredited 
third-party auditor and, although not individually accredited, is qualified to conduct food safety audits on behalf 
of an accredited third-party auditor.

(2) aCCredItatIon Body. — The term “accreditation body” means an authority that performs accreditation of 
third-party auditors.

(3) thIrd-Party aUdItor. — The term “third-party auditor” means a foreign government, agency of a foreign 
government, foreign cooperative, or any other third party, as the Secretary determines appropriate in accordance 
with the model standards described in subsection (b)(2), that is eligible to be considered for accreditation to 
conduct food safety audits to certify that eligible entities meet the applicable requirements of this section. A 
third-party auditor may be a single individual. A third-party auditor may employ or use audit agents to help 
conduct consultative and regulatory audits.

(4) aCCredIted thIrd-Party aUdItor. — The term “accredited third-party auditor” means a third-party auditor 
accredited by an accreditation body to conduct audits of eligible entities to certify that such eligible entities meet 
the applicable requirements of this section. An accredited third-party auditor may be an individual who conducts 
food safety audits to certify that eligible entities meet the applicable requirements of this section.

(5) ConsUltatIVe aUdIt. — The term “consultative audit” means an audit of an eligible entity —

08_FDCA_08-09.indd   503 1/26/18   5:37 PM



§ 808 [384d] Federal Food, Drug, and Cosmetic Act

504 FOOD AND DRUG LAW INSTITUTE

(A) to determine whether such entity is in compliance with the provisions of this Act and with applicable 
industry standards and practices; and

(B) the results of which are for internal purposes only.

(6) elIgIBle entIty. — The term “eligible entity” means a foreign entity, including a foreign facility registered 
under section 415, in the food import supply chain that chooses to be audited by an accredited third-party auditor 
or the audit agent of such accredited third-party auditor.

(7) regUlatory aUdIt. — The term “regulatory audit” means an audit of an eligible entity—

(A) to determine whether such entity is in compliance with the provisions of this Act; and

(B) the results of which determine —

(i) whether an article of food manufactured, processed, packed, or held by such entity is eligible to 
receive a food certification under section 801(q); or

(ii) whether a facility is eligible to receive a facility certification under section 806(a) for purposes of 
participating in the program under section 806.

(b) aCCredItatIon system. —

(1) aCCredItatIon BodIes. —

(A) reCognItIon of aCCredItatIon BodIes. —

(i) In general. — Not later than 2 years after the date of enactment of the FDA Food Safety Modernization 
Act, the Secretary shall establish a system for the recognition of accreditation bodies that accredit third-
party auditors to certify that eligible entities meet the applicable requirements of this section.

(ii) dIreCt aCCredItatIon. — If, by the date that is 2 years after the date of establishment of the system 
described in clause (i), the Secretary has not identified and recognized an accreditation body to meet the 
requirements of this section, the Secretary may directly accredit third-party auditors.

(B) notIfICatIon. — Each accreditation body recognized by the Secretary shall submit to the Secretary a 
list of all accredited third-party auditors accredited by such body and the audit agents of such auditors.

(C) reVoCatIon of reCognItIon as an aCCredItatIon Body. — The Secretary shall promptly revoke the 
recognition of any accreditation body found not to be in compliance with the requirements of this section.

(D) reInstatement. — The Secretary shall establish procedures to reinstate recognition of an accreditation 
body if the Secretary determines, based on evidence presented by such accreditation body, that revocation 
was inappropriate or that the body meets the requirements for recognition under this section.

(2) model aCCredItatIon standards. — Not later than 18 months after the date of enactment of the FDA Food 
Safety Modernization Act, the Secretary shall develop model standards, including requirements for regulatory 
audit reports, and each recognized accreditation body shall ensure that third-party auditors and audit agents of 
such auditors meet such standards in order to qualify such third-party auditors as accredited third-party auditors 
under this section. In developing the model standards, the Secretary shall look to standards in place on the date 
of the enactment of this section for guidance, to avoid unnecessary duplication of efforts and costs.

(c) thIrd-Party aUdItors. —

(1) reqUIrements for aCCredItatIon as a thIrd-Party aUdItor. —

(A) foreIgn goVernments. — Prior to accrediting a foreign government or an agency of a foreign 
government as an accredited third-party auditor, the accreditation body (or, in the case of direct accreditation 
under subsection (b)(1)(A)(ii), the Secretary) shall perform such reviews and audits of food safety programs, 
systems, and standards of the government or agency of the government as the Secretary deems necessary, 
including requirements under the model standards developed under subsection (b)(2), to determine that the 
foreign government or agency of the foreign government is capable of adequately ensuring that eligible 
entities or foods certified by such government or agency meet the requirements of this Act with respect to 
food manufactured, processed, packed, or held for import into the United States.

(B) foreIgn CooperatIVes and other thIrd PartIes. — Prior to accrediting a foreign cooperative that 
aggregates the products of growers or processors, or any other third party to be an accredited third-party 
auditor, the accreditation body (or, in the case of direct accreditation under subsection (b)(1)(A)(ii), the 
Secretary) shall perform such reviews and audits of the training and qualifications of audit agents used by 
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that cooperative or party and conduct such reviews of internal systems and such other investigation of the 
cooperative or party as the Secretary deems necessary, including requirements under the model standards 
developed under subsection (b)(2), to determine that each eligible entity certified by the cooperative or party 
has systems and standards in use to ensure that such entity or food meets the requirements of this Act.

(2) reqUIrement to IssUe CertIfICatIon of elIgIBle entItIes or foods. —

(A) In general. — An accreditation body (or, in the case of direct accreditation under subsection (b)(1) 
(A)(ii), the Secretary) may not accredit a third-party auditor unless such third-party auditor agrees to issue a 
written and, as appropriate, electronic food certification, described in section 801(q), or facility certification 
under section 806(a), as appropriate, to accompany each food shipment for import into the United States from 
an eligible entity, subject to requirements set forth by the Secretary. Such written or electronic certification 
may be included with other documentation regarding such food shipment. The Secretary shall consider 
certifications under section 801(q) and participation in the voluntary qualified importer program described 
in section 806 when targeting inspection resources under section 421.

(B) PUrpose of CertIfICatIon. — The Secretary shall use certification provided by accredited third-party 
auditors to—

(i) determine, in conjunction with any other assurances the Secretary may require under section 801(q), 
whether a food satisfies the requirements of such section; and

(ii) determine whether a facility is eligible to be a facility from which food may be offered for import 
under the voluntary qualified importer program under section 806.

(C) reqUIrements for IssUIng CertIfICatIon. —

(i) In general. — An accredited third-party auditor shall issue a food certification under section 
801(q) or a facility certification described under subparagraph (B) only after conducting a regulatory 
audit and such other activities that may be necessary to establish compliance with the requirements of 
such sections.

(ii) PROVISION OF CERTIFICATION. — Only an accredited third-party auditor or the Secretary may provide 
a facility certification under section 806(a). Only those parties described in 801(q)(3) or the Secretary 
may provide a food certification under 301(g).

(3) aUdIt report sUBmIssIon reqUIrements. —

(A) reqUIrements In general. — As a condition of accreditation, not later than 45 days after conducting 
an audit, an accredited third-party auditor or audit agent of such auditor shall prepare, and, in the case of a 
regulatory audit, submit, the audit report for each audit conducted, in a form and manner designated by the 
Secretary, which shall include—

(i) the identity of the persons at the audited eligible entity responsible for compliance with food safety 
requirements;

(ii) the dates of the audit;

(iii) the scope of the audit; and

(iv) any other information required by the Secretary that relates to or may influence an assessment of 
compliance with this Act.

(B) reCords. — Following any accreditation of a third-party auditor, the Secretary may, at any time, require 
the accredited third-party auditor to submit to the Secretary an onsite audit report and such other reports or 
documents required as part of the audit process, for any eligible entity certified by the third-party auditor or 
audit agent of such auditor. Such report may include documentation that the eligible entity is in compliance 
with any applicable registration requirements.

(C) lImItatIon. — The requirement under subparagraph (B) shall not include any report or other documents 
resulting from a consultative audit by the accredited third-party auditor, except that the Secretary may access 
the results of a consultative audit in accordance with section 414.

(4) reqUIrements of aCCredIted thIrd-Party aUdItors and aUdIt agents of sUCh aUdItors. —

(A) rIsks to PUBlIC Health. — If, at any time during an audit, an accredited third-party auditor or audit 
agent of such auditor discovers a condition that could cause or contribute to a serious risk to the public 
health, such auditor shall immediately notify the Secretary of —

08_FDCA_08-09.indd   505 1/26/18   5:37 PM



§ 808 [384d] Federal Food, Drug, and Cosmetic Act

506 FOOD AND DRUG LAW INSTITUTE

(i) the identification of the eligible entity subject to the audit; and

(ii) such condition.

(B) types of aUdIts. — An accredited third-party auditor or audit agent of such auditor may perform 
consultative and regulatory audits of eligible entities.

(C) lImItatIons. —

(i) In general. — An accredited third party auditor may not perform a regulatory audit of an eligible 
entity if such agent has performed a consultative audit or a regulatory audit of such eligible entity 
during the previous 13-month period.

(ii) WAIVER. — The Secretary may waive the application of clause (i) if the Secretary determines that 
there is insufficient access to accredited third-party auditors in a country or region.

(5) ConflICts of Interest. —

(A) thIrd-Party aUdItors. — An accredited third-party auditor shall —

(i) not be owned, managed, or controlled by any person that owns or operates an eligible entity to be 
certified by such auditor;

(ii) in carrying out audits of eligible entities under this section, have procedures to ensure against the 
use of any officer or employee of such auditor that has a financial conflict of interest regarding an 
eligible entity to be certified by such auditor; and

(iii) annually make available to the Secretary disclosures of the extent to which such auditor and the 
officers and employees of such auditor have maintained compliance with clauses (i) and (ii) relating to 
financial conflicts of interest.

(B) aUdIt agents. — An audit agent shall —

(i) not own or operate an eligible entity to be audited by such agent;

(ii) in carrying out audits of eligible entities under this section, have procedures to ensure that such 
agent does not have a financial conflict of interest regarding an eligible entity to be audited by such 
agent; and

(iii) annually make available to the Secretary disclosures of the extent to which such agent has 
maintained compliance with clauses (i) and (ii) relating to financial conflicts of interest.

(C) regUlatIons. — The Secretary shall promulgate regulations not later than 18 months after the date of 
enactment of the FDA Food Safety Modernization Act to implement this section and to ensure that there are 
protections against conflicts of interest between an accredited third-party auditor and the eligible entity to be 
certified by such auditor or audited by such audit agent. Such regulations shall include —

(i) requiring that audits performed under this section be unannounced;

(ii) a structure to decrease the potential for conflicts of interest, including timing and public disclosure, 
for fees paid by eligible entities to accredited third-party auditors; and

(iii) appropriate limits on financial affiliations between an accredited third-party auditor or audit agents 
of such auditor and any person that owns or operates an eligible entity to be certified by such auditor, 
as described in subparagraphs (A) and (B).

(6) WIthdrawal of aCCredItatIon.

(A) In general. — The Secretary shall withdraw accreditation from an accredited third-party auditor—

(i) if food certified under section 801(q) or from a facility certified under paragraph (2)(B) by such 
third-party auditor is linked to an outbreak of foodborne illness that has a reasonable probability of 
causing serious adverse health consequences or death in humans or animals;

(ii) following an evaluation and finding by the Secretary that the third-party auditor no longer meets the 
requirements for accreditation; or

(iii) following a refusal to allow United States officials to conduct such audits and investigations as may 
be necessary to ensure continued compliance with the requirements set forth in this section.

(B) addItIonal BasIs for WIthdrawal of aCCredItatIon. — The Secretary may withdraw accreditation 
from an accredited third-party auditor in the case that such third-party auditor is accredited by an accreditation 

08_FDCA_08-09.indd   506 1/26/18   5:37 PM



Pub. L. No. 75-717, 52 Stat. 1040 (1938), as amended § 808 [384d]

 STATUTORY SUPPLEMENT 507

body for which recognition as an accreditation body under subsection (b)(1)(C) is revoked, if the Secretary 
determines that there is good cause for the withdrawal.

(C) exCeptIon. — The Secretary may waive the application of subparagraph (A)(i) if the Secretary —

(i) conducts an investigation of the material facts related to the outbreak of human or animal illness; and

(ii) reviews the steps or actions taken by the third party auditor to justify the certification and determines 
that the accredited third-party auditor satisfied the requirements under section 801(q) of certifying the 
food, or the requirements under paragraph (2)(B) of certifying the entity.

(7) reaCCredItatIon. — The Secretary shall establish procedures to reinstate the accreditation of a third-party 
auditor for which accreditation has been withdrawn under paragraph (6) —

(A) if the Secretary determines, based on evidence presented, that the third-party auditor satisfies the 
requirements of this section and adequate grounds for revocation no longer exist; and

(B) in the case of a third-party auditor accredited by an accreditation body for which recognition as an 
accreditation body under subsection (b)(1)(C) is revoked —

(i) if the third-party auditor becomes accredited not later than 1 year after revocation of accreditation 
under paragraph (6)(A), through direct accreditation under subsection (b)(1)(A)(ii) or by an accreditation 
body in good standing; or

(ii) under such conditions as the Secretary may require for a third-party auditor under paragraph (6)(B).

(8) neUtralIzIng Costs. — The Secretary shall establish by regulation a reimbursement (user fee) program, 
similar to the method described in section 203(h) of the Agriculture Marketing Act of 1946, by which the 
Secretary assesses fees and requires accredited third-party auditors and audit agents to reimburse the Food and 
Drug Administration for the work performed to establish and administer the accreditation system under this 
section. The Secretary shall make operating this program revenue-neutral and shall not generate surplus revenue 
from such a reimbursement mechanism. Fees authorized under this paragraph shall be collected and available 
for obligation only to the extent and in the amount provided in advance in appropriation Acts. Such fees are 
authorized to remain available until expended.

(d) reCertIfICatIon of elIgIBle entItIes. — An eligible entity shall apply for annual recertification by an accredited 
third-party auditor if such entity —

(1) intends to participate in voluntary qualified importer program under section 806; or

(2) is required to provide to the Secretary a certification under section 801(q) for any food from such entity.

(e) false statements. — Any statement or representation made —

(1) by an employee or agent of an eligible entity to an accredited third-party auditor or audit agent; or

(2) by an accredited third-party auditor to the Secretary, shall be subject to section 1001 of title 18, United States 
Code.

(f) monItorIng.  To ensure compliance with the requirements of this section, the Secretary shall—

(1) periodically, or at least once every 4 years, reevaluate the accreditation bodies described in subsection (b)(1);

(2) periodically, or at least once every 4 years, evaluate the performance of each accredited third-party auditor, 
through the review of regulatory audit reports by such auditors, the compliance history as available of eligible 
entities certified by such auditors, and any other measures deemed necessary by the Secretary;

(3) at any time, conduct an onsite audit of any eligible entity certified by an accredited third-party auditor, with 
or without the auditor present; and

(4) take any other measures deemed necessary by the Secretary.

(g) PUBlICly aVaIlaBle regIstry. — The Secretary shall establish a publicly available registry of accreditation 
bodies and of accredited third-party auditors, including the name of, contact information for, and other information 
deemed necessary by the Secretary about such bodies and auditors.

(h) lImItatIons. —

(1) no effeCt on seCtIon 704 InspeCtIons. — The audits performed under this section shall not be considered 
inspections under section 704.

(2) no effeCt on InspeCtIon aUthorIty. — Nothing in this section affects the authority of the Secretary to 
inspect any eligible entity pursuant to this Act.
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seC. 809. [384e] reCognItIon of foreIgn goVernment InspeCtIons.

(a) InspeCtIon. — The Secretary —

(1) may enter into arrangements and agreements with a foreign government or an agency of a foreign government 
to recognize the inspection of foreign establishments registered under section 510(i) in order to facilitate risk- 
based inspections in accordance with the schedule established in section 510(h)(3). paragraph (2) or (3) of 
section 510(h).

(2) may enter into arrangements and agreements with a foreign government or an agency of a foreign government 
under this section only with a foreign government or an agency of a foreign government that the Secretary has 
determined as having the capability of conducting inspections that meet the applicable requirements of this Act; 
and

(3) shall perform such reviews and audits of drug safety programs, systems, and standards of a foreign government 
or agency for the foreign government as the Secretary deems necessary to determine that the foreign government 
or agency of the foreign government is capable of conducting inspections that meet the applicable requirements 
of this Act.

(b) resUlts of InspeCtIon. — The results of inspections performed by a foreign government under this section may 
be used as —

(1) evidence of compliance with section 501(a)(2)(B) or section 801(r); and

(2) for any other purposes as determined appropriate by the Secretary.
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Chapter Ix – toBaCCo prodUCts

seC. 900. [387] defInItIons.

In this chapter:

(1) addItIVe. — The term “additive” means any substance the intended use of which results or may reasonably 
be expected to result, directly or indirectly, in its becoming a component or otherwise affecting the characteristic 
of any tobacco product (including any substances intended for use as a flavoring or coloring or in producing, 
manufacturing, packing, processing, preparing, treating, packaging, transporting, or holding), except that such 
term does not include tobacco or a pesticide chemical residue in or on raw tobacco or a pesticide chemical.

(2) Brand. — The term “brand” means a variety of tobacco product distinguished by the tobacco used, tar 
content, nicotine content, flavoring used, size, filtration, packaging, logo, registered trademark, brand name, 
identifiable pattern of colors, or any combination of such attributes.

(3) CIgarette. — The term “cigarette” —

(A) means a product that —

(i) is a tobacco product; and

(ii) meets the definition of the term “cigarette” in section 3(1) of the Federal Cigarette Labeling and 
Advertising Act; and

(B) includes tobacco, in any form, that is functional in the product, which, because of its appearance, the 
type of tobacco used in the filler, or its packaging and labeling, is likely to be offered to, or purchased by, 
consumers as a cigarette or as roll-your-own tobacco.

(4) CIgarette toBaCCo. The term “cigarette tobacco” means any product that consists of loose tobacco that is 
intended for use by consumers in a cigarette. Unless otherwise stated, the requirements applicable to cigarettes 
under this chapter shall also apply to cigarette tobacco.

(5) CommerCe. The term “commerce” has the meaning given that term by section 3(2) of the Federal Cigarette 
Labeling and Advertising Act.

(6) CoUnterfeIt toBaCCo prodUCt. The term “counterfeit tobacco product” means a tobacco product (or the 
container or labeling of such a product) that, without authorization, bears the trademark, trade name, or other 
identifying mark, imprint, or device, or any likeness thereof, of a tobacco product listed in a registration under 
section 905(i)(1).

(7) dIstrIBUtor. The term “distributor” as regards a tobacco product means any person who furthers the 
distribution of a tobacco product, whether domestic or imported, at any point from the original place of 
manufacture to the person who sells or distributes the product to individuals for personal consumption. Common 
carriers are not considered distributors for purposes of this chapter.

(8) IllICIt trade. The term “illicit trade” means any practice or conduct prohibited by law which relates to 
production, shipment, receipt, possession, distribution, sale, or purchase of tobacco products including any 
practice or conduct intended to facilitate such activity.

(9) IndIan CoUntry. The term “Indian country” has the meaning given such term in section 1151 of title 18, 
United States Code.

(10) IndIan trIBe. The term “Indian tribe” has the meaning given such term in section 4(e) of the Indian Self- 
Determination and Education Assistance Act.

(11) lIttle CIgaR. The term “little cigar” means a product that —

(A) is a tobacco product; and

(B) meets the definition of the term “little cigar” in section 3(7) of the Federal Cigarette Labeling and 
Advertising Act.

(12) nICotIne. — The term “nicotine” means the chemical substance named 3-(1-Methyl-2-pyrrolidinyl) 
pyridine or C[10]H[14]N[2], including any salt or complex of nicotine.

(13) paCkage. — The term “package” means a pack, box, carton, or container of any kind or, if no other 
container, any wrapping (including cellophane), in which a tobacco product is offered for sale, sold, or otherwise 
distributed to consumers.
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(14) retaIler. — The term “retailer” means any person, government, or entity who sells tobacco products to 
individuals for personal consumption, or who operates a facility where self-service displays of tobacco products 
are permitted.

(15) roll-yoUr-own toBaCCo. — The term “roll-your-own tobacco” means any tobacco product which, 
because of its appearance, type, packaging, or labeling, is suitable for use and likely to be offered to, or purchased 
by, consumers as tobacco for making cigarettes.

(16) small toBaCCo prodUCt manUfaCtUrer. — The term “small tobacco product manufacturer” means a 
tobacco product manufacturer that employs fewer than 350 employees. For purposes of determining the number 
of employees of a manufacturer under the preceding sentence, the employees of a manufacturer are deemed 
to include the employees of each entity that controls, is controlled by, or is under common control with such 
manufacturer.

(17) smoke ConstItUent. — The term “smoke constituent” means any chemical or chemical compound in 
mainstream or sidestream tobacco smoke that either transfers from any component of the cigarette to the smoke 
or that is formed by the combustion or heating of tobacco, additives, or other component of the tobacco product.

(18) smokeless toBaCCo. — The term “smokeless tobacco” means any tobacco product that consists of cut, 
ground, powdered, or leaf tobacco and that is intended to be placed in the oral or nasal cavity.

(19) state; terrItory. — The terms “State” and “Territory” shall have the meanings given to such terms in 
section 201.

(20) toBaCCo prodUCt manUfaCtUrer. — The term “tobacco product manufacturer” means any person, 
including any repacker or relabeler, who —

(A) manufactures, fabricates, assembles, processes, or labels a tobacco product; or

(B) imports a finished tobacco product for sale or distribution in the United States.

(21) toBaCCo warehoUse. —

(A) Subject to subparagraphs (B) and (C), the term “tobacco warehouse” includes any person —

(i) who —

(I) removes foreign material from tobacco leaf through nothing other than a mechanical process;

(II) humidifies tobacco leaf with nothing other than potable water in the form of steam or mist; or

(III) de-stems, dries, and packs tobacco leaf for storage and shipment;

(ii) who performs no other actions with respect to tobacco leaf; and

(iii) who provides to any manufacturer to whom the person sells tobacco all information related to the 
person’s actions described in clause (i) that is necessary for compliance with this Act.

(B) The term “tobacco warehouse” excludes any person who —

(i) reconstitutes tobacco leaf;

(ii) is a manufacturer, distributor, or retailer of a tobacco product; or

(iii) applies any chemical, additive, or substance to the tobacco leaf other than potable water in the form 
of steam or mist.

(C) The definition of the term “tobacco warehouse” in subparagraph (A) shall not apply to the extent 
to which the Secretary determines, through rulemaking, that regulation under this chapter of the actions 
described in such subparagraph is appropriate for the protection of the public health.

(22) UnIted states. — The term “United States” means the 50 States of the United States of America and the 
District of Columbia, the Commonwealth of Puerto Rico, Guam, the Virgin Islands, American Samoa, Wake 
Island, Midway Islands, Kingman Reef, Johnston Atoll, the Northern Mariana Islands, and any other trust 
territory or possession of the United States.

seC. 901. [387a] fDA aUthorIty oVer toBaCCo prodUCts.

(a) In general. — Tobacco products, including modified risk tobacco products for which an order has been issued 
in accordance with section 911, shall be regulated by the Secretary under this chapter and shall not be subject to the 
provisions of chapter V.
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(b) applICaBIlIty. — This chapter shall apply to all cigarettes, cigarette tobacco, roll-your-own tobacco, and 
smokeless tobacco and to any other tobacco products that the Secretary by regulation deems to be subject to this 
chapter.

(c) sCope. —

(1) In general. — Nothing in this chapter, or any policy issued or regulation promulgated thereunder, or in 
sections 101(a), 102, or 103 of title I, title II, or title III of the Family Smoking Prevention and Tobacco Control 
Act, shall be construed to affect, expand, or limit the Secretary’s authority over (including the authority to 
determine whether products may be regulated), or the regulation of, products under this Act that are not tobacco 
products under chapter V or any other chapter.

(2) lImItatIon of aUthorIty. —

(A) In general. — The provisions of this chapter shall not apply to tobacco leaf that is not in the possession 
of a manufacturer of tobacco products, or to the producers of tobacco leaf, including tobacco growers, 
tobacco warehouses, and tobacco grower cooperatives, nor shall any employee of the Food and Drug 
Administration have any authority to enter onto a farm owned by a producer of tobacco leaf without the 
written consent of such producer.

(B) exCeptIon. — Notwithstanding subparagraph (A), if a producer of tobacco leaf is also a tobacco 
product manufacturer or controlled by a tobacco product manufacturer, the producer shall be subject to this 
chapter in the producer’s capacity as a manufacturer. The exception in this subparagraph shall not apply to a 
producer of tobacco leaf who grows tobacco under a contract with a tobacco product manufacturer and who 
is not otherwise engaged in the manufacturing process.

(C) rUle of ConstrUCtIon. — Nothing in this chapter shall be construed to grant the Secretary authority 
to promulgate regulations on any matter that involves the production of tobacco leaf or a producer thereof, 
other than activities by a manufacturer affecting production.

(d) rUlemakIng proCedUres. — Each rulemaking under this chapter shall be in accordance with chapter 5 of title 
5, United States Code. This subsection shall not be construed to affect the rulemaking provisions of section 102(a) of 
the Family Smoking Prevention and Tobacco Control Act.

(e) Center for toBaCCo prodUCts. — Not later than 90 days after the date of enactment of the Family Smoking 
Prevention and Tobacco Control Act, the Secretary shall establish within the Food and Drug Administration the Center 
for Tobacco Products, which shall report to the Commissioner of Food and Drugs in the same manner as the other 
agency centers within the Food and Drug Administration. The Center shall be responsible for the implementation of 
this chapter and related matters assigned by the Commissioner.

(f) offICe to assIst small toBaCCo prodUCt manUfaCtUrers. — The Secretary shall establish within the Food 
and Drug Administration an identifiable office to provide technical and other nonfinancial assistance to small tobacco 
product manufacturers to assist them in complying with the requirements of this Act.

(g) ConsUltatIon prIor to rUlemakIng. — Prior to promulgating rules under this chapter, the Secretary shall 
endeavor to consult with other Federal agencies as appropriate.

seC. 902. [387b] adUlterated toBaCCo prodUCts.

A tobacco product shall be deemed to be adulterated if —

(1) it consists in whole or in part of any filthy, putrid, or decomposed substance, or is otherwise contaminated by 
any added poisonous or added deleterious substance that may render the product injurious to health;

(2) it has been prepared, packed, or held under insanitary conditions whereby it may have been contaminated 
with filth, or whereby it may have been rendered injurious to health;

(3) its package is composed, in whole or in part, of any poisonous or deleterious substance which may render the 
contents injurious to health;

(4) the manufacturer or importer of the tobacco product fails to pay a user fee assessed to such manufacturer or 
importer pursuant to section 919 by the date specified in section 919 or by the 30th day after final agency action 
on a resolution of any dispute as to the amount of such fee;

(5) it is, or purports to be or is represented as, a tobacco product which is subject to a tobacco product standard 
established under section 907 unless such tobacco product is in all respects in conformity with such standard;”
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(6) —

(A) it is required by section 910(a) to have premarket review and does not have an order in effect under 
section 910(c)(1)(A)(i); or

(B) it is in violation of an order under section 910(c)(1)(A);

(7) the methods used in, or the facilities or controls used for, its manufacture, packing, or storage are not in 
conformity with applicable requirements under section 906(e)(1) or an applicable condition prescribed by an 
order under section 906(e)(2); or

(8) it is in violation of section 911.

seC. 903. [387c] mIsBranded toBaCCo prodUCts.

(a) In general. — A tobacco product shall be deemed to be misbranded —

(1) if its labeling is false or misleading in any particular;

(2) if in package form unless it bears a label containing —

(A) the name and place of business of the tobacco product manufacturer, packer, or distributor;

(B) an accurate statement of the quantity of the contents in terms of weight, measure, or numerical count;

(C) an accurate statement of the percentage of the tobacco used in the product that is domestically grown 
tobacco and the percentage that is foreign grown tobacco; and

(D) the statement required under section 920(a), except that under subparagraph (B) reasonable variations 
shall be permitted, and exemptions as to small packages shall be established, by regulations prescribed by 
the Secretary;

(3) if any word, statement, or other information required by or under authority of this chapter to appear on the 
label or labeling is not prominently placed thereon with such conspicuousness (as compared with other words, 
statements, or designs in the labeling) and in such terms as to render it likely to be read and understood by the 
ordinary individual under customary conditions of purchase and use;

(4) if it has an established name, unless its label bears, to the exclusion of any other nonproprietary name, its 
established name prominently printed in type as required by the Secretary by regulation;

(5) if the Secretary has issued regulations requiring that its labeling bear adequate directions for use, or adequate 
warnings against use by children, that are necessary for the protection of users unless its labeling conforms in all 
respects to such regulations;

(6) if it was manufactured, prepared, propagated, compounded, or processed in an establishment not duly 
registered under section 905(b), 905(c), 905(d), or 905(h), if it was not included in a list required by section 
905(i), if a notice or other information respecting it was not provided as required by such section or section 
905(j), or if it does not bear such symbols from the uniform system for identification of tobacco products 
prescribed under section 905(e) as the Secretary by regulation requires;

(7) if, in the case of any tobacco product distributed or offered for sale in any State —

(A) its advertising is false or misleading in any particular; or

(B) it is sold or distributed in violation of regulations prescribed under section 906(d);

(8) unless, in the case of any tobacco product distributed or offered for sale in any State, the manufacturer, 
packer, or distributor thereof includes in all advertisements and other descriptive printed matter issued or caused 
to be issued by the manufacturer, packer, or distributor with respect to that tobacco product —

(A) a true statement of the tobacco product’s established name as described in paragraph (4), printed 
prominently; and

(B) a brief statement of —

(i) the uses of the tobacco product and relevant warnings, precautions, side effects, and contraindications; 
and

(ii) in the case of specific tobacco products made subject to a finding by the Secretary after notice and 
opportunity for comment that such action is appropriate to protect the public health, a full description 
of the components of such tobacco product or the formula showing quantitatively each ingredient of 
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such tobacco product to the extent required in regulations which shall be issued by the Secretary after 
an opportunity for a hearing;

(9) if it is a tobacco product subject to a tobacco product standard established under section 907, unless it bears 
such labeling as may be prescribed in such tobacco product standard; or

(10) if there was a failure or refusal —

(A) to comply with any requirement prescribed under section 904 or 908; or

(B) to furnish any material or information required under section 909.

(b) prIor approVal of laBel statements. — The Secretary may, by regulation, require prior approval of statements 
made on the label of a tobacco product to ensure that such statements do not violate the misbranding provisions of 
subsection (a) and that such statements comply with other provisions of the Family Smoking Prevention and Tobacco 
Control Act (including the amendments made by such Act). No regulation issued under this subsection may require 
prior approval by the Secretary of the content of any advertisement, except for modified risk tobacco products as 
provided in section 911. No advertisement of a tobacco product published after the date of enactment of the Family 
Smoking Prevention and Tobacco Control Act shall, with respect to the language of label statements as prescribed 
under section 4 of the Federal Cigarette Labeling and Advertising Act and section 3 of the Comprehensive Smokeless 
Tobacco Health Education Act of 1986 or the regulations issued under such sections, be subject to the provisions of 
sections 12 through 15 of the Federal Trade Commission Act.

seC. 904. [387d] sUBmIssIon of health InformatIon to the seCretary.

(a) reqUIrement. — Each tobacco product manufacturer or importer, or agents thereof, shall submit to the Secretary 
the following information:

(1) Not later than 6 months after the date of enactment of the Family Smoking Prevention and Tobacco Control 
Act, a listing of all ingredients, including tobacco, substances, compounds, and additives that are, as of such date, 
added by the manufacturer to the tobacco, paper, filter, or other part of each tobacco product by brand and by 
quantity in each brand and subbrand.

(2) A description of the content, delivery, and form of nicotine in each tobacco product measured in milligrams 
of nicotine in accordance with regulations promulgated by the Secretary in accordance with section 4(e) of the 
Federal Cigarette Labeling and Advertising Act.

(3) Beginning 3 years after the date of enactment of the Family Smoking Prevention and Tobacco Control Act, a 
listing of all constituents, including smoke constituents as applicable, identified by the Secretary as harmful or 
potentially harmful to health in each tobacco product, and as applicable in the smoke of each tobacco product, 
by brand and by quantity in each brand and subbrand. Effective beginning 3 years after such date of enactment, 
the manufacturer, importer, or agent shall comply with regulations promulgated under section 915 in reporting 
information under this paragraph, where applicable.

(4) Beginning 6 months after the date of enactment of the Family Smoking Prevention and Tobacco Control 
Act, all documents developed after such date of enactment that relate to health, toxicological, behavioral, or 
physiologic effects of current or future tobacco products, their constituents (including smoke constituents), 
ingredients, components, and additives.

(b) data sUBmIssIon. — At the request of the Secretary, each tobacco product manufacturer or importer of tobacco 
products, or agents thereof, shall submit the following:

(1) Any or all documents (including underlying scientific information) relating to research activities, and research 
findings, conducted, supported, or possessed by the manufacturer (or agents thereof) on the health, toxicological, 
behavioral, or physiologic effects of tobacco products and their constituents (including smoke constituents), 
ingredients, components, and additives.

(2) Any or all documents (including underlying scientific information) relating to research activities, and research 
findings, conducted, supported, or possessed by the manufacturer (or agents thereof) that relate to the issue of 
whether a reduction in risk to health from tobacco products can occur upon the employment of technology 
available or known to the manufacturer.

(3) Any or all documents (including underlying scientific or financial information) relating to marketing research 
involving the use of tobacco products or marketing practices and the effectiveness of such practices used by 
tobacco manufacturers and distributors. An importer of a tobacco product not manufactured in the United States 
shall supply the information required of a tobacco product manufacturer under this subsection.
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(c) tIme for sUBmIssIon. —

(1) In general. — At least 90 days prior to the delivery for introduction into interstate commerce of a tobacco 
product not on the market on the date of enactment of the Family Smoking Prevention and Tobacco Control Act, 
the manufacturer of such product shall provide the information required under subsection (a).

(2) dIsClosUre of addItIVe. — If at any time a tobacco product manufacturer adds to its tobacco products a 
new tobacco additive or increases the quantity of an existing tobacco additive, the manufacturer shall, except as 
provided in paragraph (3), at least 90 days prior to such action so advise the Secretary in writing.

(3) dIsClosUre of other aCtIons. — If at any time a tobacco product manufacturer eliminates or decreases an 
existing additive, or adds or increases an additive that has by regulation been designated by the Secretary as an 
additive that is not a human or animal carcinogen, or otherwise harmful to health under intended conditions of 
use, the manufacturer shall within 60 days of such action so advise the Secretary in writing.

(d) data lIst. —

(1) In general. — Not later than 3 years after the date of enactment of the Family Smoking Prevention and 
Tobacco Control Act, and annually thereafter, the Secretary shall publish in a format that is understandable and 
not misleading to a lay person, and place on public display (in a manner determined by the Secretary) the list 
established under subsection (e).

(2) ConsUmer researCh. — The Secretary shall conduct periodic consumer research to ensure that the list 
published under paragraph (1) is not misleading to lay persons. Not later than 5 years after the date of enactment 
of the Family Smoking Prevention and Tobacco Control Act, the Secretary shall submit to the appropriate 
committees of Congress a report on the results of such research, together with recommendations on whether 
such publication should be continued or modified.

(e) data ColleCtIon. — Not later than 24 months after the date of enactment of the Family Smoking Prevention 
and Tobacco Control Act, the Secretary shall establish, and periodically revise as appropriate, a list of harmful and 
potentially harmful constituents, including smoke constituents, to health in each tobacco product by brand and 
by quantity in each brand and subbrand. The Secretary shall publish a public notice requesting the submission by 
interested persons of scientific and other information concerning the harmful and potentially harmful constituents in 
tobacco products and tobacco smoke.

seC. 905. [387e] annUal regIstratIon.

(a) defInItIons. — In this section:

(1) manUfaCtUre, PreparatIon, CompoUndIng, or ProCessIng. — The term “manufacture, preparation, 
compounding, or processing” shall include repackaging or otherwise changing the container, wrapper, or labeling 
of any tobacco product package in furtherance of the distribution of the tobacco product from the original place 
of manufacture to the person who makes final delivery or sale to the ultimate consumer or user.

(2) name. — The term “name” shall include in the case of a partnership the name of each partner and, in the case 
of a corporation, the name of each corporate officer and director, and the State of incorporation.

(b) regIstratIon By owners and operators. — On or before December 31 of each year, every person who owns 
or operates any establishment in any State engaged in the manufacture, preparation, compounding, or processing of 
a tobacco product or tobacco products shall register with the Secretary the name, places of business, and all such 
establishments of that person. If enactment of the Family Smoking Prevention and Tobacco Control Act occurs in 
the second half of the calendar year, the Secretary shall designate a date no later than 6 months into the subsequent 
calendar year by which registration pursuant to this subsection shall occur.

(c) regIstratIon By new owners and operators. — Every person upon first engaging in the manufacture, 
preparation, compounding, or processing of a tobacco product or tobacco products in any establishment owned 
or operated in any State by that person shall immediately register with the Secretary that person’s name, place of 
business, and such establishment.

(d) regIstratIon of added estaBlIshments. — Every person required to register under subsection (b) or (c) shall 
immediately register with the Secretary any additional establishment which that person owns or operates in any State 
and in which that person begins the manufacture, preparation, compounding, or processing of a tobacco product or 
tobacco products.
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(e) UnIform ProdUCt IdentIfICatIon system. — The Secretary may by regulation prescribe a uniform system for 
the identification of tobacco products and may require that persons who are required to list such tobacco products 
under subsection (i) shall list such tobacco products in accordance with such system.

(f) pUBlIC aCCess to regIstratIon InformatIon. — The Secretary shall make available for inspection, to any 
person so requesting, any registration filed under this section.

(g) BIennIal InspeCtIon of regIstered estaBlIshments. — Every establishment registered with the Secretary 
under this section shall be subject to inspection under section 704 or subsection (h), and every such establishment 
engaged in the manufacture, compounding, or processing of a tobacco product or tobacco products shall be so 
inspected by 1 or more officers or employees duly designated by the Secretary at least once in the 2-year period 
beginning with the date of registration of such establishment under this section and at least once in every successive 
2-year period thereafter.

(h) regIstratIon By foreIgn estaBlIshments. — Any establishment within any foreign country engaged in the 
manufacture, preparation, compounding, or processing of a tobacco product or tobacco products, shall register 
under this section under regulations promulgated by the Secretary. Such regulations shall require such establishment 
to provide the information required by subsection (i) and shall include provisions for registration of any such 
establishment upon condition that adequate and effective means are available, by arrangement with the government of 
such foreign country or otherwise, to enable the Secretary to determine from time to time whether tobacco products 
manufactured, prepared, compounded, or processed in such establishment, if imported or offered for import into the 
United States, shall be refused admission on any of the grounds set forth in section 801(a).

(i) regIstratIon InformatIon. —

(1) prodUCt lIst. — Every person who registers with the Secretary under subsection (b), (c), (d), or (h) shall, 
at the time of registration under any such subsection, file with the Secretary a list of all tobacco products which 
are being manufactured, prepared, compounded, or processed by that person for commercial distribution and 
which have not been included in any list of tobacco products filed by that person with the Secretary under this 
paragraph or paragraph (2) before such time of registration. Such list shall be prepared in such form and manner 
as the Secretary may prescribe and shall be accompanied by —

(A) in the case of a tobacco product contained in the applicable list with respect to which a tobacco product 
standard has been established under section 907 or which is subject to section 910, a reference to the authority 
for the marketing of such tobacco product and a copy of all labeling for such tobacco product;

(B) in the case of any other tobacco product contained in an applicable list, a copy of all consumer 
information and other labeling for such tobacco product, a representative sampling of advertisements for 
such tobacco product, and, upon request made by the Secretary for good cause, a copy of all advertisements 
for a particular tobacco product; and

(C) if the registrant filing a list has determined that a tobacco product contained in such list is not subject 
to a tobacco product standard established under section 907, a brief statement of the basis upon which the 
registrant made such determination if the Secretary requests such a statement with respect to that particular 
tobacco product.

(2) ConsUltatIon wIth respeCt to forms. — The Secretary shall consult with the Secretary of the Treasury 
in developing the forms to be used for registration under this section to minimize the burden on those persons 
required to register with both the Secretary and the Tax and Trade Bureau of the Department of the Treasury.

(3) BIannUal report of any Change In ProdUCt lIst. — Each person who registers with the Secretary under 
this section shall report to the Secretary once during the month of June of each year and once during the month 
of December of each year the following:

(A) A list of each tobacco product introduced by the registrant for commercial distribution which has not 
been included in any list previously filed by that person with the Secretary under this subparagraph or 
paragraph (1). A list under this subparagraph shall list a tobacco product by its established name and shall 
be accompanied by the other information required by paragraph (1).

(B) If since the date the registrant last made a report under this paragraph that person has discontinued the 
manufacture, preparation, compounding, or processing for commercial distribution of a tobacco product 
included in a list filed under subparagraph (A) or paragraph (1), notice of such discontinuance, the date of 
such discontinuance, and the identity of its established name.

(C) If since the date the registrant reported under subparagraph (B) a notice of discontinuance that person 
has resumed the manufacture, preparation, compounding, or processing for commercial distribution of the 
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tobacco product with respect to which such notice of discontinuance was reported, notice of such resumption, 
the date of such resumption, the identity of such tobacco product by established name, and other information 
required by paragraph (1), unless the registrant has previously reported such resumption to the Secretary 
under this subparagraph.

(D) Any material change in any information previously submitted under this paragraph or paragraph (1).

(j) report PreCedIng IntrodUCtIon of CertaIn sUBstantIally eqUIValent ProdUCts Into Interstate  
CommerCe. —

(1) In general. — Each person who is required to register under this section and who proposes to begin 
the introduction or delivery for introduction into interstate commerce for commercial distribution of a tobacco 
product intended for human use that was not commercially marketed (other than for test marketing) in the United 
States as of February 15, 2007, shall, at least 90 days prior to making such introduction or delivery, report to the 
Secretary (in such form and manner as the Secretary shall prescribe) —

(A) the basis for such person’s determination that —

(i) the tobacco product is substantially equivalent, within the meaning of section 910, to a tobacco 
product commercially marketed (other than for test marketing) in the United States as of February 15, 
2007, or to a tobacco product that the Secretary has previously determined, pursuant to subsection (a) 
(3) of section 910, is substantially equivalent and that is in compliance with the requirements of this 
Act; or

(ii) the tobacco product is modified within the meaning of paragraph (3), the modifications are to a 
product that is commercially marketed and in compliance with the requirements of this Act, and all of 
the modifications are covered by exemptions granted by the Secretary pursuant to paragraph (3); and

(B) action taken by such person to comply with the requirements under section 907 that are applicable to 
the tobacco product.

(2) applICatIon to CertaIn Post-feBrUary 15, 2007, ProdUCts. — A report under this subsection for a 
tobacco product that was first introduced or delivered for introduction into interstate commerce for commercial 
distribution in the United States after February 15, 2007, and prior to the date that is 21 months after the date of 
enactment of the Family Smoking Prevention and Tobacco Control Act shall be submitted to the Secretary not 
later than 21 months after such date of enactment.

(3) exemptIons. —

(A) In general. — The Secretary may exempt from the requirements of this subsection relating to the 
demonstration that a tobacco product is substantially equivalent within the meaning of section 910, tobacco 
products that are modified by adding or deleting a tobacco additive, or increasing or decreasing the quantity 
of an existing tobacco additive, if the Secretary determines that —

(i) such modification would be a minor modification of a tobacco product that can be sold under this 
Act;

(ii) a report under this subsection is not necessary to ensure that permitting the tobacco product to be 
marketed would be appropriate for protection of the public health; and

(iii) an exemption is otherwise appropriate.

(B) regUlatIons. — Not later than 15 months after the date of enactment of the Family Smoking Prevention 
and Tobacco Control Act, the Secretary shall issue regulations to implement this paragraph.

seC. 906. [387f] general proVIsIons respeCtIng Control of toBaCCo prodUCts.

(a) In general. — Any requirement established by or under section 902, 903, 905, or 909 applicable to a tobacco 
product shall apply to such tobacco product until the applicability of the requirement to the tobacco product has 
been changed by action taken under section 907, section 910, section 911, or subsection (d) of this section, and any 
requirement established by or under section 902, 903, 905, or 909 which is inconsistent with a requirement imposed 
on such tobacco product under section 907, section 910, section 911, or subsection (d) of this section shall not apply 
to such tobacco product.
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(b) InformatIon on PUBlIC aCCess and Comment. — Each notice of proposed rulemaking or other notification 
under section 907, 908, 909, 910, or 911 or under this section, any other notice which is published in the Federal 
Register with respect to any other action taken under any such section and which states the reasons for such action, 
and each publication of findings required to be made in connection with rulemaking under any such section shall set 
forth —

(1) the manner in which interested persons may examine data and other information on which the notice or 
findings is based; and

(2) the period within which interested persons may present their comments on the notice or findings (including 
the need therefore) orally or in writing, which period shall be at least 60 days but may not exceed 90 days unless 
the time is extended by the Secretary by a notice published in the Federal Register stating good cause therefore.

(c) lImIted ConfIdentIalIty of InformatIon. — Any information reported to or otherwise obtained by the Secretary 
or the Secretary’s representative under section 903, 904, 907, 908, 909, 910, 911, or 704, or under subsection (e) or 
(f) of this section, which is exempt from disclosure under subsection (a) of section 552 of title 5, United States Code, 
by reason of subsection (b)(4) of that section shall be considered confidential and shall not be disclosed, except that 
the information may be disclosed to other officers or employees concerned with carrying out this chapter, or when 
relevant in any proceeding under this chapter.

(d) restrICtIons. —

(1) In general. — The Secretary may by regulation require restrictions on the sale and distribution of a tobacco 
product, including restrictions on the access to, and the advertising and promotion of, the tobacco product, 
if the Secretary determines that such regulation would be appropriate for the protection of the public health. 
The Secretary may by regulation impose restrictions on the advertising and promotion of a tobacco product 
consistent with and to full extent permitted by the first amendment to the Constitution. The finding as to whether 
such regulation would be appropriate for the protection of the public health shall be determined with respect to 
the risks and benefits to the population as a whole, including users and nonusers of the tobacco product, and 
taking into account —

(A) the increased or decreased likelihood that existing users of tobacco products will stop using such 
products; and

(B) the increased or decreased likelihood that those who do not use tobacco products will start using such 
products. No such regulation may require that the sale or distribution of a tobacco product be limited to the 
written or oral authorization of a practitioner licensed by law to prescribe medical products.

(2) laBel statements. — The label of a tobacco product shall bear such appropriate statements of the restrictions 
required by a regulation under subsection (a) as the Secretary may in such regulation prescribe.

(3) lImItatIons. —

(A) In general. — No restrictions under paragraph (1) may —

(i) prohibit the sale of any tobacco product in face-to-face transactions by a specific category of retail 
outlets; or

(ii) establish a minimum age of sale of tobacco products to any person older than 18 years of age.

(B) matChBooks. — For purposes of any regulations issued by the Secretary, matchbooks of conventional 
size containing not more than 20 paper matches, and which are customarily given away for free with the 
purchase of tobacco products, shall be considered as adult-written publications which shall be permitted 
to contain advertising. Notwithstanding the preceding sentence, if the Secretary finds that such treatment 
of matchbooks is not appropriate for the protection of the public health, the Secretary may determine by 
regulation that matchbooks shall not be considered adult-written publications.

(4) remote sales. —

(A) In general. — The Secretary shall —

(i) within 18 months after the date of enactment of the Family Smoking Prevention and Tobacco 
Control Act, promulgate regulations regarding the sale and distribution of tobacco products that occur 
through means other than a direct, face-to-face exchange between a retailer and a consumer in order to 
prevent the sale and distribution of tobacco products to individuals who have not attained the minimum 
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age established by applicable law for the purchase of such products, including requirements for age 
verification; and

(ii) within 2 years after such date of enactment, issue regulations to address the promotion and marketing 
of tobacco products that are sold or distributed through means other than a direct, face-to-face exchange 
between a retailer and a consumer in order to protect individuals who have not attained the minimum 
age established by applicable law for the purchase of such products.

(B) relatIon to other aUthorIty. — Nothing in this paragraph limits the authority of the Secretary to 
take additional actions under the other paragraphs of this subsection.

(e) good manUfaCtUrIng PraCtICe reqUIrements. —

(1) methods, faCIlItIes, and Controls to Conform. —

(A) In general. — In applying manufacturing restrictions to tobacco, the Secretary shall, in accordance with 
subparagraph (B), prescribe regulations (which may differ based on the type of tobacco product involved) 
requiring that the methods used in, and the facilities and controls used for, the manufacture, preproduction 
design validation (including a process to assess the performance of a tobacco product), packing, and storage 
of a tobacco product conform to current good manufacturing practice, or hazard analysis and critical control 
point methodology, as prescribed in such regulations to assure that the public health is protected and that 
the tobacco product is in compliance with this chapter. Such regulations may provide for the testing of raw 
tobacco for pesticide chemical residues regardless of whether a tolerance for such chemical residues has 
been established.

(B) reqUIrements. — The Secretary shall —

(i) before promulgating any regulation under subparagraph (A), afford the Tobacco Products Scientific 
Advisory Committee an opportunity to submit recommendations with respect to the regulation proposed 
to be promulgated;

(ii) before promulgating any regulation under subparagraph (A), afford opportunity for an oral hearing;

(iii) provide the Tobacco Products Scientific Advisory Committee a reasonable time to make its 
recommendation with respect to proposed regulations under subparagraph (A);

(iv) in establishing the effective date of a regulation promulgated under this subsection, take into 
account the differences in the manner in which the different types of tobacco products have historically 
been produced, the financial resources of the different tobacco product manufacturers, and the state 
of their existing manufacturing facilities, and shall provide for a reasonable period of time for such 
manufacturers to conform to good manufacturing practices; and

(v) not require any small tobacco product manufacturer to comply with a regulation under subparagraph 
(A) for at least 4 years following the effective date established by the Secretary for such regulation.

(2) exemptIons; VarIanCes. —

(A) PetItIon. — Any person subject to any requirement prescribed under paragraph (1) may petition the 
Secretary for a permanent or temporary exemption or variance from such requirement. Such a petition shall 
be submitted to the Secretary in such form and manner as the Secretary shall prescribe and shall —

(i) in the case of a petition for an exemption from a requirement, set forth the basis for the petitioner’s 
determination that compliance with the requirement is not required to assure that the tobacco product 
will be in compliance with this chapter;

(ii) in the case of a petition for a variance from a requirement, set forth the methods proposed to be 
used in, and the facilities and controls proposed to be used for, the manufacture, packing, and storage 
of the tobacco product in lieu of the methods, facilities, and controls prescribed by the requirement; and

(iii) contain such other information as the Secretary shall prescribe.

(B) referral to the toBaCCo ProdUCts sCIentIfIC adVIsory CommIttee. — The Secretary may refer 
to the Tobacco Products Scientific Advisory Committee any petition submitted under subparagraph (A). 
The Tobacco Products Scientific Advisory Committee shall report its recommendations to the Secretary 
with respect to a petition referred to it within 60 days after the date of the petition’s referral. Within 60 days 
after —

(i) the date the petition was submitted to the Secretary under subparagraph (A); or
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(ii) the day after the petition was referred to the Tobacco Products Scientific Advisory Committee, 
whichever occurs later, the Secretary shall by order either deny the petition or approve it.

(C) approVal. — The Secretary may approve —

(i) a petition for an exemption for a tobacco product from a requirement if the Secretary determines 
that compliance with such requirement is not required to assure that the tobacco product will be in 
compliance with this chapter; and

(ii) a petition for a variance for a tobacco product from a requirement if the Secretary determines that 
the methods to be used in, and the facilities and controls to be used for, the manufacture, packing, 
and storage of the tobacco product in lieu of the methods, facilities, and controls prescribed by the 
requirement are sufficient to assure that the tobacco product will be in compliance with this chapter.

(D) CondItIons. — An order of the Secretary approving a petition for a variance shall prescribe such 
conditions respecting the methods used in, and the facilities and controls used for, the manufacture, packing, 
and storage of the tobacco product to be granted the variance under the petition as may be necessary to 
assure that the tobacco product will be in compliance with this chapter.

(E) hearIng. — After the issuance of an order under subparagraph (B) respecting a petition, the petitioner 
shall have an opportunity for an informal hearing on such order.

(3) ComplIanCe. — Compliance with requirements under this subsection shall not be required before the end of 
the 3-year period following the date of enactment of the Family Smoking Prevention and Tobacco Control Act.

(f) researCh and deVelopment. — The Secretary may enter into contracts for research, testing, and demonstrations 
respecting tobacco products and may obtain tobacco products for research, testing, and demonstration purposes.

seC. 907. [387g] toBaCCo prodUCt standards.

(a) In general. —

(1) speCIal rUles. —

(A) speCIal rUle for CIgarettes. — Beginning 3 months after the date of enactment of the Family 
Smoking Prevention and Tobacco Control Act, a cigarette or any of its component parts (including the 
tobacco, filter, or paper) shall not contain, as a constituent (including a smoke constituent) or additive, an 
artificial or natural flavor (other than tobacco or menthol) or an herb or spice, including strawberry, grape, 
orange, clove, cinnamon, pineapple, vanilla, coconut, licorice, cocoa, chocolate, cherry, or coffee, that is 
a characterizing flavor of the tobacco product or tobacco smoke. Nothing in this subparagraph shall be 
construed to limit the Secretary’s authority to take action under this section or other sections of this Act 
applicable to menthol or any artificial or natural flavor, herb, or spice not specified in this subparagraph.

(B) addItIonal speCIal rUle. — Beginning 2 years after the date of enactment of the Family Smoking 
Prevention and Tobacco Control Act, a tobacco product manufacturer shall not use tobacco, including 
foreign grown tobacco, that contains a pesticide chemical residue that is at a level greater than is specified 
by any tolerance applicable under Federal law to domestically grown tobacco.

(2) reVIsIon of toBaCCo ProdUCt standards. — The Secretary may revise the tobacco product standards in 
paragraph (1) in accordance with subsection (c).

(3) toBaCCo ProdUCt standards. —

(A) In general. — The Secretary may adopt tobacco product standards in addition to those in paragraph 
(1) if the Secretary finds that a tobacco product standard is appropriate for the protection of the public health.

(B) determInatIons. —

(i) ConsIderatIons. — In making a finding described in subparagraph (A), the Secretary shall consider 
scientific evidence concerning —

(I) the risks and benefits to the population as a whole, including users and nonusers of tobacco 
products, of the proposed standard;

(II) the increased or decreased likelihood that existing users of tobacco products will stop using 
such products; and
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(III) the increased or decreased likelihood that those who do not use tobacco products will start 
using such products.

(ii) addItIonal ConsIderatIons. — In the event that the Secretary makes a determination, set forth in 
a proposed tobacco product standard in a proposed rule, that it is appropriate for the protection of public 
health to require the reduction or elimination of an additive, constituent (including a smoke constituent), 
or other component of a tobacco product because the Secretary has found that the additive, constituent, 
or other component is or may be harmful, any party objecting to the proposed standard on the ground 
that the proposed standard will not reduce or eliminate the risk of illness or injury may provide for 
the Secretary’s consideration scientific evidence that demonstrates that the proposed standard will not 
reduce or eliminate the risk of illness or injury.

(4) Content of toBaCCo ProdUCt standards. — A tobacco product standard established under this section 
for a tobacco product —

(A) shall include provisions that are appropriate for the protection of the public health, including provisions, 
where appropriate —

(i) for nicotine yields of the product;

(ii) for the reduction or elimination of other constituents, including smoke constituents, or harmful 
components of the product; or

(iii) relating to any other requirement under subparagraph(B);

(B) shall, where appropriate for the protection of the public health, include —

(i) provisions respecting the construction, components, ingredients, additives, constituents, including 
smoke constituents, and properties of the tobacco product;

(ii) provisions for the testing (on a sample basis or, if necessary, on an individual basis) of the tobacco 
product;

(iii) provisions for the measurement of the tobacco product characteristics of the tobacco product;

(iv) provisions requiring that the results of each or of certain of the tests of the tobacco product required 
to be made under clause (ii) show that the tobacco product is in conformity with the portions of the 
standard for which the test or tests were required; and

(v) a provision requiring that the sale and distribution of the tobacco product be restricted but only to 
the extent that the sale and distribution of a tobacco product may be restricted under a regulation under 
section 906(d);

(C) shall, where appropriate, require the use and prescribe the form and content of labeling for the proper 
use of the tobacco product; and

(D) shall require tobacco products containing foreign-grown tobacco to meet the same standards applicable 
to tobacco products containing domestically grown tobacco.

(5) PerIodIC reeValUatIon of toBaCCo ProdUCt standards. — The Secretary shall provide for periodic 
evaluation of tobacco product standards established under this section to determine whether such standards 
should be changed to reflect new medical, scientific, or other technological data. The Secretary may provide for 
testing under paragraph (4)(B) by any person.

(6) InVolVement of other agenCIes; Informed Persons. — In carrying out duties under this section, the 
Secretary shall endeavor to —

(A) use personnel, facilities, and other technical support available in other Federal agencies;

(B) consult with other Federal agencies concerned with standard setting and other nationally or internationally 
recognized standard setting entities; and

(C) invite appropriate participation, through joint or other conferences, workshops, or other means, by 
informed persons representative of scientific, professional, industry, agricultural, or consumer organizations 
who in the Secretary’s judgment can make a significant contribution.

(b) ConsIderatIons By seCretary. —

(1) teChnICal aChIeVaBIlIty. — The Secretary shall consider information submitted in connection with a 
proposed standard regarding the technical achievability of compliance with such standard.
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(2) other ConsIderatIons. — The Secretary shall consider all other information submitted in connection with 
a proposed standard, including information concerning the countervailing effects of the tobacco product standard 
on the health of adolescent tobacco users, adult tobacco users, or non-tobacco users, such as the creation of a 
significant demand for contraband or other tobacco products that do not meet the requirements of this chapter 
and the significance of such demand.

(c) Proposed standards. —

(1) In general. — The Secretary shall publish in the Federal Register a notice of proposed rulemaking for the 
establishment, amendment, or revocation of any tobacco product standard.

(2) reqUIrements of notICe. — A notice of proposed rulemaking for the establishment or amendment of a 
tobacco product standard for a tobacco product shall —

(A) set forth a finding with supporting justification that the tobacco product standard is appropriate for the 
protection of the public health;

(B) invite interested persons to submit a draft or proposed tobacco product standard for consideration by 
the Secretary;

(C) invite interested persons to submit comments on structuring the standard so that it does not advantage 
foreign-grown tobacco over domestically grown tobacco; and

(D) invite the Secretary of Agriculture to provide any information or analysis which the Secretary of 
Agriculture believes is relevant to the proposed tobacco product standard.

(3) fIndIng. — A notice of proposed rulemaking for the revocation of a tobacco product standard shall set 
forth a finding with supporting justification that the tobacco product standard is no longer appropriate for the 
protection of the public health.

(4) Comment. — The Secretary shall provide for a comment period of not less than 60 days.

(d) PromUlgatIon. —

(1) In general. — After the expiration of the period for comment on a notice of proposed rulemaking published 
under subsection (c) respecting a tobacco product standard and after consideration of comments submitted under 
subsections (b) and (c) and any report from the Tobacco Products Scientific Advisory Committee, the Secretary 
shall —

(A) if the Secretary determines that the standard would be appropriate for the protection of the public health, 
promulgate a regulation establishing a tobacco product standard and publish in the Federal Register findings 
on the matters referred to in subsection (c); or

(B) publish a notice terminating the proceeding for the development of the standard together with the 
reasons for such termination.

(2) effeCtIVe date. — A regulation establishing a tobacco product standard shall set forth the date or dates 
upon which the standard shall take effect, but no such regulation may take effect before 1 year after the date of 
its publication unless the Secretary determines that an earlier effective date is necessary for the protection of 
the public health. Such date or dates shall be established so as to minimize, consistent with the public health, 
economic loss to, and disruption or dislocation of, domestic and international trade. In establishing such effective 
date or dates, the Secretary shall consider information submitted in connection with a proposed product standard 
by interested parties, including manufacturers and tobacco growers, regarding the technical achievability of 
compliance with the standard, and including information concerning the existence of patents that make it 
impossible to comply in the timeframe envisioned in the proposed standard. If the Secretary determines, based 
on the Secretary’s evaluation of submitted comments, that a product standard can be met only by manufacturers 
requiring substantial changes to the methods of farming the domestically grown tobacco used by the manufacturer, 
the effective date of that product standard shall be not less than 2 years after the date of publication of the final 
regulation establishing the standard.

(3) lImItatIon on Power granted to the food and drUg admInIstratIon. — Because of the importance of 
a decision of the Secretary to issue a regulation —

(A) banning all cigarettes, all smokeless tobacco products, all little cigars, all cigars other than little cigars, 
all pipe tobacco, or all roll-your-own tobacco products; or
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(B) requiring the reduction of nicotine yields of a tobacco product to zero, the Secretary is prohibited from 
taking such actions under this Act.

(4) amendment; reVoCatIon. —

(A) aUthorIty. — The Secretary, upon the Secretary’s own initiative or upon petition of an interested 
person, may by a regulation, promulgated in accordance with the requirements of subsection (c) and 
paragraph (2), amend or revoke a tobacco product standard.

(B) effeCtIVe date. — The Secretary may declare a proposed amendment of a tobacco product standard to 
be effective on and after its publication in the Federal Register and until the effective date of any final action 
taken on such amendment if the Secretary determines that making it so effective is in the public interest.

(5) referral to adVIsory CommIttee. —

(A) In general. — The Secretary may refer a proposed regulation for the establishment, amendment, 
or revocation of a tobacco product standard to the Tobacco Products Scientific Advisory Committee for a 
report and recommendation with respect to any matter involved in the proposed regulation which requires 
the exercise of scientific judgment.

(B) InItIatIon of referral. — The Secretary may make a referral under this paragraph —

(i) on the Secretary’s own initiative; or

(ii) upon the request of an interested person that —

(I) demonstrates good cause for the referral; and

(II) is made before the expiration of the period for submission of comments on the proposed 
regulation.

(C) ProVIsIon of data. — If a proposed regulation is referred under this paragraph to the Tobacco Products 
Scientific Advisory Committee, the Secretary shall provide the Advisory Committee with the data and 
information on which such proposed regulation is based.

(D) report and reCommendatIon. — The Tobacco Products Scientific Advisory Committee shall, within 
60 days after the referral of a proposed regulation under this paragraph and after independent study of the 
data and information furnished to it by the Secretary and other data and information before it, submit to the 
Secretary a report and recommendation respecting such regulation, together with all underlying data and 
information and a statement of the reason or basis for the recommendation.

(E) pUBlIC aVaIlaBIlIty. — The Secretary shall make a copy of each report and recommendation under 
subparagraph (D) publicly available.

(e) menthol CIgarettes. —

(1) referral; ConsIderatIons. — Immediately upon the establishment of the Tobacco Products Scientific 
Advisory Committee under section 917(a), the Secretary shall refer to the Committee for report and 
recommendation, under section 917(c)(4), the issue of the impact of the use of menthol in cigarettes on the 
public health, including such use among children, African-Americans, Hispanics, and other racial and ethnic 
minorities. In its review, the Tobacco Products Scientific Advisory Committee shall address the considerations 
listed in subsections (a)(3)(B)(i) and (b).

(2) report and reCommendatIon. — Not later than 1 year after its establishment, the Tobacco Product 
Scientific Advisory Committee shall submit to the Secretary the report and recommendations required pursuant 
to paragraph (1).

(3) rUle of ConstrUCtIon. — Nothing in this subsection shall be construed to limit the Secretary’s authority to 
take action under this section or other sections of this Act applicable to menthol.

(f) dIssolVaBle toBaCCo ProdUCts. —

(1) referral; ConsIderatIons. — The Secretary shall refer to the Tobacco Products Scientific Advisory 
Committee for report and recommendation, under section 917(c)(4), the issue of the nature and impact of the 
use of dissolvable tobacco products on the public health, including such use among children. In its review, the 
Tobacco Products Scientific Advisory Committee shall address the considerations listed in subsection (a)(3)(B)(i).
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(2) report and reCommendatIon. — Not later than 2 years after its establishment, the Tobacco Product 
Scientific Advisory Committee shall submit to the Secretary the report and recommendations required pursuant 
to paragraph (1).

(3) rUle of ConstrUCtIon. — Nothing in this subsection shall be construed to limit the Secretary’s authority 
to take action under this section or other sections of this Act at any time applicable to any dissolvable tobacco 
product.

seC. 908. [387h] notIfICatIon and other remedIes.

(a) notIfICatIon. — If the Secretary determines that —

(1) a tobacco product which is introduced or delivered for introduction into interstate commerce for commercial 
distribution presents an unreasonable risk of substantial harm to the public health; and

(2) notification under this subsection is necessary to eliminate the unreasonable risk of such harm and no more 
practicable means is available under the provisions of this chapter (other than this section) to eliminate such 
risk, the Secretary may issue such order as may be necessary to assure that adequate notification is provided in 
an appropriate form, by the persons and means best suited under the circumstances involved, to all persons who 
should properly receive such notification in order to eliminate such risk. The Secretary may order notification by 
any appropriate means, including public service announcements. Before issuing an order under this subsection, 
the Secretary shall consult with the persons who are to give notice under the order.

(b) no exemptIon from other lIaBIlIty. — Compliance with an order issued under this section shall not relieve 
any person from liability under Federal or State law. In awarding damages for economic loss in an action brought 
for the enforcement of any such liability, the value to the plaintiff in such action of any remedy provided under such 
order shall be taken into account.

(c) reCall aUthorIty. —

(1) In general. — If the Secretary finds that there is a reasonable probability that a tobacco product contains 
a manufacturing or other defect not ordinarily contained in tobacco products on the market that would cause 
serious, adverse health consequences or death, the Secretary shall issue an order requiring the appropriate person 
(including the manufacturers, importers, distributors, or retailers of the tobacco product) to immediately cease 
distribution of such tobacco product. The order shall provide the person subject to the order with an opportunity 
for an informal hearing, to be held not later than 10 days after the date of the issuance of the order, on the actions 
required by the order and on whether the order should be amended to require a recall of such tobacco product. 
If, after providing an opportunity for such a hearing, the Secretary determines that inadequate grounds exist to 
support the actions required by the order, the Secretary shall vacate the order.

(2) amendment of order to reqUIre reCall. —

(A) In general. — If, after providing an opportunity for an informal hearing under paragraph (1), the 
Secretary determines that the order should be amended to include a recall of the tobacco product with 
respect to which the order was issued, the Secretary shall, except as provided in subparagraph (B), amend 
the order to require a recall. The Secretary shall specify a timetable in which the tobacco product recall will 
occur and shall require periodic reports to the Secretary describing the progress of the recall.

(B) notICe. — An amended order under subparagraph (A) —

(i) shall not include recall of a tobacco product from individuals; and

(ii) shall provide for notice to persons subject to the risks associated with the use of such tobacco 
product. In providing the notice required by clause (ii), the Secretary may use the assistance of retailers 
and other persons who distributed such tobacco product. If a significant number of such persons cannot 
be identified, the Secretary shall notify such persons under section 705(b).

(3) remedy not exClUsIVe. — The remedy provided by this subsection shall be in addition to remedies provided 
by subsection (a).

seC. 909. [387i] reCords and reports on toBaCCo prodUCts.

(a) In general. — Every person who is a tobacco product manufacturer or importer of a tobacco product shall 
establish and maintain such records, make such reports, and provide such information, as the Secretary may by 
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regulation reasonably require to assure that such tobacco product is not adulterated or misbranded and to otherwise 
protect public health. Regulations prescribed under the preceding sentence —

(1) may require a tobacco product manufacturer or importer to report to the Secretary whenever the manufacturer 
or importer receives or otherwise becomes aware of information that reasonably suggests that one of its marketed 
tobacco products may have caused or contributed to a serious unexpected adverse experience associated with the 
use of the product or any significant increase in the frequency of a serious, expected adverse product experience;

(2) shall require reporting of other significant adverse tobacco product experiences as determined by the 
Secretary to be necessary to be reported;

(3) shall not impose requirements unduly burdensome to a tobacco product manufacturer or importer, taking into 
account the cost of complying with such requirements and the need for the protection of the public health and 
the implementation of this chapter;

(4) when prescribing the procedure for making requests for reports or information, shall require that each request 
made under such regulations for submission of a report or information to the Secretary state the reason or 
purpose for such request and identify to the fullest extent practicable such report or information;

(5) when requiring submission of a report or information to the Secretary, shall state the reason or purpose for the 
submission of such report or information and identify to the fullest extent practicable such report or information; 
and

(6) may not require that the identity of any patient or user be disclosed in records, reports, or information 
required under this subsection unless required for the medical welfare of an individual, to determine risks to 
public health of a tobacco product, or to verify a record, report, or information submitted under this chapter.

In prescribing regulations under this subsection, the Secretary shall have due regard for the professional ethics of 
the medical profession and the interests of patients. The prohibitions of paragraph (6) continue to apply to records, 
reports, and information concerning any individual who has been a patient, irrespective of whether or when he ceases 
to be a patient.

(b) reports of remoVals and CorreCtIons. —

(1) In general. — Except as provided in paragraph (2), the Secretary shall by regulation require a tobacco 
product manufacturer or importer of a tobacco product to report promptly to the Secretary any corrective action 
taken or removal from the market of a tobacco product undertaken by such manufacturer or importer if the 
removal or correction was undertaken —

(A) to reduce a risk to health posed by the tobacco product; or

(B) to remedy a violation of this chapter caused by the tobacco product which may present a risk to health.

A tobacco product manufacturer or importer of a tobacco product who undertakes a corrective action or removal 
from the market of a tobacco product which is not required to be reported under this subsection shall keep a 
record of such correction or removal.

(2) exCeptIon. — No report of the corrective action or removal of a tobacco product may be required under 
paragraph (1) if a report of the corrective action or removal is required and has been submitted under subsection 
(a).

seC. 910. [387j] applICatIon for reVIew of CertaIn toBaCCo prodUCts.

(a) In general. —

(1) new toBaCCo ProdUCt defIned. — For purposes of this section the term “new tobacco product” means—

(A) any tobacco product (including those products in test markets) that was not commercially marketed in 
the United States as of February 15, 2007; or

(B) any modification (including a change in design, any component, any part, or any constituent, including 
a smoke constituent, or in the content, delivery or form of nicotine, or any other additive or ingredient) of a 
tobacco product where the modified product was commercially marketed in the United States after February 
15, 2007.

(2) Premarket reVIew reqUIred. —

(A) new ProdUCts. — An order under subsection (c)(1)(A)(i) for a new tobacco product is required 
unless—
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(i) the manufacturer has submitted a report under section 905(j); and the Secretary has issued an order 
that the tobacco product —

(I) is substantially equivalent to a tobacco product commercially marketed (other than for test 
marketing) in the United States as of February 15, 2007; and

(II) is in compliance with the requirements of this Act; or

(ii) the tobacco product is exempt from the requirements of section 905(j) pursuant to a regulation 
issued under section 905(j)(3).

(B) applICatIon to CertaIn Post-feBrUary 15, 2007, ProdUCts. — Subparagraph (A) shall not apply to 
a tobacco product —

(i) that was first introduced or delivered for introduction into interstate commerce for commercial 
distribution in the United States after February 15, 2007, and prior to the date that is 21 months after the 
date of enactment of the Family Smoking Prevention and Tobacco Control Act; and

(ii) for which a report was submitted under section 905(j) within such 21-month period, except that 
subparagraph (A) shall apply to the tobacco product if the Secretary issues an order that the tobacco 
product is not substantially equivalent.

(3) sUBstantIally eqUIValent defIned. —

(A) In general. — In this section and section 905(j), the term “substantially equivalent” or “substantial 
equivalence” means, with respect to the tobacco product being compared to the predicate tobacco product, 
that the Secretary by order has found that the tobacco product —

(i) has the same characteristics as the predicate tobacco product; or

(ii) has different characteristics and the information submitted contains information, including clinical 
data if deemed necessary by the Secretary, that demonstrates that it is not appropriate to regulate the 
product under this section because the product does not raise different questions of public health.

(B) CharaCterIstICs. — In subparagraph (A), the term “characteristics” means the materials, ingredients, 
design, composition, heating source, or other features of a tobacco product.

(C) lImItatIon. — A tobacco product may not be found to be substantially equivalent to a predicate tobacco 
product that has been removed from the market at the initiative of the Secretary or that has been determined 
by a judicial order to be misbranded or adulterated.

(4) Health InformatIon. —

(A) sUmmary. — As part of a submission under section 905(j) respecting a tobacco product, the person 
required to file a premarket notification under such section shall provide an adequate summary of any health 
information related to the tobacco product or state that such information will be made available upon request 
by any person.

(B) reqUIred InformatIon. — Any summary under subparagraph (A) respecting a tobacco product shall 
contain detailed information regarding data concerning adverse health effects and shall be made available 
to the public by the Secretary within 30 days of the issuance of a determination that such tobacco product is 
substantially equivalent to another tobacco product.

(b) applICatIon. —

(1) Contents. — An application under this section shall contain —

(A) full reports of all information, published or known to, or which should reasonably be known to, the 
applicant, concerning investigations which have been made to show the health risks of such tobacco product 
and whether such tobacco product presents less risk than other tobacco products;

(B) a full statement of the components, ingredients, additives, and properties, and of the principle or 
principles of operation, of such tobacco product;

(C) a full description of the methods used in, and the facilities and controls used for, the manufacture, 
processing, and, when relevant, packing and installation of, such tobacco product;

(D) an identifying reference to any tobacco product standard under section 907 which would be applicable 
to any aspect of such tobacco product, and either adequate information to show that such aspect of such 
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tobacco product fully meets such tobacco product standard or adequate information to justify any deviation 
from such standard;

(E) such samples of such tobacco product and of components thereof as the Secretary may reasonably 
require;

(F) specimens of the labeling proposed to be used for such tobacco product; and

(G) such other information relevant to the subject matter of the application as the Secretary may require.

(2) referral to toBaCCo ProdUCts sCIentIfIC adVIsory CommIttee. — Upon receipt of an application 
meeting the requirements set forth in paragraph (1), the Secretary —

(A) may, on the Secretary’s own initiative; or

(B) may, upon the request of an applicant, refer such application to the Tobacco Products Scientific Advisory 
Committee for reference and for submission (within such period as the Secretary may establish) of a report 
and recommendation respecting the application, together with all underlying data and the reasons or basis 
for the recommendation.

(c) aCtIon on applICatIon. —

(1) deadlIne. —

(A) In general. — As promptly as possible, but in no event later than 180 days after the receipt of an 
application under subsection (b), the Secretary, after considering the report and recommendation submitted 
under subsection (b)(2), shall —

(i) issue an order that the new product may be introduced or delivered for introduction into interstate 
commerce if the Secretary finds that none of the grounds specified in paragraph (2) of this subsection 
applies; or

(ii) issue an order that the new product may not be introduced or delivered for introduction into interstate 
commerce if the Secretary finds (and sets forth the basis for such finding as part of or accompanying 
such denial) that 1 or more grounds for denial specified in paragraph (2) of this subsection apply.

(B) restrICtIons on sale and dIstrIBUtIon. — An order under subparagraph (A)(i) may require that the 
sale and distribution of the tobacco product be restricted but only to the extent that the sale and distribution 
of a tobacco product may be restricted under a regulation under section 906(d).

(2) denIal of applICatIon. — The Secretary shall deny an application submitted under subsection (b) if, upon 
the basis of the information submitted to the Secretary as part of the application and any other information before 
the Secretary with respect to such tobacco product, the Secretary finds that—

(A) there is a lack of a showing that permitting such tobacco product to be marketed would be appropriate 
for the protection of the public health;

(B) the methods used in, or the facilities or controls used for, the manufacture, processing, or packing of 
such tobacco product do not conform to the requirements of section 906(e);

(C) based on a fair evaluation of all material facts, the proposed labeling is false or misleading in any 
particular; or

(D) such tobacco product is not shown to conform in all respects to a tobacco product standard in effect 
under section 907, and there is a lack of adequate information to justify the deviation from such standard.

(3) denIal InformatIon. — Any denial of an application shall, insofar as the Secretary determines to be 
practicable, be accompanied by a statement informing the applicant of the measures required to remove such 
application from deniable form (which measures may include further research by the applicant in accordance 
with 1 or more protocols prescribed by the Secretary).

(4) BasIs for fIndIng. — For purposes of this section, the finding as to whether the marketing of a tobacco 
product for which an application has been submitted is appropriate for the protection of the public health shall 
be determined with respect to the risks and benefits to the population as a whole, including users and nonusers 
of the tobacco product, and taking into account—

(A) the increased or decreased likelihood that existing users of tobacco products will stop using such 
products; and

(B) the increased or decreased likelihood that those who do not use tobacco products will start using such 
products.
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(5) BasIs for aCtIon. —

(A) InVestIgatIons. — For purposes of paragraph (2)(A), whether permitting a tobacco product to be 
marketed would be appropriate for the protection of the public health shall, when appropriate, be determined 
on the basis of well-controlled investigations, which may include 1 or more clinical investigations by experts 
qualified by training and experience to evaluate the tobacco product.

(B) other eVIdenCe. — If the Secretary determines that there exists valid scientific evidence (other than 
evidence derived from investigations described in subparagraph (A)) which is sufficient to evaluate the 
tobacco product, the Secretary may authorize that the determination for purposes of paragraph (2)(A) be 
made on the basis of such evidence.

(d) WIthdrawal and temporary sUspensIon. —

(1) In general. — The Secretary shall, upon obtaining, where appropriate, advice on scientific matters from 
the Tobacco Products Scientific Advisory Committee, and after due notice and opportunity for informal hearing 
for a tobacco product for which an order was issued under subsection (c)(1)(A)(i), issue an order withdrawing 
the order if the Secretary finds —

(A) that the continued marketing of such tobacco product no longer is appropriate for the protection of the 
public health;

(B) that the application contained or was accompanied by an untrue statement of a material fact;

(C) that the applicant —

(i) has failed to establish a system for maintaining records, or has repeatedly or deliberately failed to 
maintain records or to make reports, required by an applicable regulation under section 909;

(ii) has refused to permit access to, or copying or verification of, such records as required by section 
704; or

(iii) has not complied with the requirements of section 905;

(D) on the basis of new information before the Secretary with respect to such tobacco product, evaluated 
together with the evidence before the Secretary when the application was reviewed, that the methods used in, 
or the facilities and controls used for, the manufacture, processing, packing, or installation of such tobacco 
product do not conform with the requirements of section 906(e) and were not brought into conformity 
with such requirements within a reasonable time after receipt of written notice from the Secretary of 
nonconformity;

(E) on the basis of new information before the Secretary, evaluated together with the evidence before the 
Secretary when the application was reviewed, that the labeling of such tobacco product, based on a fair 
evaluation of all material facts, is false or misleading in any particular and was not corrected within a 
reasonable time after receipt of written notice from the Secretary of such fact; or

(F) on the basis of new information before the Secretary, evaluated together with the evidence before the 
Secretary when such order was issued, that such tobacco product is not shown to conform in all respects to 
a tobacco product standard which is in effect under section 907, compliance with which was a condition to 
the issuance of an order relating to the application, and that there is a lack of adequate information to justify 
the deviation from such standard.

(2) appeal. — The holder of an application subject to an order issued under paragraph (1) withdrawing an order 
issued pursuant to subsection (c)(1)(A)(i) may, by petition filed on or before the 30th day after the date upon 
which such holder receives notice of such withdrawal, obtain review thereof in accordance with section 912.

(3) temporary sUspensIon. — If, after providing an opportunity for an informal hearing, the Secretary determines 
there is reasonable probability that the continuation of distribution of a tobacco product under an order would 
cause serious, adverse health consequences or death, that is greater than ordinarily caused by tobacco products 
on the market, the Secretary shall by order temporarily suspend the authority of the manufacturer to market the 
product. If the Secretary issues such an order, the Secretary shall proceed expeditiously under paragraph (1) to 
withdraw such application.

(e) serVICe of order. — An order issued by the Secretary under this section shall be served —

(1) in person by any officer or employee of the department designated by the Secretary; or

(2) by mailing the order by registered mail or certified mail addressed to the applicant at the applicant’s last 
known address in the records of the Secretary.
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(f) reCords. —

(1) addItIonal InformatIon. — In the case of any tobacco product for which an order issued pursuant to 
subsection (c)(1)(A)(i) for an application filed under subsection (b) is in effect, the applicant shall establish and 
maintain such records, and make such reports to the Secretary, as the Secretary may by regulation, or by order 
with respect to such application, prescribe on the basis of a finding that such records and reports are necessary 
in order to enable the Secretary to determine, or facilitate a determination of, whether there is or may be grounds 
for withdrawing or temporarily suspending such order.

(2) aCCess to reCords. — Each person required under this section to maintain records, and each person in 
charge of custody thereof, shall, upon request of an officer or employee designated by the Secretary, permit such 
officer or employee at all reasonable times to have access to and copy and verify such records.

(g) InVestIgatIonal toBaCCo ProdUCt exemptIon for InVestIgatIonal Use. — The Secretary may exempt 
tobacco products intended for investigational use from the provisions of this chapter under such conditions as the 
Secretary may by regulation prescribe.

seC. 911. [387k] modIfIed-rIsk toBaCCo prodUCts.

(a) In general. — No person may introduce or deliver for introduction into interstate commerce any modified risk 
tobacco product unless an order issued pursuant to subsection(g) is effective with respect to such product.

(b) defInItIons. — In this section:

(1) modIfIed rIsk toBaCCo ProdUCt. — The term “modified risk tobacco product” means any tobacco 
product that is sold or distributed for use to reduce harm or the risk of tobacco-related disease associated with 
commercially marketed tobacco products.

(2) sold or dIstrIBUted. —

(A) In general. — With respect to a tobacco product, the term “sold or distributed for use to reduce harm 
or the risk of tobacco-related disease associated with commercially marketed tobacco products” means a 
tobacco product —

(i) the label, labeling, or advertising of which represents explicitly or implicitly that —

(I) the tobacco product presents a lower risk of tobacco-related disease or is less harmful than one 
or more other commercially marketed tobacco products;

(II) the tobacco product or its smoke contains a reduced level of a substance or presents a reduced 
exposure to a substance; or

(III) the tobacco product or its smoke does not contain or is free of a substance;

(ii) the label, labeling, or advertising of which uses the descriptors “light”, “mild”, or “low” or similar 
descriptors; or

(iii) the tobacco product manufacturer of which has taken any action directed to consumers through the 
media or otherwise, other than by means of the tobacco product’s label, labeling, or advertising, after the 
date of enactment of the Family Smoking Prevention and Tobacco Control Act, respecting the product 
that would be reasonably expected to result in consumers believing that the tobacco product or its smoke 
may present a lower risk of disease or is less harmful than one or more commercially marketed tobacco 
products, or presents a reduced exposure to, or does not contain or is free of, a substance or substances.

(B) lImItatIon. — No tobacco product shall be considered to be “sold or distributed for use to reduce harm 
or the risk of tobacco-related disease associated with commercially marketed tobacco products”, except as 
described in subparagraph (A).

(C) smokeless toBaCCo ProdUCt. — No smokeless tobacco product shall be considered to be ‘sold or 
distributed for use to reduce harm or the risk of tobacco-related disease associated with commercially 
marketed tobacco products’ solely because its label, labeling, or advertising uses the following phrases to 
describe such product and its use: “smokeless tobacco”, “smokeless tobacco product”, “not consumed by 
smoking”, “does not produce smoke”, “smokefree”, “smoke-free”, “without smoke”, “no smoke”, or “not 
smoke”.
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(3) effeCtIVe date. — The provisions of paragraph (2)(A)(ii) shall take effect 12 months after the date of 
enactment of the Family Smoking Prevention and Tobacco Control Act for those products whose label, labeling, 
or advertising contains the terms described in such paragraph on such date of enactment. The effective date shall 
be with respect to the date of manufacture, provided that, in any case, beginning 30 days after such effective date, 
a manufacturer shall not introduce into the domestic commerce of the United States any product, irrespective of 
the date of manufacture, that is not in conformance with paragraph (2)(A)(ii).

(c) toBaCCo dependenCe ProdUCts. — A product that is intended to be used for the treatment of tobacco dependence, 
including smoking cessation, is not a modified risk tobacco product under this section if it has been approved as a 
drug or device by the Food and Drug Administration and is subject to the requirements of chapter V.

(d) fIlIng. — Any person may file with the Secretary an application for a modified risk tobacco product. Such 
application shall include—

(1) a description of the proposed product and any proposed advertising and labeling;

(2) the conditions for using the product;

(3) the formulation of the product;

(4) sample product labels and labeling;

(5) all documents (including underlying scientific information) relating to research findings conducted, supported, 
or possessed by the tobacco product manufacturer relating to the effect of the product on tobacco-related diseases 
and health-related conditions, including information both favorable and unfavorable to the ability of the product 
to reduce risk or exposure and relating to human health;

(6) data and information on how consumers actually use the tobacco product; and

(7) such other information as the Secretary may require.

(e) PUBlIC aVaIlaBIlIty. — The Secretary shall make the application described in subsection (d) publicly available 
(except matters in the application which are trade secrets or otherwise confidential, commercial information) and 
shall request comments by interested persons on the information contained in the application and on the label, 
labeling, and advertising accompanying such application.

(f) adVIsory CommIttee. —

(1) In general. — The Secretary shall refer to the Tobacco Products Scientific Advisory Committee any 
application submitted under this section.

(2) reCommendatIons. — Not later than 60 days after the date an application is referred to the Tobacco Products 
Scientific Advisory Committee under paragraph (1), the Advisory Committee shall report its recommendations 
on the application to the Secretary.

(g) marketIng. —

(1) modIfIed rIsk ProdUCts. — Except as provided in paragraph (2), the Secretary shall, with respect to 
an application submitted under this section, issue an order that a modified risk product may be commercially 
marketed only if the Secretary determines that the applicant has demonstrated that such product, as it is actually 
used by consumers, will —

(A) significantly reduce harm and the risk of tobacco-related disease to individual tobacco users; and

(B) benefit the health of the population as a whole taking into account both users of tobacco products and 
persons who do not currently use tobacco products.

(2) speCIal rUle for CertaIn ProdUCts. —

(A) In general. — The Secretary may issue an order that a tobacco product may be introduced or delivered 
for introduction into interstate commerce, pursuant to an application under this section, with respect to a 
tobacco product that may not be commercially marketed under paragraph (1) if the Secretary makes the 
findings required under this paragraph and determines that the applicant has demonstrated that —

(i) such order would be appropriate to promote the public health;

(ii) any aspect of the label, labeling, and advertising for such product that would cause the tobacco 
product to be a modified risk tobacco product under subsection (b) is limited to an explicit or implicit 
representation that such tobacco product or its smoke does not contain or is free of a substance or 
contains a reduced level of a substance, or presents a reduced exposure to a substance in tobacco smoke;
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(iii) scientific evidence is not available and, using the best available scientific methods, cannot be made 
available without conducting long-term epidemiological studies for an application to meet the standards 
set forth in paragraph (1); and

(iv) the scientific evidence that is available without conducting long-term epidemiological studies 
demonstrates that a measurable and substantial reduction in morbidity or mortality among individual 
tobacco users is reasonably likely in subsequent studies.

(B) addItIonal fIndIngs reqUIred. — To issue an order under subparagraph A) the Secretary must also 
find that the applicant has demonstrated that —

(i) the magnitude of the overall reductions in exposure to the substance or substances which are the 
subject of the application is substantial, such substance or substances are harmful, and the product as 
actually used exposes consumers to the specified reduced level of the substance or substances;

(ii) the product as actually used by consumers will not expose them to higher levels of other harmful 
substances compared to the similar types of tobacco products then on the market unless such increases 
are minimal and the reasonably likely overall impact of use of the product remains a substantial and 
measurable reduction in overall morbidity and mortality among individual tobacco users;

(iii) testing of actual consumer perception shows that, as the applicant proposes to label and market the 
product, consumers will not be misled into believing that the product —

(I) is or has been demonstrated to be less harmful; or

(II) presents or has been demonstrated to present less of a risk of disease than 1 or more other 
commercially marketed tobacco products; and

(iv) issuance of an order with respect to the application is expected to benefit the health of the population 
as a whole taking into account both users of tobacco products and persons who do not currently use 
tobacco products.

(C) CondItIons of marketIng. —

(i) In general. — Applications subject to an order under this paragraph shall be limited to a term of 
not more than 5 years, but may be renewed upon a finding by the Secretary that the requirements of this 
paragraph continue to be satisfied based on the filing of a new application.

(ii) agreements By applICant. — An order under this paragraph shall be conditioned on the applicant’s 
agreement to conduct postmarket surveillance and studies and to submit to the Secretary the results of 
such surveillance and studies to determine the impact of the order on consumer perception, behavior, 
and health and to enable the Secretary to review the accuracy of the determinations upon which the 
order was based in accordance with a protocol approved by the Secretary.

(iii) ANNUAL SUBMISSION. — The results of such postmarket surveillance and studies described in clause 
(ii) shall be submitted annually.

(3) BasIs. — The determinations under paragraphs (1) and (2) shall be based on—

(A) the scientific evidence submitted by the applicant; and

(B) scientific evidence and other information that is made available to the Secretary.

(4) BenefIt to Health of IndIVIdUals and of PopUlatIon as a Whole. — In making the determinations under 
paragraphs (1) and (2), the Secretary shall take into account —

(A) the relative health risks to individuals of the tobacco product that is the subject of the application;

(B) the increased or decreased likelihood that existing users of tobacco products who would otherwise stop 
using such products will switch to the tobacco product that is the subject of the application;

(C) the increased or decreased likelihood that persons who do not use tobacco products will start using the 
tobacco product that is the subject of the application;

(D) the risks and benefits to persons from the use of the tobacco product that is the subject of the application 
as compared to the use of products for smoking cessation approved under chapter V to treat nicotine 
dependence; and

(E) comments, data, and information submitted by interested persons.

(h) addItIonal CondItIons for marketIng. —
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(1) modIfIed rIsk ProdUCts. — The Secretary shall require for the marketing of a product under this section that 
any advertising or labeling concerning modified risk products enable the public to comprehend the information 
concerning modified risk and to understand the relative significance of such information in the context of total 
health and in relation to all of the diseases and health-related conditions associated with the use of tobacco 
products.

(2) ComparatIVe ClaIms. —

(A) In general. — The Secretary may require for the marketing of a product under this subsection that 
a claim comparing a tobacco product to 1 or more other commercially marketed tobacco products shall 
compare the tobacco product to a commercially marketed tobacco product that is representative of that type 
of tobacco product on the market (for example the average value of the top 3 brands of an established regular 
tobacco product).

(B) QUantItatIVe ComparIsons. — The Secretary may also require, for purposes of subparagraph (A), 
that the percent (or fraction) of change and identity of the reference tobacco product and a quantitative 
comparison of the amount of the substance claimed to be reduced shall be stated in immediate proximity to 
the most prominent claim.

(3) laBel dIsClosUre. —

(A) In general. — The Secretary may require the disclosure on the label of other substances in the tobacco 
product, or substances that may be produced by the consumption of that tobacco product, that may affect 
a disease or health-related condition or may increase the risk of other diseases or health-related conditions 
associated with the use of tobacco products.

(B) CondItIons of Use. — If the conditions of use of the tobacco product may affect the risk of the product 
to human health, the Secretary may require the labeling of conditions of use.

(4) tIme. — An order issued under subsection (g)(1) shall be effective for a specified period of time.

(5) adVertIsIng. — The Secretary may require, with respect to a product for which an applicant obtained an 
order under subsection (g)(1), that the product comply with requirements relating to advertising and promotion 
of the tobacco product.

(i) Postmarket sUrVeIllanCe and stUdIes. —

(1) In general. — The Secretary shall require, with respect to a product for which an applicant obtained an 
order under subsection (g)(1), that the applicant conduct postmarket surveillance and studies for such a tobacco 
product to determine the impact of the order issuance on consumer perception, behavior, and health, to enable 
the Secretary to review the accuracy of the determinations upon which the order was based, and to provide 
information that the Secretary determines is otherwise necessary regarding the use or health risks involving the 
tobacco product. The results of postmarket surveillance and studies shall be submitted to the Secretary on an 
annual basis.

(2) sUrVeIllanCe ProtoCol. — Each applicant required to conduct a surveillance of a tobacco product 
under paragraph (1) shall, within 30 days after receiving notice that the applicant is required to conduct such 
surveillance, submit, for the approval of the Secretary, a protocol for the required surveillance. The Secretary, 
within 60 days of the receipt of such protocol, shall determine if the principal investigator proposed to be used 
in the surveillance has sufficient qualifications and experience to conduct such surveillance and if such protocol 
will result in collection of the data or other information designated by the Secretary as necessary to protect the 
public health.

(j) WIthdrawal of aUthorIzatIon. — The Secretary, after an opportunity for an informal hearing, shall withdraw 
an order under subsection (g) if the Secretary determines that —

(1) the applicant, based on new information, can no longer make the demonstrations required under subsection 
(g), or the Secretary can no longer make the determinations required under subsection (g);

(2) the application failed to include material information or included any untrue statement of material fact;

(3) any explicit or implicit representation that the product reduces risk or exposure is no longer valid, including 
if —

(A) a tobacco product standard is established pursuant to section 907;

(B) an action is taken that affects the risks presented by other commercially marketed tobacco products that 
were compared to the product that is the subject of the application; or
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(C) any postmarket surveillance or studies reveal that the order is no longer consistent with the protection 
of the public health;

(4) the applicant failed to conduct or submit the postmarket surveillance and studies required under subsection 
(g)(2)(C)(ii) or subsection (i); or

(5) the applicant failed to meet a condition imposed under subsection (h).

(k) Chapter IV or V. — A product for which the Secretary has issued an order pursuant to subsection (g) shall not 
be subject to chapter IV or V.

(l) ImplementIng regUlatIons or gUIdanCe. —

(1) sCIentIfIC eVIdenCe. — Not than 2 years after the date of enactment of the Family Smoking Prevention 
and Tobacco Control Act, the Secretary shall issue regulations or guidance (or any combination thereof) on 
the scientific evidence required for assessment and ongoing review of modified risk tobacco products. Such 
regulations or guidance shall —

(A) to the extent that adequate scientific evidence exists, establish minimum standards for scientific studies 
needed prior to issuing an order under subsection (g) to show that a substantial reduction in morbidity or 
mortality among individual tobacco users occurs for products described in subsection(g)(1) or is reasonably 
likely for products described in subsection (g)(2);

(B) include validated biomarkers, intermediate clinical endpoints, and other feasible outcome measures, as 
appropriate;

(C) establish minimum standards for postmarket studies, that shall include regular and long-term assessments 
of health outcomes and mortality, intermediate clinical endpoints, consumer perception of harm reduction, 
and the impact on quitting behavior and new use of tobacco products, as appropriate;

(D) establish minimum standards for required postmarket surveillance, including ongoing assessments of 
consumer perception;

(E) require that data from the required studies and surveillance be made available to the Secretary prior to 
the decision on renewal of a modified risk tobacco product; and

(F) establish a reasonable timetable for the Secretary to review an application under this section.

(2) ConsUltatIon. — The regulations or guidance issued under paragraph (1) shall be developed in consultation 
with the Institute of Medicine, and with the input of other appropriate scientific and medical experts, on the 
design and conduct of such studies and surveillance.

(3) reVIsIon. — The regulations or guidance under paragraph (1) shall be revised on a regular basis as new 
scientific information becomes available.

(4) new toBaCCo ProdUCts. — Not later than 2 years after the date of enactment of the Family Smoking 
Prevention and Tobacco Control Act, the Secretary shall issue a regulation or guidance that permits the filing 
of a single application for any tobacco product that is a new tobacco product under section 910 and which the 
applicant seeks to commercially market under this section.

(m) dIstrIBUtors. — Except as provided in this section, no distributor may take any action, after the date of 
enactment of the Family Smoking Prevention and Tobacco Control Act, with respect to a tobacco product that would 
reasonably be expected to result in consumers believing that the tobacco product or its smoke may present a lower 
risk of disease or is less harmful than one or more commercially marketed tobacco products, or presents a reduced 
exposure to, or does not contain or is free of, a substance or substances.

seC. 912. [387l] JUdICIal reVIew.

(a) rIght to reVIew. —

(1) In general. — Not later than 30 days after —

(A) the promulgation of a regulation under section 907 establishing, amending, or revoking a tobacco 
product standard; or

(B) a denial of an application under section 910(c), any person adversely affected by such regulation or 
denial may file a petition for judicial review of such regulation or denial with the United States Court of 
Appeals for the District of Columbia or for the circuit in which such person resides or has their principal 
place of business.
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(2) reqUIrements. —

(A) Copy of PetItIon. — A copy of the petition filed under paragraph (1) shall be transmitted by the clerk 
of the court involved to the Secretary.

(B) reCord of ProCeedIngs. — On receipt of a petition under subparagraph (A), the Secretary shall file in 
the court in which such petition was filed —

(i) the record of the proceedings on which the regulation or order was based; and

(ii) a statement of the reasons for the issuance of such a regulation or order.

(C) defInItIon of reCord. — In this section, the term “record” means —

(i) all notices and other matter published in the Federal Register with respect to the regulation or order 
reviewed;

(ii) all information submitted to the Secretary with respect to such regulation or order;

(iii) proceedings of any panel or advisory committee with respect to such regulation or order;

(iv) any hearing held with respect to such regulation or order; and

(v) any other information identified by the Secretary, in the administrative proceeding held with respect 
to such regulation or order, as being relevant to such regulation or order.

(b) standard of reVIew. — Upon the filing of the petition under subsection (a) for judicial review of a regulation or 
order, the court shall have jurisdiction to review the regulation or order in accordance with chapter 7 of title 5, United 
States Code, and to grant appropriate relief, including interim relief, as provided for in such chapter. A regulation or 
denial described in subsection (a) shall be reviewed in accordance with section 706(2)(A) of title 5, United States 
Code.

(c) fInalIty of JUdgment. — The judgment of the court affirming or setting aside, in whole or in part, any regulation 
or order shall be final, subject to review by the Supreme Court of the United States upon certiorari or certification, 
as provided in section 1254 of title 28, United States Code.

(d) other remedIes. — The remedies provided for in this section shall be in addition to, and not in lieu of, any other 
remedies provided by law.

(e) regUlatIons and orders mUst reCIte BasIs In reCord. — To judicial review, a regulation or order issued 
under section 906, 907, 908, 909, 910, or 916 shall contain a statement of the reasons for the issuance of such 
regulation or order in the record of the proceedings held in connection with its issuance.

seC. 913. [387m] eqUal treatment of retaIl oUtlets.

The Secretary shall issue regulations to require that retail establishments for which the predominant business is the 
sale of tobacco products comply with any advertising restrictions applicable to retail establishments accessible to 
individuals under the age of 18.

seC. 914. [387n] JUrIsdICtIon of and CoordInatIon wIth the federal trade CommIssIon.

(a) JUrIsdICtIon. —

(1) In general. — Except where expressly provided in this chapter, nothing in this chapter shall be construed as 
limiting or diminishing the authority of the Federal Trade Commission to enforce the laws under its jurisdiction 
with respect to the advertising, sale, or distribution of tobacco products.

(2) enforCement. — Any advertising that violates this chapter or a provision of the regulations referred to in 
section 102 of the Family Smoking Prevention and Tobacco Control Act, is an unfair or deceptive act or practice 
under section 5(a) of the Federal Trade Commission Act and shall be considered a violation of a rule promulgated 
under section 18 of that Act.

(b) CoordInatIon. — With respect to the requirements of section 4 of the Federal Cigarette Labeling and Advertising 
Act and section 3 of the Comprehensive Smokeless Tobacco Health Education Act of 1986 —
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(1) the Chairman of the Federal Trade Commission shall coordinate with the Secretary concerning the 
enforcement of such Act as such enforcement relates to unfair or deceptive acts or practices in the advertising of 
cigarettes or smokeless tobacco; and

(2) the Secretary shall consult with the Chairman of such Commission in revising the label statements and 
requirements under such sections.

seC. 915. [387o] regUlatIon reqUIrement.

(a) testIng, reportIng, and dIsClosUre. — Not later than 36 months after the date of enactment of the Family 
Smoking Prevention and Tobacco Control Act, the Secretary shall promulgate regulations under this Act that meet 
the requirements of subsection (b).

(b) Contents of rUles. — The regulations promulgated under subsection (a) —

(1) shall require testing and reporting of tobacco product constituents, ingredients, and additives, including 
smoke constituents, by brand and subbrand that the Secretary determines should be tested to protect the public 
health, provided that, for purposes of the testing requirements of this paragraph, tobacco products manufactured 
and sold by a single tobacco product manufacturer that are identical in all respects except the labels, packaging 
design, logo, trade dress, trademark, brand name, or any combination thereof, shall be considered as a single 
brand; and

(2) may require that tobacco product manufacturers, packagers, or importers make disclosures relating to the 
results of the testing of tar and nicotine through labels or advertising or other appropriate means, and make 
disclosures regarding the results of the testing of other constituents, including smoke constituents, ingredients, 
or additives, that the Secretary determines should be disclosed to the public to protect the public health and will 
not mislead consumers about the risk of tobacco-related disease.

(c) aUthorIty. — The Secretary shall have the authority under this chapter to conduct or to require the testing, 
reporting, or disclosure of tobacco product constituents, including smoke constituents.

(d) small toBaCCo ProdUCt manUfaCtUrers. —

(1) fIrst ComplIanCe date. — The initial regulations promulgated under subsection (a) shall not impose 
requirements on small tobacco product manufacturers before the later of —

(A) the end of the 2-year period following the final promulgation of such regulations; and

(B) the initial date set by the Secretary for compliance with such regulations by manufacturers that are not 
small tobacco product manufacturers.

(2) testIng and reportIng InItIal ComplIanCe PerIod. —

(A) 4-Year PerIod. — The initial regulations promulgated under subsection (a) shall give each small 
tobacco product manufacturer a 4-year period over which to conduct testing and reporting for all of its 
tobacco products. Subject to paragraph (1), the end of the first year of such 4-year period shall coincide with 
the initial date of compliance under this section set by the Secretary with respect to manufacturers that are 
not small tobacco product manufacturers or the end of the 2-year period following the final promulgation 
of such regulations, as described in paragraph (1)(A). A small tobacco product manufacturer shall be 
required —

(i) to conduct such testing and reporting for 25 percent of its tobacco products during each year of such 
4-year period; and

(ii) to conduct such testing and reporting for its largest-selling tobacco products (as determined by the 
Secretary) before its other tobacco products, or in such other order of priority as determined by the 
Secretary.

(B) Case-By-Case delay. — Notwithstanding subparagraph (A), the Secretary may, on a case-by-case 
basis, delay the date by which an individual small tobacco product manufacturer must conduct testing 
and reporting for its tobacco products under this section based upon a showing of undue hardship to such 
manufacturer. Notwithstanding the preceding sentence, the Secretary shall not extend the deadline for a 
small tobacco product manufacturer to conduct testing and reporting for all of its tobacco products beyond 
a total of 5 years after the initial date of compliance under this section set by the Secretary with respect to 
manufacturers that are not small tobacco product manufacturers.
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(3) sUBseqUent and addItIonal testIng and reportIng. — The regulations promulgated under subsection (a) 
shall provide that, with respect to any subsequent or additional testing and reporting of tobacco products required 
under this section, such testing and reporting by a small tobacco product manufacturer shall be conducted in 
accordance with the timeframes described in paragraph (2)(A), except that, in the case of a new product, or 
if there has been a modification described in section 910(a)(1)(B) of any product of a small tobacco product 
manufacturer since the last testing and reporting required under this section, the Secretary shall require that any 
subsequent or additional testing and reporting be conducted in accordance with the same timeframe applicable 
to manufacturers that are not small tobacco product manufacturers.

(4) JoInt laBoratory testIng serVICes. — The Secretary shall allow any 2 or more small tobacco product 
manufacturers to join together to purchase laboratory testing services required by this section on a group basis in 
order to ensure that such manufacturers receive access to, and fair pricing of, such testing services.

(e) extensIons for lImIted laBoratory CapaCIty. —

(1) In general. — The regulations promulgated under subsection (a) shall provide that a small tobacco product 
manufacturer shall not be considered to be in violation of this section before the deadline applicable under 
paragraphs (3) and (4), if—

(A) the tobacco products of such manufacturer are in compliance with all other requirements of this chapter; 
and

(B) the conditions described in paragraph (2) are met.

(2) CondItIons. — Notwithstanding the requirements of this section, the Secretary may delay the date by which a 
small tobacco product manufacturer must be in compliance with the testing and reporting required by this section 
until such time as the testing is reported if, not later than 90 days before the deadline for reporting in accordance 
with this section, a small tobacco product manufacturer provides evidence to the Secretary demonstrating that—

(A) the manufacturer has submitted the required products for testing to a laboratory and has done so 
sufficiently in advance of the deadline to create a reasonable expectation of completion by the deadline;

(B) the products currently are awaiting testing by the laboratory; and

(C) neither that laboratory nor any other laboratory is able to complete testing by the deadline at customary, 
nonexpedited testing fees.

(3) extensIon. — The Secretary, taking into account the laboratory testing capacity that is available to tobacco 
product manufacturers, shall review and verify the evidence submitted by a small tobacco product manufacturer 
in accordance with paragraph (2). If the Secretary finds that the conditions described in such paragraph are met, 
the Secretary shall notify the small tobacco product manufacturer that the manufacturer shall not be considered 
to be in violation of the testing and reporting requirements of this section until the testing is reported or until 1 
year after the reporting deadline has passed, whichever occurs sooner. If, however, the Secretary has not made 
a finding before the reporting deadline, the manufacturer shall not be considered to be in violation of such 
requirements until the Secretary finds that the conditions described in paragraph (2) have not been met, or until 
1 year after the reporting deadline, whichever occurs sooner.

(4) addItIonal extensIon. — In addition to the time that may be provided under paragraph (3), the Secretary 
may provide further extensions of time, in increments of no more than 1 year, for required testing and reporting 
to occur if the Secretary determines, based on evidence properly and timely submitted by a small tobacco 
product manufacturer in accordance with paragraph (2), that a lack of available laboratory capacity prevents the 
manufacturer from completing the required testing during the period described in paragraph (3).

(f) rUle of ConstrUCtIon. — Nothing in subsection (d) or (e) shall be construed to authorize the extension of any 
deadline, or to otherwise affect any timeframe, under any provision of this Act or the Family Smoking Prevention and 
Tobacco Control Act other than this section.

seC. 916. [387p] preserVatIon of state and loCal aUthorIty.

(a) In general. —

(1) PreserVatIon. — Except as provided in paragraph (2)(A), nothing in this chapter, or rules promulgated 
under this chapter, shall be construed to limit the authority of a Federal agency (including the Armed Forces), 
a State or political subdivision of a State, or the government of an Indian tribe to enact, adopt, promulgate, and 
enforce any law, rule, regulation, or other measure with respect to tobacco products that is in addition to, or more 
stringent than, requirements established under this chapter, including a law, rule, regulation, or other measure 
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relating to or prohibiting the sale, distribution, possession, exposure to, access to, advertising and promotion of, 
or use of tobacco products by individuals of any age, information reporting to the State, or measures relating to 
fire safety standards for tobacco products. No provision of this chapter shall limit or otherwise affect any State, 
tribal, or local taxation of tobacco products.

(2) PreemptIon of CertaIn state and loCal reqUIrements. —

(A) In general. — No State or political subdivision of a State may establish or continue in effect with 
respect to a tobacco product any requirement which is different from, or in addition to, any requirement 
under the provisions of this chapter relating to tobacco product standards, premarket review, adulteration, 
misbranding, labeling, registration, good manufacturing standards, or modified risk tobacco products.

(B) exCeptIon. — Subparagraph (A) does not apply to requirements relating to the sale, distribution, 
possession, information reporting to the State, exposure to, access to, the advertising and promotion of, or 
use of, tobacco products by individuals of any age, or relating to fire safety standards for tobacco products. 
Information disclosed to a State under subparagraph (A) that is exempt from disclosure under section 552(b)
(4) of title 5, United States Code, shall be treated as a trade secret and confidential information by the State.

(b) rUle of ConstrUCtIon regardIng ProdUCt lIaBIlIty. — No provision of this chapter relating to a tobacco 
product shall be construed to modify or otherwise affect any action or the liability of any person under the product 
liability law of any State.

seC. 917. [387q] toBaCCo prodUCts sCIentIfIC adVIsory CommIttee.

(a) estaBlIshment. — Not later than 6 months after the date of enactment of the Family Smoking Prevention and 
Tobacco Control Act, the Secretary shall establish a 12-member advisory committee, to be known as the Tobacco 
Products Scientific Advisory Committee (in this section referred to as the “Advisory Committee”).

(b) memBershIp. —

(1) In general. —

(A) memBers. — The Secretary shall appoint as members of the Tobacco Products Scientific Advisory 
Committee individuals who are technically qualified by training and experience in medicine, medical 
ethics, science, or technology involving the manufacture, evaluation, or use of tobacco products, who are of 
appropriately diversified professional backgrounds. The committee shall be composed of—

(i) 7 individuals who are physicians, dentists, scientists, or health care professionals practicing in the 
area of oncology, pulmonology, cardiology, toxicology, pharmacology, addiction, or any other relevant 
specialty;

(ii) 1 individual who is an officer or employee of a State or local government or of the Federal 
Government;

(iii) 1 individual as a representative of the general public;

(iv) 1 individual as a representative of the interests of the tobacco manufacturing industry;

(v) 1 individual as a representative of the interests of the small business tobacco manufacturing industry, 
which position may be filled on a rotating, sequential basis by representatives of different small 
business tobacco manufacturers based on areas of expertise relevant to the topics being considered by 
the Advisory Committee; and

(vi) 1 individual as a representative of the interests of the tobacco growers.

(B) nonVotIng memBers. — The members of the committee appointed under clauses (iv), (v), and (vi) of 
subparagraph (A) shall serve as consultants to those described in clauses (i) through (iii) of subparagraph 
(A) and shall be nonvoting representatives.

(C) ConflICts of Interest. — No members of the committee, other than members appointed pursuant to 
clauses (iv), (v), and (vi) of subparagraph (A) shall, during the member’s tenure on the committee or for the 
18-month period prior to becoming such a member, receive any salary, grants, or other payments or support 
from any business that manufactures, distributes, markets, or sells cigarettes or other tobacco products.
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(2) lImItatIon. — The Secretary may not appoint to the Advisory Committee any individual who is in the 
regular full-time employ of the Food and Drug Administration or any agency responsible for the enforcement of 
this Act. The Secretary may appoint Federal officials as ex officio members.

(3) ChaIrperson. — The Secretary shall designate 1 of the members appointed under clauses (i), (ii), and (iii) 
of paragraph (1)(A) to serve as chairperson.

(c) dUtIes. — The Tobacco Products Scientific Advisory Committee shall provide advice, information, and 
recommendations to the Secretary —

(1) as provided in this chapter;

(2) on the effects of the alteration of the nicotine yields from tobacco products;

(3) on whether there is a threshold level below which nicotine yields do not produce dependence on the tobacco 
product involved; and

(4) on its review of other safety, dependence, or health issues relating to tobacco products as requested by the 
Secretary.

(d) CompensatIon; sUpport; faCa. —

(1) CompensatIon and traVel. — Members of the Advisory Committee who are not officers or employees 
of the United States, while attending conferences or meetings of the committee or otherwise engaged in its 
business, shall be entitled to receive compensation at rates to be fixed by the Secretary, which may not exceed 
the daily equivalent of the rate in effect under the Senior Executive Schedule under section 5382 of title 5, United 
States Code, for each day (including traveltime) they are so engaged; and while so serving away from their 
homes or regular places of business each member may be allowed travel expenses, including per diem in lieu of 
subsistence, as authorized by section 5703 of title 5, United States Code, for persons in the Government service 
employed intermittently.

(2) admInIstratIVe sUpport. — The Secretary shall furnish the Advisory Committee clerical and other 
assistance.

(3) nonapplICatIon of faCa. — Section 14 of the Federal Advisory Committee Act does not apply to the 
Advisory Committee.

(e) ProCeedIngs of adVIsory Panels and CommIttees. —  The Advisory Committee shall make and maintain 
a transcript of any proceeding of the panel or committee. Each such panel and committee shall delete from any 
transcript made under this subsection information which is exempt from disclosure under section 552(b) of title 5, 
United States Code.

seC. 918. [387r] drUg prodUCts Used to treat toBaCCo dependenCe.

(a) In general. — The Secretary shall —

(1) at the request of the applicant, consider designating products for smoking cessation, including nicotine 
replacement products as fast track research and approval products within the meaning of section 506;

(2) consider approving the extended use of nicotine replacement products (such as nicotine patches, nicotine 
gum, and nicotine lozenges) for the treatment of tobacco dependence; and

(3) review and consider the evidence for additional indications for nicotine replacement products, such as for 
craving relief or relapse prevention.

(b) report on InnoVatIVe prodUCts. —

(1) In general. — Not later than 3 years after the date of enactment of the Family Smoking Prevention and 
Tobacco Control Act, the Secretary, after consultation with recognized scientific, medical, and public health 
experts (including both Federal agencies and nongovernmental entities, the Institute of Medicine of the National 
Academy of Sciences, and the Society for Research on Nicotine and Tobacco), shall submit to the Congress a 
report that examines how best to regulate, promote, and encourage the development of innovative products and 
treatments (including nicotine-based and non-nicotine-based products and treatments) to better achieve, in a 
manner that best protects and promotes the public health—

(A) total abstinence from tobacco use;

(B) reductions in consumption of tobacco; and

(C) reductions in the harm associated with continued tobacco use.

08_FDCA_08-09.indd   537 1/26/18   5:37 PM



538 FOOD AND DRUG LAW INSTITUTE

§ 918 [387r] Federal Food, Drug, and Cosmetic Act

(2) reCommendatIons. — The report under paragraph (1) shall include the recommendations of the Secretary 
on how the Food and Drug Administration should coordinate and facilitate the exchange of information on such 
innovative products and treatments among relevant offices and centers within the Administration and within the 
National Institutes of Health, the Centers for Disease Control and Prevention, and other relevant agencies.

seC. 919. [387s] User fees.

(a) estaBlIshment of QUarterly fee. — Beginning on the date of enactment of the Family Smoking Prevention 
and Tobacco Control Act, the Secretary shall in accordance with this section assess user fees on, and collect such 
fees from, each manufacturer and importer of tobacco products subject to this chapter. The fees shall be assessed and 
collected with respect to each quarter of each fiscal year, and the total amount assessed and collected for a fiscal year 
shall be the amount specified in subsection (b)(1) for such year, subject to subsection (c).

(b) assessment of User fee. —

(1) amoUnt of assessment. — The total amount of user fees authorized to be assessed and collected under 
subsection (a) for a fiscal year is the following, as applicable to the fiscal year involved:

(A) For fiscal year 2009, $85,000,000 (subject to subsection (e)).

(B) For fiscal year 2010, $235,000,000. 

(C) For fiscal year 2011, $450,000,000. 

(D) For fiscal year 2012, $477,000,000. 

(E) For fiscal year 2013, $505,000,000. 

(F) For fiscal year 2014, $534,000,000. 

(G) For fiscal year 2015, $566,000,000. 

(H) For fiscal year 2016, $599,000,000. 

(I) For fiscal year 2017, $635,000,000.

(J) For fiscal year 2018, $672,000,000.

(K) For fiscal year 2019 and each subsequent fiscal year, $712,000,000.

(2) alloCatIons of assessment By Class of toBaCCo ProdUCts. —

(A) In general. — The total user fees assessed and collected under subsection (a) each fiscal year with 
respect to each class of tobacco products shall be an amount that is equal to the applicable percentage of 
each class for the fiscal year multiplied by the amount specified in paragraph (1) for the fiscal year.

(B) applICaBle PerCentage. —

(i) In general. — For purposes of subparagraph (A), the applicable percentage for a fiscal year for 
each of the following classes of tobacco products shall be determined in accordance with clause (ii):

(I) Cigarettes.

(II) Cigars, including small cigars and cigars other than small cigars.

(III) Snuff.

(IV) Chewing tobacco.

(V) Pipe tobacco.

(VI) Roll-your-own tobacco.

(ii) ALLOCATIONS. — The applicable percentage of each class of tobacco product described in clause (i) 
for a fiscal year shall be the percentage determined under section 625(c) of Public Law 108-357 for each 
such class of product for such fiscal year.

(iii) REQUIREMENT OF REGULATIONS. — Notwithstanding clause (ii), no user fees shall be assessed on a 
class of tobacco products unless such class of tobacco products is listed in section 901(b) or is deemed 
by the Secretary in a regulation under section 901(b) to be subject to this chapter.

(iv) REALLOCATIONS. — In the case of a class of tobacco products that is not listed in section 901(b) or 
deemed by the Secretary in a regulation under section 901(b) to be subject to this chapter, the amount of 
user fees that would otherwise be assessed to such class of tobacco products shall be reallocated to the
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classes of tobacco products that are subject to this chapter in the same manner and based on the same 
relative percentages otherwise determined under clause (ii).

(3) determInatIon of User fee By Company. —

(A) In general. — The total user fee to be paid by each manufacturer or importer of a particular class of 
tobacco products shall be determined for each quarter by multiplying—

(i) such manufacturer’s or importer’s percentage share as determined under paragraph (4); by

(ii) the portion of the user fee amount for the current quarter to be assessed on all manufacturers and 
importers of such class of tobacco products as determined under paragraph (2).

(B) no fee In exCess of PerCentage share. — No manufacturer or importer of tobacco products shall be 
required to pay a user fee in excess of the percentage share of such manufacturer or importer.

(4) alloCatIon of assessment wIthIn eaCh Class of toBaCCo ProdUCt. —  The percentage share of 
each manufacturer or importer of a particular class of tobacco products of the total user fee to be paid by all 
manufacturers or importers of that class of tobacco products shall be the percentage determined for purposes of 
allocations under subsections (e) through (h) of section 625 of Public Law 108-357.

(5) alloCatIon for CIgars. — Notwithstanding paragraph (4), if a user fee assessment is imposed on cigars, 
the percentage share of each manufacturer or importer of cigars shall be based on the excise taxes paid by such 
manufacturer or importer during the prior fiscal year.

(6) tImIng of assessment. — The Secretary shall notify each manufacturer and importer of tobacco products 
subject to this section of the amount of the quarterly assessment imposed on such manufacturer or importer 
under this subsection for each quarter of each fiscal year. Such notifications shall occur not later than 30 days 
prior to the end of the quarter for which such assessment is made, and payments of all assessments shall be made 
by the last day of the quarter involved.

(7) memorandUm of UnderstandIng. —

(A) In general. — The Secretary shall request the appropriate Federal agency to enter into a memorandum 
of understanding that provides for the regular and timely transfer from the head of such agency to the Secretary 
of the information described in paragraphs (2)(B)(ii) and (4) and all necessary information regarding all 
tobacco product manufacturers and importers required to pay user fees. The Secretary shall maintain all 
disclosure restrictions established by the head of such agency regarding the information provided under the 
memorandum of understanding.

(B) assUranCes. — Beginning not later than fiscal year 2015, and for each subsequent fiscal year, the 
Secretary shall ensure that the Food and Drug Administration is able to determine the applicable percentages 
described in paragraph (2) and the percentage shares described in paragraph (4). The Secretary may carry out 
this subparagraph by entering into a contract with the head of the Federal agency referred to in subparagraph

(A) to continue to provide the necessary information.

(c) CredItIng and aVaIlaBIlIty of fees. —

(1) In general. — Fees authorized under subsection (a) shall be collected and available for obligation only to 
the extent and in the amount provided in advance in appropriations Acts, subject to paragraph (2)(D). Such fees 
are authorized to remain available until expended. Such sums as may be necessary may be transferred from the 
Food and Drug Administration salaries and expenses appropriation account without fiscal year limitation to such 
appropriation account for salaries and expenses with such fiscal year limitation.

(2) aVaIlaBIlIty. —

(A) In general. — Fees appropriated under paragraph (3) are available only for the purpose of paying the 
costs of the activities of the Food and Drug Administration related to the regulation of tobacco products under 
this chapter and the Family Smoking Prevention and Tobacco Control Act (referred to in this subsection 
as “tobacco regulation activities”), except that such fees may be used for the reimbursement specified in 
subparagraph (C).

(B) ProhIBItIon agaInst Use of other fUnds. —

(i) In general. — Except as provided in clause (ii), fees collected under subsection (a) are the only 
funds authorized to be made available for tobacco regulation activities.
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(ii) startUp Costs. — Clause (i) does not apply until October 1, 2009. Until such date, any amounts 
available to the Food and Drug Administration (excluding user fees) shall be available and allocated as 
needed to pay the costs of tobacco regulation activities.

(C) reImBUrsement of start-Up amoUnts. —

(i) In general. — Any amounts allocated for the start-up period pursuant to subparagraph (B)(ii) 
shall be reimbursed through any appropriated fees collected under subsection (a), in such manner as 
the Secretary determines appropriate to ensure that such allocation results in no net change in the total 
amount of funds otherwise available, for the period from October 1, 2008, through September 30, 2010, 
for Food and Drug Administration programs and activities (other than tobacco regulation activities) for 
such period.

(ii) treatment of reImBUrsed amoUnts. — Amounts reimbursed under clause (i) shall be available 
for the programs and activities for which funds allocated for the start-up period were available, prior to 
such allocation, until September 30, 2010, notwithstanding any otherwise applicable limits on amounts 
for such programs or activities for a fiscal year.

(D) fee ColleCted dUrIng start-Up PerIod. — Notwithstanding the first sentence of paragraph (1), fees 
under subsection (a) may be collected through September 30, 2009 under subparagraph B)(ii) and shall be 
available for obligation and remain available until expended. Such offsetting collections shall be credited to 
the salaries and expenses account of the Food and Drug Administration.

(E) oBlIgatIon of start-Up Costs In antICIpatIon of aVaIlaBle fee ColleCtIons. — Notwithstanding 
any other provision of law, following the enactment of an appropriation for fees under this section for fiscal 
year 2010, or any portion thereof, obligations for costs of tobacco regulation activities during the start- 
up period may be incurred in anticipation of the receipt of offsetting fee collections through procedures 
specified in section 1534 of title 31, United States Code.

(3) aUthorIzatIon of approprIatIons. — For fiscal year 2009 and each subsequent fiscal year, there is 
authorized to be appropriated for fees under this section an amount equal to the amount specified in subsection 
(b)(1) for the fiscal year.

(d) ColleCtIon of UnpaId fees. — In any case where the Secretary does not receive payment of a fee assessed under 
subsection (a) within 30 days after it is due, such fee shall be treated as a claim of the United States Government 
subject to subchapter II of chapter 37 of title 31, United States Code.

(e) applICaBIlIty to fIsCal Year 2009. — If the date of enactment of the Family Smoking Prevention and Tobacco 
Control Act occurs during fiscal year 2009, the following applies, subject to subsection (c):

(1) The Secretary shall determine the fees that would apply for a single quarter of such fiscal year according to 
the application of subsection (b) to the amount specified in paragraph (1)(A) of such subsection (referred to in 
this subsection as the “quarterly fee amounts”).

(2) For the quarter in which such date of enactment occurs, the amount of fees assessed shall be a pro rata 
amount, determined according to the number of days remaining in the quarter (including such date of enactment) 
and according to the daily equivalent of the quarterly fee amounts. Fees assessed under the preceding sentence 
shall not be collected until the next quarter.

(3) For the quarter following the quarter to which paragraph (2) applies, the full quarterly fee amounts shall be 
assessed and collected, in addition to collection of the pro rata fees assessed under paragraph (2).

seC. 920. [387t] laBelIng, reCordkeepIng, reCords InspeCtIon.

(a) orIgIn laBelIng. —

(1) reqUIrement. — Beginning 1 year after the date of enactment of the Family Smoking Prevention and 
Tobacco Control Act, the label, packaging, and shipping containers of tobacco products other than cigarettes for 
introduction or delivery for introduction into interstate commerce in the United States shall bear the statement 
‘sale only allowed in the United States’. Beginning 15 months after the issuance of the regulations required by 
section 4(d) of the Federal Cigarette Labeling and Advertising Act (15 U.S.C. 1333), as amended by section 
201 of Family Smoking Prevention and Tobacco Control Act, the label, packaging, and shipping containers of 
cigarettes for introduction or delivery for introduction into interstate commerce in the United States shall bear 
the statement ‘Sale only allowed in the United States’.
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(2) effeCtIVe date. — The effective date specified in paragraph (1) shall be with respect to the date of 
manufacture, provided that, in any case, beginning 30 days after such effective date, a manufacturer shall not 
introduce into the domestic commerce of the United States any product, irrespective of the date of manufacture, 
that is not in conformance with such paragraph.

(b) regUlatIons ConCernIng reCordkeepIng for traCkIng and traCIng. —

(1) In general. — The Secretary shall promulgate regulations regarding the establishment and maintenance of 
records by any person who manufactures, processes, transports, distributes, receives, packages, holds, exports, 
or imports tobacco products.

(2) InspeCtIon. — In promulgating the regulations described in paragraph (1), the Secretary shall consider which 
records are needed for inspection to monitor the movement of tobacco products from the point of manufacture 
through distribution to retail outlets to assist in investigating potential illicit trade, smuggling, or counterfeiting 
of tobacco products.

(3) Codes. — The Secretary may require codes on the labels of tobacco products or other designs or devices for 
the purpose of tracking or tracing the tobacco product through the distribution system.

(4) sIze of BUsIness. — The Secretary shall take into account the size of a business in promulgating regulations 
under this section.

(5) reCordkeepIng By retaIlers. — The Secretary shall not require any retailer to maintain records relating to 
individual purchasers of tobacco products for personal consumption.

(c) reCords InspeCtIon. — If the Secretary has a reasonable belief that a tobacco product is part of an illicit 
trade or smuggling or is a counterfeit product, each person who manufactures, processes, transports, distributes, 
receives, holds, packages, exports, or imports tobacco products shall, at the request of an officer or employee duly 
designated by the Secretary, permit such officer or employee, at reasonable times and within reasonable limits and 
in a reasonable manner, upon the presentation of appropriate credentials and a written notice to such person, to 
have access to and copy all records (including financial records) relating to such article that are needed to assist the 
Secretary in investigating potential illicit trade, smuggling, or counterfeiting of tobacco products. The Secretary shall 
not authorize an officer or employee of the government of any of the several States to exercise authority under the 
preceding sentence on Indian country without the express written consent of the Indian tribe involved.

(d) Knowledge of Illegal transaCtIon. —

(1) notIfICatIon. — If the manufacturer or distributor of a tobacco product has knowledge which reasonably 
supports the conclusion that a tobacco product manufactured or distributed by such manufacturer or distributor 
that has left the control of such person may be or has been —

(A) imported, exported, distributed, or offered for sale in interstate commerce by a person without paying 
duties or taxes required by law; or

(B) imported, exported, distributed, or diverted for possible illicit marketing, the manufacturer or distributor 
shall promptly notify the Attorney General and the Secretary of the Treasury of such knowledge.

(2) Knowledge defIned. — For purposes of this subsection, the term “knowledge” as applied to a manufacturer 
or distributor means —

(A) the actual knowledge that the manufacturer or distributor had; or

(B) the knowledge which a reasonable person would have had under like circumstances or which would have 
been obtained upon the exercise of due care.

(e) ConsUltatIon. — In carrying out this section, the Secretary shall consult with the Attorney General of the United 
States and the Secretary of the Treasury, as appropriate.
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Chapter X — MisCellaneous

seC. 1001. [391] separability Clause.

If any provision of this Act is declared unconstitutional, or the applicability thereof to any person or circumstances 
is held invalid, the constitutionality of the remainder of the Act and the applicability thereof to other persons and 
circumstances shall not be affected thereby.

seC. 1002. [392] eXeMption of Meats and Meat food produCts.

(a) Meats and meat food products shall be exempt from the provisions of this Act to the extent of the application or 
the extension thereto of the Meat Inspection Act, approved March 4, 1907, as amended (21 U.S.C. 601 et seq.).

(b) Nothing contained in this Act shall be construed as in any way affecting, modifying, repealing, or superseding 
the provisions of section 351 of Public Health Service Act (42 U.S.C. 262) (relating to viruses, serums, toxins, and 
analogous products applicable to man); the virus, serum, toxin, and analogous products provisions, applicable to 
domestic animals, of the Act of Congress approved March 4, 1913 (21 U.S.C. 151 et seq.); the Filled Cheese Act of 
June 6, 1896 (U.S.C., 1934 ed., title 26, ch. 10), the Filled Milk Act of March 4, 1923 (21 U.S.C. 61 et seq.); or the 
Import Milk Act of February 15, 1927 (21 U.S.C. 141 et seq.).

seC. 1003. [393] food and drug adMinistration.

(a) in general. — There is established in the Department of Health and Human Services the Food and Drug 
Administration (hereinafter in this section referred to as the “Administration”).

(b) Mission. — The Administration shall —

(1) promote the public health by promptly and efficiently reviewing clinical research and taking appropriate 
action on the marketing of regulated products in a timely manner;

(2) with respect to such products, protect the public health by ensuring that —

(A) foods are safe, wholesome, sanitary, and properly labeled;

(B) human and veterinary drugs are safe and effective;

(C) there is reasonable assurance of the safety and effectiveness of devices intended for human use;

(D) cosmetics are safe and properly labeled; and

(E) public health and safety are protected from electronic product radiation;

(3) participate through appropriate processes with representatives of other countries to reduce the burden of 
regulation, harmonize regulatory requirements, and achieve appropriate reciprocal arrangements; and

(4) as determined to be appropriate by the Secretary, carry out paragraphs (1) through (3) in consultation with 
experts in science, medicine, and public health, and in cooperation with consumers, users, manufacturers, 
importers, packers, distributors, and retailers of regulated products.

(c) interagenCy Collaboration. — The Secretary shall implement programs and policies that will foster 
collaboration between the Administration, the National Institutes of Health, and other science-based Federal agencies, 
to enhance the scientific and technical expertise available to the Secretary in the conduct of the duties of the Secretary 
with respect to the development, clinical investigation, evaluation, and postmarket monitoring of emerging medical 
therapies, including complementary therapies, and advances in nutrition and food science.

(d) CoMMissioner. —

(1) appointMent. — There shall be in the Administration a Commissioner of Food and Drugs (hereinafter in 
this section referred to as the “Commissioner”) who shall be appointed by the President by and with the advice 
and consent of the Senate.

(2) general Powers. — The Secretary, through the Commissioner, shall be responsible for executing this Act 
and for—

(A) providing overall direction to the Food and Drug Administration and establishing and implementing 
general policies respecting the management and operation of programs and activities of the Food and Drug 
Administration;
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(B) coordinating and overseeing the operation of all administrative entities within the Administration;

(C) research relating to foods, drugs, cosmetics, devices, and tobacco products in carrying out this Act;

(D) conducting educational and public information programs relating to the responsibilities of the Food and 
Drug Administration; and

(E) performing such other functions as the Secretary may prescribe.

(e) teChniCal and sCientifiC review groups. — The Secretary through the Commissioner of Food and Drugs 
may, without regard to the provisions of title 5, United States Code, governing appointments in the competitive 
service and without regard to the provisions of chapter 51 and subchapter III of chapter 53 of such title relating to 
classification and General Schedule pay rates, establish such technical and scientific review groups as are needed to 
carry out the functions of the Administration, including functions under the Federal Food, Drug, and Cosmetic Act, 
and appoint and pay the members of such groups, except that officers and employees of the United States shall not 
receive additional compensation for service as members of such groups.

(f) agenCy Plan for statutory CoMplianCe. —

(1) in general. — Not later than 1 year after the date of enactment of the Food and Drug Administration 
Modernization Act of 1997 [November 21, 1997 — Ed.] the Secretary, after consultation with appropriate 
scientific and academic experts, health care professionals, representatives of patient and consumer advocacy 
groups, and the regulated industry, shall develop and publish in the Federal Register a plan bringing the Secretary 
into compliance with each of the obligations of the Secretary under this Act. The Secretary shall revise the plan 
biannually and shall revise the plan as necessary, in consultation with such persons.

(2) objeCtives of agenCy Plan. — The plan required by paragraph (1) shall establish objectives and mechanisms 
to achieve such objectives, including objectives related to —

(A) maximizing the availability and clarity of information about the process for review of applications and 
submissions (including petitions, notifications, and any other similar forms of request) made under this Act;

(B) maximizing the availability and clarity of information for consumers and patients concerning new products;

(C) implementing inspection and postmarket monitoring provisions of this Act;

(D) ensuring access to the scientific and technical expertise needed by the Secretary to meet obligations 
described in paragraph (1);

(E) establishing mechanisms, by July 1, 1999, for meeting the time periods specified in this Act for the review 
of all applications and submissions described in subparagraph (A) and submitted after the date of enactment 
of the Food and Drug Administration Modernization Act of 1997 [November 21, 1997 — Ed.]; and

(F) eliminating backlogs in the review of applications and submissions described in subparagraph (A), by 
January 1, 2000.

(g) annual report. — The Secretary shall annually prepare and publish in the Federal Register and solicit public 
comment on a report that —

(1) provides detailed statistical information on the performance of the Secretary under the plan described in 
subsection (f);

(2) compares such performance of the Secretary with the objectives of the plan and with the statutory obligations 
of the Secretary; and

(3) identifies any regulatory policy that has a significant negative impact on compliance with any objective of the 
plan or any statutory obligation and sets forth any proposed revision to any such regulatory policy.

(h) annual report regarding food. — Not later than February 1 of each year, the Secretary shall submit to 
Congress a report, including efforts to coordinate and cooperate with other Federal agencies with responsibilities for 
food inspections, regarding —

(1) information about food facilities including —

(A) the appropriations used to inspect facilities registered pursuant to section 415 in the previous fiscal year;

(B) the average cost of both a non-high-risk food facility inspection and a high-risk food facility inspection, 
if such a difference exists, in the previous fiscal year;

(C) the number of domestic facilities and the number of foreign facilities registered pursuant to section 415 
that the Secretary inspected in the previous fiscal year;
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(D)  the number of domestic facilities and the number of foreign facilities registered pursuant to section 415 that 
were scheduled for inspection in the previous fiscal year and which the Secretary did not inspect in such year;

(E) the number of high-risk facilities identified pursuant to section 421 that the Secretary inspected in the 
previous fiscal year; and

(F) the number of high-risk facilities identified pursuant to section 421 that were scheduled for inspection in 
the previous fiscal year and which the Secretary did not inspect in such year.

(2) information about food imports including —

(A) the number of lines of food imported into the United States that the Secretary physically inspected or 
sampled in the previous fiscal year;

(B) the number of lines of food imported into the United States that the Secretary did not physically inspect 
or sample in the previous fiscal year; and

(C) the average cost of physically inspecting or sampling a line of food subject to this Act that is imported or 
offered for import into the United States; and

(3) information on the foreign offices of the Food and Drug Administration including —

(A) the number of foreign offices established; and

(B) the number of personnel permanently stationed in each foreign office.

(i) PubliC availability of annual food reports. — The Secretary shall make the reports required under subsection 
(h) available to the public on the Internet Web site of the Food and Drug Administration.

seC. 1003a. [393a] offiCe of pediatriC therapeutiCs.

(a) The Secretary of Health and Human Services shall establish an Office of Pediatric Therapeutics within the Food 
and Drug Administration.

(b) The Office of Pediatric Therapeutics shall be responsible for coordination and facilitation of all activities of the 
Food and Drug Administration that may have any effect on a pediatric population or the practice of pediatrics or may 
in any other way involve pediatric issues, including increasing pediatric access to medical devices.

(c) The staff of the Office of Pediatric Therapeutics shall coordinate with employees of the Department of Health and 
Human Services who exercise responsibilities relating to pediatric therapeutics and shall include —

(1) one or more additional individuals with expertise concerning ethical issues presented by the conduct of 
clinical research in the pediatric population;

(2) subject to subsection (d), one or more additional individuals with necessary expertise in a pediatric 
subpopulation that is, as determined through consideration of the reports and recommendations by the Institute 
of Medicine and the Comptroller General of the United States, less likely to be studied as a part of a written 
request issued under section 505A of the Federal Food, Drug, and Cosmetic Act or an assessment under section 
505B of such Act;

(3) one or more additional individuals with expertise in pediatric epidemiology; and

(4) one or more additional individuals with expertise in pediatrics as may be necessary to perform the activities 
described in subsection (b).

(d) neonatology eXpertise — For the 5-year period beginning on the date of enactment of this subsection, at At 
least one of the individuals described in subsection (c)(2) shall have expertise in neonatology.

seC. 1004. [394] sCientifiC review groups.

Without regard to the provisions of title 5, United States Code, governing appointments in the competitive service and 
without regard to the provisions of chapter 51 and subchapter III of chapter 53 of such title relating to classification 
and General Schedule pay rates, the Commissioner of Food and Drugs may —

(1) establish such technical and scientific review groups as are needed to carry out the functions of the Food and 
Drug Administration (including functions prescribed under this Act); and

(2) appoint and pay the members of such groups, except that officers and employees of the United States shall 
not receive additional compensation for service as members of such groups.
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seC. 1005. [395] loan repayMent prograM.

(a) in general. —

(1) authority for prograM. — Subject to paragraph (2), the Secretary shall carry out a program of entering 
into contracts with appropriately qualified health professionals under which such health professionals agree to 
conduct research, as employees of the Food and Drug Administration, in consideration of the Federal Government 
agreeing to repay, for each year of such service, not more than $20,000 of the principal and interest of the 
educational loans of such health professionals.

(2) liMitation. — The Secretary may not enter into an agreement with a health professional pursuant to 
paragraph (1) unless such professional —

(A) has a substantial amount of educational loans relative to income; and

(B) agrees to serve as an employee of the Food and Drug Administration for purposes of paragraph (1) for 
a period of not less than 3 years.

(b) appliCability of Certain provisions. — With respect to the National Health Service Corps Loan Repayment 
Program established in subpart III of part D of title III of the Public Health Service Act, the provisions of such subpart 
shall, except as inconsistent with subsection (a) of this section, apply to the program established in such subsection 
in the same manner and to the same extent as such provisions apply to the National Health Service Corps Loan 
Repayment Program.

(c) authorization of appropriations. — For the purpose of carrying out this section, there are authorized to be 
appropriated such sums as may be necessary for each of the fiscal years 1994 through 1996.

seC. 1006. [396] praCtiCe of MediCine.

Nothing in this Act shall be construed to limit or interfere with the authority of a health care practitioner to prescribe 
or administer any legally marketed device to a patient for any condition or disease within a legitimate health care 
practitioner-patient relationship. This section shall not limit any existing authority of the Secretary to establish and 
enforce restrictions on the sale or distribution, or in the labeling, of a device that are part of a determination of 
substantial equivalence, established as a condition of approval, or promulgated through regulations. Further, this 
section shall not change any existing prohibition on the promotion of unapproved uses of legally marketed devices.

seC. 1007. [397] ContraCts for eXpert review.

(a) in general. —

(1) authority. — The Secretary may enter into a contract with any organization or any individual (who is 
not an employee of the Department) with relevant expertise, to review and evaluate, for the purpose of making 
recommendations to the Secretary on, part or all of any application or submission (including a petition, 
notification, and any other similar form of request) made under this Act for the approval or classification 
of an article or made under section 351(a) of the Public Health Service Act (42 U.S.C. 262(a)) with respect 
to a biological product. Any such contract shall be subject to the requirements of section 708 relating to the 
confidentiality of information.

(2) inCreased effiCienCy and eXpertise through ContraCts. — The Secretary may use the authority 
granted in paragraph (1) whenever the Secretary determines that use of a contract described in paragraph (1) will 
improve the timeliness of the review of an application or submission described in paragraph (1), unless using 
such authority would reduce the quality, or unduly increase the cost, of such review. The Secretary may use such 
authority whenever the Secretary determines that the use of such a contract will improve the quality of the review 
of an application or submission described in paragraph (1), unless using such authority would unduly increase 
the cost of such review. Such improvement in timeliness or quality may include providing the Secretary increased 
scientific or technical expertise that is necessary to review or evaluate new therapies and technologies.

(b) review of eXpert review. —

(1) in general. — Subject to paragraph (2), the official of the Food and Drug Administration responsible for 
any matter for which expert review is used pursuant to subsection (a) shall review the recommendations of the 
organization or individual who conducted the expert review and shall make a final decision regarding the matter 
in a timely manner.
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(2) liMitation. — A final decision by the Secretary on any such application or submission shall be made within 
the applicable prescribed time period for review of the matter as set forth in this Act or in the Public Health 
Service Act (42 U.S.C. 201 et seq.).

seC. 1008. [398] NOTICES TO STATES REGARDING IMPORTED FOOD.

(a) in general. — If the Secretary has credible evidence or information indicating that a shipment of imported 
food or portion thereof presents a threat of serious adverse health consequences or death to humans or animals, the 
Secretary shall provide notice regarding such threat to the States in which the food is held or will be held, and to the 
States in which the manufacturer, packer, or distributor of the food is located, to the extent that the Secretary has 
knowledge of which States are so involved. In providing notice to a State, the Secretary shall request the State to take 
such action as the State considers appropriate, if any, to protect the public health regarding the food involved.

(b) rule of ConstruCtion. — Subsection (a) may not be construed as limiting the authority of the Secretary with 
respect to food under any other provision of this Act.

seC. 1009. [399] grants to enhanCe food safety.

(a) in general. — The Secretary is authorized to make grants to eligible entities to —

(1) undertake examinations, inspections, and investigations, and related food safety activities under section 702;

(2) train to the standards of the Secretary for the examination, inspection, and investigation of food manufacturing, 
processing, packing, holding, distribution, and importation, including as such examination, inspection, and 
investigation relate to retail food establishments;

(3) build the food safety capacity of the laboratories of such eligible entity, including the detection of zoonotic 
diseases;

(4) build the infrastructure and capacity of the food safety programs of such eligible entity to meet the standards 
as outlined in the grant application; and

(5) take appropriate action to protect the public health in response to —

(A) a notification under section 1008, including planning and otherwise preparing to take such action; or

(B) a recall of food under this Act.

(b) eligible entities; appliCation. —

(1) in general. — In this section, the term “eligible entity” means an entity —

(A) that is —

(i) a State;

(ii) a locality;

(iii) a territory;

(iv) an Indian tribe (as defined in section 4(e) of the Indian Self-Determination and Education Assistance 
Act); or

(v) a nonprofit food safety training entity that collaborates with 1 or more institutions of higher 
education; and

(B) that submits an application to the Secretary at such time, in such manner, and including such information 
as the Secretary may reasonably require.

(2) Contents. — Each application submitted under paragraph (1) shall include —

(A) an assurance that the eligible entity has developed plans to engage in the types of activities described 
in subsection (a);

(B) a description of the types of activities to be funded by the grant;

(C) an itemization of how grant funds received under this section will be expended;

(D) a description of how grant activities will be monitored; and

(E) an agreement by the eligible entity to report information required by the Secretary to conduct evaluations 
under this section.
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(c) liMitations. — The funds provided under subsection (a) shall be available to an eligible entity that receives a 
grant under this section only to the extent such entity funds the food safety programs of such entity independently 
of any grant under this section in each year of the grant at a level equal to the level of such funding in the previous 
year, increased by the Consumer Price Index. Such non-Federal matching funds may be provided directly or through 
donations from public or private entities and may be in cash or in-kind, fairly evaluated, including plant, equipment, 
or services.

(d) additional authority. — The Secretary may —

(1) award a grant under this section in each subsequent fiscal year without reapplication for a period of not more 
than 3 years, provided the requirements of subsection (c) are met for the previous fiscal year; and

(2) award a grant under this section in a fiscal year for which the requirement of subsection (c) has not been 
met only if such requirement was not met because such funding was diverted for response to 1 or more natural 
disasters or in other extenuating circumstances that the Secretary may determine appropriate.

(e) duration of awards. — The Secretary may award grants to an individual grant recipient under this section for 
periods of not more than 3 years. In the event the Secretary conducts a program evaluation, funding in the second year 
or third year of the grant, where applicable, shall be contingent on a successful program evaluation by the Secretary 
after the first year.

(f) Progress and evaluation. —

(1) in general. — The Secretary shall measure the status and success of each grant program authorized under 
the FDA Food Safety Modernization Act (and any amendment made by such Act), including the grant program 
under this section. A recipient of a grant described in the preceding sentence shall, at the end of each grant 
year, provide the Secretary with information on how grant funds were spent and the status of the efforts by such 
recipient to enhance food safety. To the extent practicable, the Secretary shall take the performance of such a 
grant recipient into account when determining whether to continue funding for such recipient.

(2) no dupliCation. — In carrying out paragraph (1), the Secretary shall not duplicate the efforts of the Secretary 
under other provisions of this Act or the FDA Food Safety Modernization Act that require measurement and 
review of the activities of grant recipients under either such Act.

(g) suppleMent not supplant — Grant funds received under this section shall be used to supplement, and not 
supplant, non-Federal funds and any other Federal funds available to carry out the activities described in this section.

(h) authorization of appropriations. — For the purpose of making grants under this section, there are authorized 
to be appropriated such sums as may be necessary for fiscal years 2011 through 2015.

seC. 1010. [399a] offiCe of the Chief sCientist.

(a) establishMent; appointMent. — The Secretary shall establish within the Office of the Commissioner an office 
to be known as the Office of the Chief Scientist. The Secretary shall appoint a Chief Scientist to lead such Office.

(b) duties of the offiCe. — The Office of the Chief Scientist shall —

(1) oversee, coordinate, and ensure quality and regulatory focus of the intramural research programs of the Food 
and Drug Administration;

(2) track and, to the extent necessary, coordinate intramural research awards made by each center of the 
Administration or science-based office within the Office of the Commissioner, and ensure that there is no 
duplication of research efforts supported by the Reagan-Udall Foundation for the Food and Drug Administration;

(3) develop and advocate for a budget to support intramural research;

(4) develop a peer review process by which intramural research can be evaluated;

(5) identify and solicit intramural research proposals from across the Food and Drug Administration through an 
advisory board composed of employees of the Administration that shall include —

(A) representatives of each of the centers and the science-based offices within the Office of the Commissioner; 
and

(B) experts on trial design, epidemiology, demographics, pharmacovigilance, basic science, and public 
health; and

(6) develop postmarket safety performance measures that are as measurable and rigorous as the ones already 
developed for premarket review.
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seC. 1011. [399b] offiCe of woMen’s health.*

(a) establishMent. — There is established within the Office of the Commissioner, an office to be known as the 
Office of Women’s Health (referred to in this section as the “Office”). The Office shall be headed by a director who 
shall be appointed by the Commissioner of Food and Drugs.

(b) Purpose. — The Director of the Office shall —

(1) report to the Commissioner of Food and Drugs on current Food and Drug Administration (referred to in 
this section as the “Administration”) levels of activity regarding women’s participation in clinical trials and the 
analysis of data by sex in the testing of drugs, medical devices, and biological products across, where appropriate, 
age, biological, and sociocultural contexts;

(2) establish short-range and long-range goals and objectives within the Administration for issues of particular 
concern to women’s health within the jurisdiction of the Administration, including, where relevant and appropriate, 
adequate inclusion of women and analysis of data by sex in Administration protocols and policies;

(3) provide information to women and health care providers on those areas in which differences between men 
and women exist;

(4) consult with pharmaceutical, biologics, and device manufacturers, health professionals with expertise in women’s 
issues, consumer organizations, and women’s health professionals on Administration policy with regard to women;

(5) make annual estimates of funds needed to monitor clinical trials and analysis of data by sex in accordance 
with needs that are identified; and

(6) serve as a member of the Department of Health and Human Services Coordinating Committee on Women’s 
Health (established under section 229(b)(4) of the Public Health Service Act).

(c) authorization of appropriations. — For the purpose of carrying out this section, there are authorized to be 
appropriated such sums as may be necessary for each of the fiscal years 2010 through 2014.

seC. 1012. [399c] iMproving the training of state, loCal, territorial, and tribal food safety offiCials.**

(a) training. — The Secretary shall set standards and administer training and education programs for the employees 
of State, local, territorial, and tribal food safety officials relating to the regulatory responsibilities and policies 
established by this Act, including programs for —

(1) scientific training;

(2) training to improve the skill of officers and employees authorized to conduct inspections under sections 702 
and 704;

(3) training to achieve advanced product or process specialization in such inspections;

(4) training that addresses best practices;

(5) training in administrative process and procedure and integrity issues;

(6) training in appropriate sampling and laboratory analysis methodology; and

(7) training in building enforcement actions following inspections, examinations, testing, and investigations.

(b) Partnerships with state and loCal offiCials. —

(1) in general. — The Secretary, pursuant to a contract or memorandum of understanding between the Secretary 
and the head of a State, local, territorial, or tribal department or agency, is authorized and encouraged to conduct 
examinations, testing, and investigations for the purposes of determining compliance with the food safety 
provisions of this Act through the officers and employees of such State, local, territorial, or tribal department or 
agency.

(2) Content. — A contract or memorandum described under paragraph (1) shall include provisions to ensure 
adequate training of such officers and employees to conduct such examinations, testing, and investigations. The 
contract or memorandum shall contain provisions regarding reimbursement. Such provisions may, at the sole 
discretion of the head of the other department or agency, require reimbursement, in whole or in part, from the 
Secretary for the examinations, testing, or investigations performed pursuant to this section by the officers or 
employees of the State, territorial, or tribal department or agency.

* This Section 1011 was enacted by Pub. L. No. 111-148, Title III, § 3509, Mar. 23, 2010, 124 Stat. 536.

** This Section 1011 was enacted by Pub. L. 111-353, Title II, § 209(a), Jan. 4, 2011, 124 Stat. 3945.
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(3) effeCt. — Nothing in this subsection shall be construed to limit the authority of the Secretary under section 
702.

(c) eXtension serviCe. — The Secretary shall ensure coordination with the extension activities of the National 
Institute of Food and Agriculture of the Department of Agriculture in advising producers and small processors 
transitioning into new practices required as a result of the enactment of the FDA Food Safety Modernization Act and 
assisting regulated industry with compliance with such Act.

(d) national food safety training, eduCation, eXtension, outreaCh and teChniCal assistanCe PrograM. —

(1) in general. — In order to improve food safety and reduce the incidence of foodborne illness, the Secretary 
shall, not later than 180 days after the date of enactment of the FDA Food Safety Modernization Act, enter into 
one or more memoranda of understanding, or enter into other cooperative agreements, with the Secretary of 
Agriculture to establish a competitive grant program within the National Institute for Food and Agriculture to 
provide food safety training, education, extension, outreach, and technical assistance to —

(A) owners and operators of farms;

(B) small food processors; and

(C) small fruit and vegetable merchant wholesalers.

(2) iMpleMentation. — The competitive grant program established under paragraph (1) shall be carried out in 
accordance with section 405 of the Agricultural Research, Extension, and Education Reform Act of 1998.

(e) authorization of appropriations. — There are authorized to be appropriated such sums as may be necessary 
to carry out this section for fiscal years 2011 through 2015.

seC. 1013. [399d] eMployee proteCtions.

(a) in general. — No entity engaged in the manufacture, processing, packing, transporting, distribution, reception, 
holding, or importation of food may discharge an employee or otherwise discriminate against an employee with 
respect to compensation, terms, conditions, or privileges of employment because the employee, whether at the 
employee’s initiative or in the ordinary course of the employee’s duties (or any person acting pursuant to a request of 
the employee) —

(1) provided, caused to be provided, or is about to provide or cause to be provided to the employer, the Federal 
Government, or the attorney general of a State information relating to any violation of, or any act or omission 
the employee reasonably believes to be a violation of any provision of this Act or any order, rule, regulation, 
standard, or ban under this Act, or any order, rule, regulation, standard, or ban under this Act;

(2) testified or is about to testify in a proceeding concerning such violation;

(3) assisted or participated or is about to assist or participate in such a proceeding; or

(4) objected to, or refused to participate in, any activity, policy, practice, or assigned task that the employee 
(or other such person) reasonably believed to be in violation of any provision of this Act, or any order, rule, 
regulation, standard, or ban under this Act.

(b) ProCess. —

(1) in general. — A person who believes that he or she has been discharged or otherwise discriminated against 
by any person in violation of subsection (a) may, not later than 180 days after the date on which such violation 
occurs, file (or have any person file on his or her behalf) a complaint with the Secretary of Labor (referred to in 
this section as the “Secretary”) alleging such discharge or discrimination and identifying the person responsible 
for such act. Upon receipt of such a complaint, the Secretary shall notify, in writing, the person named in the 
complaint of the filing of the complaint, of the allegations contained in the complaint, of the substance of evidence 
supporting the complaint, and of the opportunities that will be afforded to such person under paragraph (2).

(2) investigation. —

(A) in general. — Not later than 60 days after the date of receipt of a complaint filed under paragraph (1) 
and after affording the complainant and the person named in the complaint an opportunity to submit to the 
Secretary a written response to the complaint and an opportunity to meet with a representative of the Secretary 
to present statements from witnesses, the Secretary shall initiate an investigation and determine whether 
there is reasonable cause to believe that the complaint has merit and notify, in writing, the complainant and 
the person alleged to have committed a violation of subsection (a) of the Secretary’s findings.
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(B) reasonable Cause found; PreliMinary order. — If the Secretary concludes that there is reasonable 
cause to believe that a violation of subsection (a) has occurred, the Secretary shall accompany the Secretary’s 
findings with a preliminary order providing the relief prescribed by paragraph (3)(B). Not later than 30 days 
after the date of notification of findings under this paragraph, the person alleged to have committed the 
violation or the complainant may file objections to the findings or preliminary order, or both, and request 
a hearing on the record. The filing of such objections shall not operate to stay any reinstatement remedy 
contained in the preliminary order. Any such hearing shall be conducted expeditiously. If a hearing is not 
requested in such 30-day period, the preliminary order shall be deemed a final order that is not subject to 
judicial review.

(C) disMissal of CoMplaint. —

(i) standard for CoMplainant. — The Secretary shall dismiss a complaint filed under this subsection 
and shall not conduct an investigation otherwise required under subparagraph (A) unless the complainant 
makes a prima facie showing that any behavior described in paragraphs (1) through (4) of subsection (a) 
was a contributing factor in the unfavorable personnel action alleged in the complaint.

(ii) standard for eMployer. — Notwithstanding a finding by the Secretary that the complainant has 
made the showing required under clause (i), no investigation otherwise required under subparagraph (A) 
shall be conducted if the employer demonstrates, by clear and convincing evidence, that the employer 
would have taken the same unfavorable personnel action in the absence of that behavior.

(iii) violation standard. — The Secretary may determine that a violation of subsection (a) has 
occurred only if the complainant demonstrates that any behavior described in paragraphs (1) through (4) 
of subsection (a) was a contributing factor in the unfavorable personnel action alleged in the complaint.

(iv) relief  standard. — Relief may not be ordered under subparagraph (A) if the employer demonstrates 
by clear and convincing evidence that the employer would have taken the same unfavorable personnel 
action in the absence of that behavior.

(3) final order. —

(A) in general. — Not later than 120 days after the date of conclusion of any hearing under paragraph 
(2), the Secretary shall issue a final order providing the relief prescribed by this paragraph or denying 
the complaint. At any time before issuance of a final order, a proceeding under this subsection may be 
terminated on the basis of a settlement agreement entered into by the Secretary, the complainant, and the 
person alleged to have committed the violation.

(B) Content of order. — If, in response to a complaint filed under paragraph (1), the Secretary determines 
that a violation of subsection (a) has occurred, the Secretary shall order the person who committed such 
violation —

(i) to take affirmative action to abate the violation;

(ii) to reinstate the complainant to his or her former position together with compensation (including 
back pay) and restore the terms, conditions, and privileges associated with his or her employment; and

(iii) to provide compensatory damages to the complainant.

(C) Penalty. — If such an order is issued under this paragraph, the Secretary, at the request of the 
complainant, shall assess against the person against whom the order is issued a sum equal to the aggregate 
amount of all costs and expenses (including attorneys’ and expert witness fees) reasonably incurred, as 
determined by the Secretary, by the complainant for, or in connection with, the bringing of the complaint 
upon which the order was issued.

(D) bad faith ClaiM. — If the Secretary finds that a complaint under paragraph (1) is frivolous or has 
been brought in bad faith, the Secretary may award to the prevailing employer a reasonable attorneys’ fee, 
not exceeding $1,000, to be paid by the complainant.

(4) aCtion in Court. —

(A) in general. — If the Secretary has not issued a final decision within 210 days after the filing of the 
complaint, or within 90 days after receiving a written determination, the complainant may bring an action at 
law or equity for de novo review in the appropriate district court of the United States with jurisdiction, which 
shall have jurisdiction over such an action without regard to the amount in controversy, and which action 
shall, at the request of either party to such action, be tried by the court with a jury. The proceedings shall be 
governed by the same legal burdens of proof specified in paragraph (2)(C).
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(B) relief. — The court shall have jurisdiction to grant all relief necessary to make the employee whole, 
including injunctive relief and compensatory damages, including —

(i) reinstatement with the same seniority status that the employee would have had, but for the discharge 
or discrimination;

(ii) the amount of back pay, with interest; and

(iii) compensation for any special damages sustained as a result of the discharge or discrimination, 
including litigation costs, expert witness fees, and reasonable attorney’s fees.

(5) review. —

(A) in general. — Unless the complainant brings an action under paragraph (4), any person adversely 
affected or aggrieved by a final order issued under paragraph (3) may obtain review of the order in the 
United States Court of Appeals for the circuit in which the violation, with respect to which the order was 
issued, allegedly occurred or the circuit in which the complainant resided on the date of such violation. 
The petition for review must be filed not later than 60 days after the date of the issuance of the final order 
of the Secretary. Review shall conform to chapter 7 of title 5, United States Code. The commencement of 
proceedings under this subparagraph shall not, unless ordered by the court, operate as a stay of the order.

(B) no JudiCial review. — An order of the Secretary with respect to which review could have been obtained 
under subparagraph (A) shall not be subject to judicial review in any criminal or other civil proceeding.

(6) failure to CoMply with order. — Whenever any person has failed to comply with an order issued under 
paragraph (3), the Secretary may file a civil action in the United States district court for the district in which the 
violation was found to occur, or in the United States district court for the District of Columbia, to enforce such 
order. In actions brought under this paragraph, the district courts shall have jurisdiction to grant all appropriate 
relief including, but not limited to, injunctive relief and compensatory damages.

(7) Civil aCtion to require CoMplianCe. —

(A) in general. — A person on whose behalf an order was issued under paragraph (3) may commence a 
civil action against the person to whom such order was issued to require compliance with such order. The 
appropriate United States district court shall have jurisdiction, without regard to the amount in controversy 
or the citizenship of the parties, to enforce such order.

(B) award. — The court, in issuing any final order under this paragraph, may award costs of litigation 
(including reasonable attorneys’ and expert witness fees) to any party whenever the court determines such 
award is appropriate.

(c) effeCt of seCtion. —

(1) other laws. — Nothing in this section preempts or diminishes any other safeguards against discrimination, 
demotion, discharge, suspension, threats, harassment, reprimand, retaliation, or any other manner of discrimination 
provided by Federal or State law.

(2) rights of eMployees. — Nothing in this section shall be construed to diminish the rights, privileges, or 
remedies of any employee under any Federal or State law or under any collective bargaining agreement. The rights 
and remedies in this section may not be waived by any agreement, policy, form, or condition of employment.

(d) enforCeMent. — Any nondiscretionary duty imposed by this section shall be enforceable in a mandamus 
proceeding brought under section 1361 of title 28, United States Code.

(e) liMitation. — Subsection (a) shall not apply with respect to an employee of an entity engaged in the manufacture, 
processing, packing, transporting, distribution, reception, holding, or importation of food who, acting without 
direction from such entity (or such entity’s agent), deliberately causes a violation of any requirement relating to any 
violation or alleged violation of any order, rule, regulation, standard, or ban under this Act.

seC. 1014. [399g] food and drug adMinistration interCenter institutes.

(a) in general.—The Secretary shall establish one or more Intercenter Institutes within the Food and Drug 
Administration (referred to in this section as an “Institute”) or a major disease area or areas. With respect to the 
major disease area of focus of an Institute, such Institute shall develop and implement processes for coordination of 
activities, as applicable to such major disease area or areas, among the Center for Drug Evaluation and Re-search, the 
Center for Biologics Evaluation and Research, and the Center for Devices and Radiological Health (for the purposes 
of this section, referred to as the “Centers”). Such activities may include—
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(1) coordination of staff from the Centers with diverse product expertise in the diagnosis, cure, mitigation, 
treatment, or prevention of the specific diseases relevant to the major disease area of focus of the Institute;

(2) streamlining, where appropriate, the review of medical products to diagnose, cure, mitigate, treat, or prevent 
the specific diseases relevant to the major disease area of focus of the Institute, applying relevant standards under 
sections 505, 510(k), 513(f)(2), and 515 of this Act and section 351 of the Public Health Service Act, and other 
applicable authorities;

(3) promotion of scientific programs within the Centers related to the major disease area of focus of the Institute;

(4) development of programs and enhancement of strategies to recruit, train, and provide continuing education 
opportunities for the personnel of the Centers with expertise related to the major disease area of focus of the 
Institute;

(5) enhancement of the interactions of the Centers with patients, sponsors, and the external biomedical community 
regarding the major disease area of focus of the Institute; and

(6) facilitation of the collaborative relationships of the Centers with other agencies within the Department of 
Health and Human Services regarding the major disease area of focus of the Institute. 

(b) publiC proCess.—The Secretary shall provide a period for public comment during the time that each Institute is 
being implemented.

(c) tiMing.—The Secretary shall establish at least one Institute under subsection (a) before the date that is 1 year 
after the date of enactment of the 21st Century Cures Act [December 13, 2016 —Ed.].

(d) terMination of institutes.—The Secretary may terminate any Institute established pursuant to this section if 
the Secretary determines such Institute is no longer benefitting the public health. Not less than 60 days prior to so 
terminating an Institute, the Secretary shall provide public notice, including the rationale for such termination.
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PUBLIC HEALTH SERVICE ACT
42 U.S.C. §§ 262, 264, 266, 282, 284, 289a-2, 289g-5

42 U.S.C. § 262. RegUlAtiOn Of BiOlOgiCAl PROdUCtS.

(a) BiOlOgiCS liCenSe. —

(1) No person shall introduce or deliver for introduction into interstate commerce any biological product unless —

(A) a biologics license under this subsection or subsection (k) is in effect for the biological product; and

(B) each package of the biological product is plainly marked with —

(i) the proper name of the biological product contained in the package;

(ii) the name, address, and applicable license number of the manufacturer of the biological product; and

(iii) the expiration date of the biological product.

(2) —

(A) The Secretary shall establish, by regulation, requirements for the approval, suspension, and revocation 
of biologics licenses.

(B) PediAtRiC StUdieS. — A person that submits an application for a license under this paragraph shall 
submit to the Secretary as part of the application any assessments required under section 505B of the Federal 
Food, Drug, and Cosmetic Act.

(C) The Secretary shall approve a biologics license application —

(i) on the basis of a demonstration that —

(I) the biological product that is the subject of the application is safe, pure, and potent; and

(II) the facility in which the biological product is manufactured, processed, packed, or held meets 
standards designed to assure that the biological product continues to be safe, pure, and potent; and

(ii) if the applicant (or other appropriate person) consents to the inspection of the facility that is the 
subject of the application, in accordance with subsection (c) of this section.

(D) POStmARket StUdieS And CliniCAl tRiAlS; lABeling; RiSk evAlUAtiOn And mitigAtiOn. A person 
that submits an application for a license under this paragraph is subject to Sections 505(o), 505(p), and 505-
1 of the Federal Food, Drug, and Cosmetic Act.

(E) –

(i) The Secretary may rely upon qualified data summaries to support the approval of a supplemental 
application, with respect to a qualified indication for a drug, submitted under this subsection, if such 
supplemental application complies with the requirements of subparagraph (B) of section 505(c)(5) of 
the Federal Food, Drug, and Cosmetic Act.

(ii) In this subparagraph, the terms ‘qualified indication’ and ‘qualified data summary’ have the 
meanings given such terms in section 505(c)(5) of the Federal Food, Drug, and Cosmetic Act.

(3) The Secretary shall prescribe requirements under which a biological product undergoing investigation shall 
be exempt from the requirements of paragraph (1).

(b) fAlSely lABeling OR mARking PACkAge OR COntAineR; AlteRing lABel OR mARk. — No person shall 
falsely label or mark any package or container of any biological product or alter any label or mark on the package or 
container of the biological product so as to falsify the label or mark.

(c) inSPeCtiOn Of eStABliSHment fOR PROPAgAtiOn And PRePARAtiOn. — Any officer, agent, or employee of the 
Department of Health and Human Services, authorized by the Secretary for the purpose, may during all reasonable 
hours enter and inspect any establishment for the propagation or manufacture and preparation of any biological 
product.

(d) ReCAll Of PROdUCt PReSenting imminent HAzARd; viOlAtiOnS. —

(1) Upon a determination that a batch, lot, or other quantity of a product licensed under this section presents 
an imminent or substantial hazard to the public health, the Secretary shall issue an order immediately ordering 
the recall of such batch, lot, or other quantity of such product. An order under this paragraph shall be issued in 
accordance with section 554 of Title 5.
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(2) Any violation of paragraph (1) shall subject the violator to a civil penalty of up to $100,000 per day of 
violation. The amount of a civil penalty under this paragraph shall, effective December 1 of each year beginning 
1 year after the effective date of this paragraph, be increased by the percent change in the Consumer Price Index 
for the base quarter of such year over the Consumer Price Index for the base quarter of the preceding year, 
adjusted to the nearest 1/10 of 1 percent. For purposes of this paragraph, the term “base quarter”, as used with 
respect to a year, means the calendar quarter ending on September 30 of such year and the price index for a base 
quarter is the arithmetical mean of such index for the 3 months comprising such quarter.

(e) inteRfeRenCe witH OffiCeRS. — No person shall interfere with any officer, agent, or employee of the Service in 
the performance of any duty imposed upon him by this section or by regulations made by authority thereof.

(f) PenAltieS fOR OffenSeS. — Any person who shall violate, or aid or abet in violating, any of the provisions of this 
section shall be punished upon conviction by a fine not exceeding $500 or by imprisonment not exceeding one year, 
or by both such fine and imprisonment, in the discretion of the court.

(g) COnStRUCtiOn witH OtHeR lAwS. — Nothing contained in this chapter shall be construed as in any way affecting, 
modifying, repealing, or superseding the provisions of the Federal Food, Drug, and Cosmetic Act.

(h) exPORtAtiOn Of PARtiAlly PROCeSSed BiOlOgiCAl PROdUCtS. — A partially processed biological product 
which —

(1) is not in a form applicable to the prevention, treatment, or cure of diseases or injuries of man;

(2) is not intended for sale in the United States; and

(3) is intended for further manufacture into final dosage form outside the United States,

shall be subject to no restriction on the export of the product under this chapter or the Federal Food, Drug, and 
Cosmetic Act, if the product is manufactured, processed, packaged, and held in conformity with current good 
manufacturing practice requirements or meets international manufacturing standards as certified by an international 
standards organization recognized by the Secretary and meets the requirements of section 801(e)(1) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 381(e)).

(i) definitiOn; APPliCAtiOn. — In this section:

(1) The term “biological product” means a virus, therapeutic serum, toxin, antitoxin, vaccine, blood, blood 
component or derivative, allergenic product, protein (except any chemically synthesized polypeptide) or 
analogous product, or arsphenamine or derivative of arsphenamine (or any other trivalent organic arsenic 
compound), applicable to the prevention, treatment, or cure of a disease or condition of human beings.

(2) The term “biosimilar” or “biosimilarity”, in reference to a biological product that is the subject of an 
application under subsection (k), means —

(A) that the biological product is highly similar to the reference product notwithstanding minor differences 
in clinically inactive components; and

(B) there are no clinically meaningfully differences between the biological product and the reference product 
in terms of the safety, purity, and potency of the product.

(3) The term “interchangeable” or “interchangeability”, in reference to a biological product that is shown to 
meet the standards described in subsection (k)(4), means that the biological product may be substituted for the 
reference product without the intervention of the health care provider who prescribed the reference product.

(4) The term “reference product” means the single biological product licensed under subsection (a) against 
which a biological product is evaluated in an application submitted under subsection (k).

(j) APPliCAtiOn Of fedeRAl fOOd, dRUg, And COSmetiC ACt. — The Federal Food, Drug, and Cosmetic Act, 
including the requirements under sections 505(o), 505(p), and 505-1 such Act, applies to a biological product subject 
to regulation under this section, except that a product for which a license has been approved under subsection (a) shall 
not be required to have an approved application under section 355 of Title 21.

(k) liCenSURe Of BiOlOgiCAl PROdUCtS AS BiOSimilAR OR inteRCHAngeABle. —

(1) in geneRAl. — Any person may submit an application for licensure of a biological product under this 
subsection.

(2) COntent. —

(A) in geneRAl. —

(i) ReqUiRed infORmAtiOn. — An application submitted under this subsection shall include information 
demonstrating that —
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(I) the biological product is biosimilar to a reference product based upon data derived from —

(aa) analytical studies that demonstrate that the biological product is highly similar to the 
reference product notwithstanding minor differences in clinically inactive components;

(bb) animal studies (including the assessment of toxicity); and

(cc) a clinical study or studies (including the assessment of immunogenicity and pharmacokinetics 
or pharmacodynamics) that are sufficient to demonstrate safety, purity, and potency in 1 or 
more appropriate conditions of use for which the reference product is licensed and intended to 
be used and for which licensure is sought for the biological product;

(II) the biological product and reference product utilize the same mechanism or mechanisms of 
action for the condition or conditions of use prescribed, recommended, or suggested in the proposed 
labeling, but only to the extent the mechanism or mechanisms of action are known for the reference 
product;

(III) the condition or conditions of use prescribed, recommended, or suggested in the labeling 
proposed for the biological product have been previously approved for the reference product;

(IV) the route of administration, the dosage form, and the strength of the biological product are the 
same as those of the reference product; and

(V) the facility in which the biological product is manufactured, processed, packed, or held meets 
standards designed to assure that the biological product continues to be safe, pure, and potent.

(ii) DETERMINATION By SECRETARy. — The Secretary may determine, in the Secretary’s discretion, that 
an element described in clause (i)(I) is unnecessary in an application submitted under this subsection.

(iii) ADDITIONAL INFORMATION. — An application submitted under this subsection —

(I) shall include publicly-available information regarding the Secretary’s previous determination 
that the reference product is safe, pure, and potent; and

(II) may include any additional information in support of the application, including publicly- 
available information with respect to the reference product or another biological product.

(B) inteRCHAngeABility. — An application (or a supplement to an application) submitted under this 
subsection may include information demonstrating that the biological product meets the standards described 
in paragraph (4).

(3) evAlUAtiOn By SeCRetARy. — Upon review of an application (or a supplement to an application) submitted 
under this subsection, the Secretary shall license the biological product under this subsection if —

(A) the Secretary determines that the information submitted in the application (or the supplement) is 
sufficient to show that the biological product —

(i) is biosimilar to the reference product; or

(ii) meets the standards described in paragraph (4), and therefore is interchangeable with the reference 
product; and

(B) the applicant (or other appropriate person) consents to the inspection of the facility that is the subject of 
the application, in accordance with subsection (c).

(4) SAfety StAndARdS fOR deteRmining inteRCHAngeABility. — Upon review of an application submitted 
under this subsection or any supplement to such application, the Secretary shall determine the biological product 
to be interchangeable with the reference product if the Secretary determines that the information submitted in 
the application (or a supplement to such application) is sufficient to show that —

(A) the biological product —

(i) is biosimilar to the reference product; and

(ii) can be expected to produce the same clinical result as the reference product in any given patient; and

(B) for a biological product that is administered more than once to an individual, the risk in terms of safety 
or diminished efficacy of alternating or switching between use of the biological product and the reference 
product is not greater than the risk of using the reference product without such alternation or switch.
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(5) geneRAl RUleS. —

(A) One RefeRenCe PROdUCt PeR APPliCAtiOn. — A biological product, in an application submitted 
under this subsection, may not be evaluated against more than 1 reference product.

(B) Review. — An application submitted under this subsection shall be reviewed by the division within the 
Food and Drug Administration that is responsible for the review and approval of the application under which 
the reference product is licensed.

(C) RiSk evAlUAtiOn And mitigAtiOn StRAtegieS. — The authority of the Secretary with respect to 
risk evaluation and mitigation strategies under the Federal Food, Drug, and Cosmetic Act shall apply to 
biological products licensed under this subsection in the same manner as such authority applies to biological 
products licensed under subsection (a).

(6) exClUSivity fOR fiRSt inteRCHAngeABle BiOlOgiCAl PROdUCt. — Upon review of an application submitted 
under this subsection relying on the same reference product for which a prior biological product has received a 
determination of interchangeability for any condition of use, the Secretary shall not make a determination under 
paragraph (4) that the second or subsequent biological product is interchangeable for any condition of use until 
the earlier of —

(A) 1 year after the first commercial marketing of the first interchangeable biosimilar biological product to 
be approved as interchangeable for that reference product;

(B) 18 months after —

(i) a final court decision on all patents in suit in an action instituted under subsection (l)(6) against the 
applicant that submitted the application for the first approved interchangeable biosimilar biological 
product; or

(ii) the dismissal with or without prejudice of an action instituted under subsection (l)(6) against the 
applicant that submitted the application for the first approved interchangeable biosimilar biological 
product; or

(C) —

(i) 42 months after approval of the first interchangeable biosimilar biological product if the applicant 
that submitted such application has been sued under subsection (l)(6) and such litigation is still ongoing 
within such 42-month period; or

(ii) 18 months after approval of the first interchangeable biosimilar biological product if the applicant 
that submitted such application has not been sued under subsection (l)(6).

For purposes of this paragraph, the term “final court decision” means a final decision of a court from which 
no appeal (other than a petition to the United States Supreme Court for a writ of certiorari) has been or can 
be taken.

(7) exClUSivity fOR RefeRenCe PROdUCt. —

(A) effeCtive dAte Of BiOSimilAR APPliCAtiOn APPROvAl. — Approval of an application under this 
subsection may not be made effective by the Secretary until the date that is 12 years after the date on which 
the reference product was first licensed under subsection (a).

(B) filing PeRiOd. — An application under this subsection may not be submitted to the Secretary until 
the date that is 4 years after the date on which the reference product was first licensed under subsection (a).

(C) fiRSt liCenSURe. — Subparagraphs (A) and (B) shall not apply to a license for or approval of —

(i) a supplement for the biological product that is the reference product; or

(ii) a subsequent application filed by the same sponsor or manufacturer of the biological product that is 
the reference product (or a licensor, predecessor in interest, or other related entity) for —

(I) a change (not including a modification to the structure of the biological product) that results in 
a new indication, route of administration, dosing schedule, dosage form, delivery system, delivery 
device, or strength; or

(II) a modification to the structure of the biological product that does not result in a change in 
safety, purity, or potency.
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(8) gUidAnCe dOCUmentS. —

(A) in geneRAl. — The Secretary may, after opportunity for public comment, issue guidance in accordance, 
except as provided in subparagraph (B)(i), with section 701(h) of the Federal Food, Drug, and Cosmetic 
Act with respect to the licensure of a biological product under this subsection. Any such guidance may be 
general or specific.

(B) PUBliC COmment. —

(i) in geneRAl. — The Secretary shall provide the public an opportunity to comment on any proposed 
guidance issued under subparagraph (A) before issuing final guidance.

(ii) INPUT REGARDING MOST VALUABLE GUIDANCE. — The Secretary shall establish a process through 
which the public may provide the Secretary with input regarding priorities for issuing guidance.

(C) nO ReqUiRement fOR APPliCAtiOn COnSideRAtiOn. — The issuance (or non-issuance) of guidance 
under subparagraph (A) shall not preclude the review of, or action on, an application submitted under this 
subsection.

(D) ReqUiRement fOR PROdUCt ClASS-SPeCifiC gUidAnCe. — If the Secretary issues product class-
specific guidance under subparagraph (A), such guidance shall include a description of —

(i) the criteria that the Secretary will use to determine whether a biological product is highly similar to 
a reference product in such product class; and

(ii) the criteria, if available, that the Secretary will use to determine whether a biological product meets 
the standards described in paragraph (4).

(E) CeRtAin PROdUCt ClASSeS. —

(i) gUidAnCe. — The Secretary may indicate in a guidance document that the science and experience, as 
of the date of such guidance, with respect to a product or product class (not including any recombinant 
protein) does not allow approval of an application for a license as provided under this subsection for 
such product or product class.

(ii) mOdifiCAtiOn OR ReveRSAl. — The Secretary may issue a subsequent guidance document under 
subparagraph (A) to modify or reverse a guidance document under clause (i).

(iii) nO effeCt OnABility tO deny liCenSe. — Clause (i) shall not be construed to require the 
Secretary to approve a product with respect to which the Secretary has not indicated in a guidance 
document that the science and experience, as described in clause (i), does not allow approval of such 
an application.

(l) PAtentS. —

(1) COnfidentiAl ACCeSS tO SUBSeCtiOn (k) APPliCAtiOn. —

(A) APPliCAtiOn Of PARAgRAPH. — Unless otherwise agreed to by a person that submits an application 
under subsection (k) (referred to in this subsection as the “subsection (k) applicant”) and the sponsor of the 
application for the reference product (referred to in this subsection as the “reference product sponsor”), the 
provisions of this paragraph shall apply to the exchange of information described in this subsection.

(B) in geneRAl. —

(i) PROviSiOn Of COnfidentiAl infORmAtiOn. — When a subsection (k) applicant submits an 
application under subsection (k), such applicant shall provide to the persons described in clause (ii), 
subject to the terms of this paragraph, confidential access to the information required to be produced 
pursuant to paragraph (2) and any other information that the subsection (k) applicant determines, in 
its sole discretion, to be appropriate (referred to in this subsection as the “confidential information”).

(ii) ReCiPientS Of infORmAtiOn. — The persons described in this clause are the following:

(I) OUtSide COUnSel. — One or more attorneys designated by the reference product sponsor who 
are employees of an entity other than the reference product sponsor (referred to in this paragraph as 
the “outside counsel”, provided that such attorneys do not engage, formally or informally, in patent 
prosecution relevant or related to the reference product.

(II) in-HOUSe COUnSel. — One attorney that represents the reference product sponsor who is an 
employee of the reference product sponsor, provided that such attorney does not engage, formally 
or informally, in patent prosecution relevant or related to the reference product.
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(iii) PAtent OwneR ACCeSS. — A representative of the owner of a patent exclusively licensed to 
a reference product sponsor with respect to the reference product and who has retained a right to 
assert the patent or participate in litigation concerning the patent may be provided the confidential 
information, provided that the representative informs the reference product sponsor and the 
subsection (k) applicant of his or her agreement to be subject to the confidentiality provisions set 
forth in this paragraph, including those under clause (ii).

(C) limitAtiOn On diSClOSURe. — No person that receives confidential information pursuant to 
subparagraph (B) shall disclose any confidential information to any other person or entity, including the 
reference product sponsor employees, outside scientific consultants, or other outside counsel retained by the 
reference product sponsor, without the prior written consent of the subsection (k) applicant, which shall not 
be unreasonably withheld.

(D) USe Of COnfidentiAl infORmAtiOn. — Confidential information shall be used for the sole and exclusive 
purpose of determining, with respect to each patent assigned to or exclusively licensed by the reference 
product sponsor, whether a claim of patent infringement could reasonably be asserted if the subsection (k) 
applicant engaged in the manufacture, use, offering for sale, sale, or importation into the United States of 
the biological product that is the subject of the application under subsection (k).

(E) OwneRSHiP Of COnfidentiAl infORmAtiOn. — The confidential information disclosed under this 
paragraph is, and shall remain, the property of the subsection (k) applicant. By providing the confidential 
information pursuant to this paragraph, the subsection (k) applicant does not provide the reference product 
sponsor or the outside counsel any interest in or license to use the confidential information, for purposes 
other than those specified in subparagraph (D).

(F) effeCt Of infRingement ACtiOn. — In the event that the reference product sponsor files a patent 
infringement suit, the use of confidential information shall continue to be governed by the terms of this 
paragraph until such time as a court enters a protective order regarding the information. Upon entry of 
such order, the subsection (k) applicant may redesignate confidential information in accordance with the 
terms of that order. No confidential information shall be included in any publicly-available complaint or 
other pleading. In the event that the reference product sponsor does not file an infringement action by 
the date specified in paragraph (6), the reference product sponsor shall return or destroy all confidential 
information received under this paragraph, provided that if the reference product sponsor opts to destroy 
such information, it will confirm destruction in writing to the subsection (k) applicant.

(G) RUle Of COnStRUCtiOn. — Nothing in this paragraph shall be construed —

(i) as an admission by the subsection (k) applicant regarding the validity, enforceability, or infringement 
of any patent; or

(ii) as an agreement or admission by the subsection (k) applicant with respect to the competency, 
relevance, or materiality of any confidential information.

(H) effeCt Of viOlAtiOn. — The disclosure of any confidential information in violation of this paragraph 
shall be deemed to cause the subsection (k) applicant to suffer irreparable harm for which there is no 
adequate legal remedy and the court shall consider immediate injunctive relief to be an appropriate and 
necessary remedy for any violation or threatened violation of this paragraph.

(2) SUBSeCtiOn (k) APPliCAtiOn infORmAtiOn. — Not later than 20 days after the Secretary notifies the 
subsection (k) applicant that the application has been accepted for review, the subsection (k) applicant—

(A) shall provide to the reference product sponsor a copy of the application submitted to the Secretary under 
subsection (k), and such other information that describes the process or processes used to manufacture the 
biological product that is the subject of such application; and

(B) may provide to the reference product sponsor additional information requested by or on behalf of the 
reference product sponsor.

(3) liSt And deSCRiPtiOn Of PAtentS. —

(A) liSt By RefeRenCe PROdUCt SPOnSOR. — Not later than 60 days after the receipt of the application 
and information under paragraph (2), the reference product sponsor shall provide to the subsection (k) 
applicant—
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(i) a list of patents for which the reference product sponsor believes a claim of patent infringement 
could reasonably be asserted by the reference product sponsor, or by a patent owner that has granted 
an exclusive license to the reference product sponsor with respect to the reference product, if a person 
not licensed by the reference product sponsor engaged in the making, using, offering to sell, selling, 
or importing into the United States of the biological product that is the subject of the subsection (k) 
application; and

(ii) an identification of the patents on such list that the reference product sponsor would be prepared to 
license to the subsection (k) applicant.

(B) liSt And deSCRiPtiOn By SUBSeCtiOn (k) APPliCAnt. — Not later than 60 days after receipt of the list 
under subparagraph (A), the subsection (k) applicant —

(i) may provide to the reference product sponsor a list of patents to which the subsection (k) applicant 
believes a claim of patent infringement could reasonably be asserted by the reference product sponsor 
if a person not licensed by the reference product sponsor engaged in the making, using, offering to sell, 
selling, or importing into the United States of the biological product that is the subject of the subsection 
(k) application;

(ii) shall provide to the reference product sponsor, with respect to each patent listed by the reference 
product sponsor under subparagraph (A) or listed by the subsection (k) applicant under clause (i) —

(I) a detailed statement that describes, on a claim by claim basis, the factual and legal basis of the 
opinion of the subsection (k) applicant that such patent is invalid, unenforceable, or will not be 
infringed by the commercial marketing of the biological product that is the subject of the subsection 
(k) application; or

(II) a statement that the subsection (k) applicant does not intend to begin commercial marketing of 
the biological product before the date that such patent expires; and

(iii) shall provide to the reference product sponsor a response regarding each patent identified by the 
reference product sponsor under subparagraph (A)(ii).

(C) deSCRiPtiOn By RefeRenCe PROdUCt SPOnSOR. — Not later than 60 days after receipt of the list 
and statement under subparagraph (B), the reference product sponsor shall provide to the subsection (k) 
applicant a detailed statement that describes, with respect to each patent described in subparagraph (B)(ii) 
(I), on a claim by claim basis, the factual and legal basis of the opinion of the reference product sponsor that 
such patent will be infringed by the commercial marketing of the biological product that is the subject of the 
subsection (k) application and a response to the statement concerning validity and enforceability provided 
under subparagraph (B)(ii)(I).

(4) PAtent ReSOlUtiOn negOtiAtiOnS. —

(A) in geneRAl. — After receipt by the subsection (k) applicant of the statement under paragraph (3)(C), 
the reference product sponsor and the subsection (k) applicant shall engage in good faith negotiations to 
agree on which, if any, patents listed under paragraph (3) by the subsection (k) applicant or the reference 
product sponsor shall be the subject of an action for patent infringement under paragraph (6).

(B) fAilURe tO ReACH AgReement. — If, within 15 days of beginning negotiations under subparagraph 
(A), the subsection (k) applicant and the reference product sponsor fail to agree on a final and complete list 
of which, if any, patents listed under paragraph (3) by the subsection (k) applicant or the reference product 
sponsor shall be the subject of an action for patent infringement under paragraph (6), the provisions of 
paragraph (5) shall apply to the parties.

(5) PAtent ReSOlUtiOn if nO AgReement. —

(A) nUmBeR Of PAtentS. — The subsection (k) applicant shall notify the reference product sponsor of the 
number of patents that such applicant will provide to the reference product sponsor under subparagraph (B)
(i)(I).

(B) exCHAnge Of PAtent liStS. —

(i) in geneRAl. — On a date agreed to by the subsection (k) applicant and the reference product 
sponsor, but in no case later than 5 days after the subsection (k) applicant notifies the reference product 
sponsor under subparagraph (A), the subsection (k) applicant and the reference product sponsor shall 
simultaneously exchange —
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(I) the list of patents that the subsection (k) applicant believes should be the subject of an action for 
patent infringement under paragraph (6); and

(II) the list of patents, in accordance with clause (ii), that the reference product sponsor believes 
should be the subject of an action for patent infringement under paragraph (6).

(ii) nUmBeR Of PAtentS liSted By RefeRenCe PROdUCt SPOnSOR. —

(I) in geneRAl. — Subject to subclause (II), the number of patents listed by the reference product 
sponsor under clause (i)(II) may not exceed the number of patents listed by the subsection (k) 
applicant under clause (i)(I).

(II) exCePtiOn. — If a subsection (k) applicant does not list any patent under clause (i)(I), the 
reference product sponsor may list 1 patent under clause (i)(II).

(6) immediAte PAtent infRingement ACtiOn. —

(A) ACtiOn if AgReement On PAtent liSt. — If the subsection (k) applicant and the reference product 
sponsor agree on patents as described in paragraph (4), not later than 30 days after such agreement, the 
reference product sponsor shall bring an action for patent infringement with respect to each such patent.

(B) ACtiOn if nO AgReement On PAtent liSt. — If the provisions of paragraph (5) apply to the parties 
as described in paragraph (4)(B), not later than 30 days after the exchange of lists under paragraph (5)(B), 
the reference product sponsor shall bring an action for patent infringement with respect to each patent that 
is included on such lists.

(C) nOtifiCAtiOn And pUBliCAtiOn Of COmPlAint. —

(i) nOtifiCAtiOn tO SeCRetARy. — Not later than 30 days after a complaint is served to a subsection 
(k) applicant in an action for patent infringement described under this paragraph, the subsection (k) 
applicant shall provide the Secretary with notice and a copy of such complaint.

(ii) PUBliCAtiOn By SeCRetARy. — The Secretary shall publish in the Federal Register notice of a 
complaint received under clause (i).

(7) newly iSSUed OR liCenSed PAtentS. — In the case of a patent that —

(A) is issued to, or exclusively licensed by, the reference product sponsor after the date that the reference 
product sponsor provided the list to the subsection (k) applicant under paragraph (3)(A); and

(B) the reference product sponsor reasonably believes that, due to the issuance of such patent, a claim of 
patent infringement could reasonably be asserted by the reference product sponsor if a person not licensed 
by the reference product sponsor engaged in the making, using, offering to sell, selling, or importing into 
the United States of the biological product that is the subject of the subsection (k) application, not later than 
30 days after such issuance or licensing, the reference product sponsor shall provide to the subsection (k) 
applicant a supplement to the list provided by the reference product sponsor under paragraph (3)(A) that 
includes such patent, not later than 30 days after such supplement is provided, the subsection (k) applicant 
shall provide a statement to the reference product sponsor in accordance with paragraph (3)(B), and such 
patent shall be subject to paragraph (8).

(8) nOtiCe Of COmmeRCiAl mARketing And PReliminARy injUnCtiOn. —

(A) nOtiCe Of COmmeRCiAl mARketing. — The subsection (k) applicant shall provide notice to the 
reference product sponsor not later than 180 days before the date of the first commercial marketing of the 
biological product licensed under subsection (k).

(B) PReliminARy injUnCtiOn. — After receiving the notice under subparagraph (A) and before such date 
of the first commercial marketing of such biological product, the reference product sponsor may seek a 
preliminary injunction prohibiting the subsection (k) applicant from engaging in the commercial manufacture 
or sale of such biological product until the court decides the issue of patent validity, enforcement, and 
infringement with respect to any patent that is—

(i) included in the list provided by the reference product sponsor under paragraph (3)(A) or in the list 
provided by the subsection (k) applicant under paragraph (3)(B); and

(ii) not included, as applicable, on—

(I) the list of patents described in paragraph (4); or

(II) the lists of patents described in paragraph (5)(B).
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(C) ReASOnABle COOPeRAtiOn. — If the reference product sponsor has sought a preliminary injunction 
under subparagraph (B), the reference product sponsor and the subsection (k) applicant shall reasonably 
cooperate to expedite such further discovery as is needed in connection with the preliminary injunction 
motion.

(9) limitAtiOn On deClARAtORy jUdgment ACtiOn. —

(A) SUBSeCtiOn (k) APPliCAtiOn PROvided. — If a subsection (k) applicant provides the application and 
information required under paragraph (2)(A), neither the reference product sponsor nor the subsection (k) 
applicant may, prior to the date notice is received under paragraph (8)(A), bring any action under section 
2201 of title 28, United States Code, for a declaration of infringement, validity, or enforceability of any 
patent that is described in clauses (i) and (ii) of paragraph (8)(B).

(B) SUBSeqUent fAilURe tO ACt By SUBSeCtiOn (k) APPliCAnt. — If a subsection (k) applicant fails 
to complete an action required of the subsection (k) applicant under paragraph (3)(B)(ii), paragraph (5), 
paragraph (6)(C)(i), paragraph (7), or paragraph (8)(A), the reference product sponsor, but not the subsection 
(k) applicant, may bring an action under section 2201 of title 28, United States Code, for a declaration of 
infringement, validity, or enforceability of any patent included in the list described in paragraph (3)(A), 
including as provided under paragraph (7).

(C) SUBSeCtiOn (k) APPliCAtiOn nOt PROvided. — If a subsection (k) applicant fails to provide the 
application and information required under paragraph (2)(A), the reference product sponsor, but not the 
subsection (k) applicant, may bring an action under section 2201 of title 28, United States Code, for a 
declaration of infringement, validity, or enforceability of any patent that claims the biological product or a 
use of the biological product.

(m) PediAtRiC StUdieS. —

(1) APPliCAtiOn Of CeRtAin PROviSiOnS. — The provisions of subsections (a), (d), (e), (f), (h), (i), (j), (k), 
(l), (p), and (q) of section 505A of the Federal Food, Drug, and Cosmetic Act shall apply with respect to the 
extension of a period under paragraphs (2) and (3) to the same extent and in the same manner as such provisions 
apply with respect to the extension of a period under subsection (b) or (c) of section 505A of the Federal Food, 
Drug, and Cosmetic Act.

(2) mARket exClUSivity fOR new BiOlOgiCAl PROdUCtS. — If, prior to approval of an application that is 
submitted under subsection (a), the Secretary determines that information relating to the use of a new biological 
product in the pediatric population may produce health benefits in that population, the Secretary makes a written 
request for pediatric studies (which shall include a timeframe for completing such studies), the applicant agrees 
to the request, such studies are completed using appropriate formulations for each age group for which the study 
is requested within any such timeframe, and the reports thereof are submitted and accepted in accordance with 
section 505A(d)(3) 505A(d)(4) of the Federal Food, Drug, and Cosmetic Act —

(A) the periods for such biological product referred to in subsection (k)(7) are deemed to be 4 years and 6 
months rather than 4 years and 12 years and 6 months rather than 12 years; and

(B) if the biological product is designated under section 526 for a rare disease or condition, the period for 
such biological product referred to in section 527(a) is deemed to be 7 years and 6 months rather than 7 
years.

(3) mARket exClUSivity fOR AlReAdy-mARketed BiOlOgiCAl PROdUCtS. — If the Secretary determines that 
information relating to the use of a licensed biological product in the pediatric population may produce health 
benefits in that population and makes a written request to the holder of an approved application under subsection 
(a) for pediatric studies (which shall include a timeframe for completing such studies), the holder agrees to the 
request, such studies are completed using appropriate formulations for each age group for which the study is 
requested within any such timeframe, and the reports thereof are submitted and accepted in accordance with 
section 505A(d)(3) 505A(d)(4) of the Federal Food, Drug, and Cosmetic Act —

(A) the periods for such biological product referred to in subsection (k)(7) are deemed to be 4 years and 6 
months rather than 4 years and 12 years and 6 months rather than 12 years; and

(B) if the biological product is designated under section 526 for a rare disease or condition, the period for 
such biological product referred to in section 527(a) is deemed to be 7 years and 6 months rather than 7 
years.
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(4) exCePtiOn. — The Secretary shall not extend a period referred to in paragraph (2)(A), (2)(B), (3)(A), 
or (3)(B) if the determination under section 505A(d)(3) 505A(d)(4) is made later than 9 months prior to the 
expiration of such period.

(n) dAte Of APPROvAl in tHe CASe Of ReCOmmended COntROlS UndeR tHe CSA. — 

(1) in geneRAl. — In the case of an application under subsection (a) with respect to a biological product for 
which the Secretary provides notice to the sponsor that the Secretary intends to issue a scientific and medical 
evaluation and recommend controls under the Controlled Substances Act, approval of such application shall not 
take effect until the interim final rule controlling the biological product is issued in accordance with section 
201(j) of the Controlled Substances Act.

(2) dAte Of APPROvAl. — For purposes of this section, with respect to an application described in paragraph 
(1), references to the date of approval of such application, or licensure of the product subject to such application, 
shall mean the later of — 

(A) the date an application is approved under subsection (a); or

(B) the date of issuance of the interim final rule controlling the biological product.

42 U.S.C. § 264. RegUlAtiOnS tO COntROl COmmUniCABle diSeASeS.

(a) PROmUlgAtiOn And enfORCement By SURgeOn geneRAl. — The Surgeon General, with the approval of the 
Secretary, is authorized to make and enforce such regulations as in his judgment are necessary to prevent the 
introduction, transmission, or spread of communicable diseases from foreign countries into the States or possessions, 
or from one State or possession into any other State or possession. For purposes of carrying out and enforcing 
such regulations, the Surgeon General may provide for such inspection, fumigation, disinfection, sanitation, pest 
extermination, destruction of animals or articles found to be so infected or contaminated as to be sources of dangerous 
infection to human beings, and other measures, as in his judgment may be necessary.

(b) APPReHenSiOn, detentiOn, OR COnditiOnAl ReleASe Of individUAlS. — Regulations prescribed under this 
section shall not provide for the apprehension, detention, or conditional release of individuals except for the purpose 
of preventing the introduction, transmission, or spread of such communicable diseases as may be specified from 
time to time in Executive orders of the President upon the recommendation of the Secretary, in consultation with the 
Surgeon General.

(c) APPliCAtiOn Of RegUlAtiOnS tO PeRSOnS enteRing fROm fOReign COUntRieS. — Except as provided in 
subsection (d) of this section, regulations prescribed under this section, insofar as they provide for the apprehension, 
detention, examination, or conditional release of individuals, shall be applicable only to individuals coming into a 
State or possession from a foreign country or a possession.

(d) —

(1) APPReHenSiOn And exAminAtiOn Of PeRSOnS ReASOnABly Believed tO Be infeCted. — Regulations 
prescribed under this section may provide for the apprehension and examination of any individual reasonably 
believed to be infected with a communicable disease in a qualifying stage and

(A) to be moving or about to move from a State to another State; or

(B) to be a probable source of infection to individuals who, while infected with such disease in a qualifying 
stage, will be moving from a State to another State.

Such regulations may provide that if upon examination any such individual is found to be infected, he may be 
detained for such time and in such manner as may be reasonably necessary. For purposes of this subsection, the 
term “State” includes, in addition to the several States, only the District of Columbia.

(2) For purposes of this subsection, the term “qualifying stage”, with respect to a communicable disease, means 
that such disease

(A) is in a communicable stage; or

(B) is in a precommunicable stage, if the disease would be likely to cause a public health emergency if 
transmitted to other individuals.

(e) Nothing in this section or section 266 of this title, or the regulations promulgated under such sections, may be 
construed as superseding any provision under State law (including regulations and including provisions established 
by political subdivisions of States), except to the extent that such a provision conflicts with an exercise of Federal 
authority under this section or section 266 of this title.
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42 U.S.C. § 266. SPeCiAl qUARAntine POweRS in time Of wAR.

To protect the military and naval forces and war workers of the United States, in time of war, against any communicable 
disease specified in Executive orders as provided in subsection (b) of section 264 of this title, the Secretary, in 
consultation with the Surgeon General, is authorized to provide by regulations for the apprehension and examination, 
in time of war, of any individual reasonably believed

(1) to be infected with such disease and

(2) to be a probable source of infection to members of the armed forces of the United States or to individuals 
engaged in the production or transportation of arms, munitions, ships, food, clothing, or other supplies for the 
armed forces.

Such regulations may provide that if upon examination any such individual is found to be so infected, he may be 
detained for such time and in such manner as may be reasonably necessary.

42 U.S.C. § 282. diReCtOR Of nAtiOnAl inStitUteS Of HeAltH.

(a) APPOintment. The National Institutes of Health shall be headed by the Director of NIH who shall be appointed 
by the President by and with the advice and consent of the Senate. The Director of NIH shall perform functions as 
provided under subsection (b) and as the Secretary may otherwise prescribe.

(b) dUtieS And AUtHORity. In carrying out the purposes of section 301, the Secretary, acting through the Director 
of NIH —

(1) shall carry out this title, including being responsible for the overall direction of the National Institutes 
of Health and for the establishment and implementation of general policies respecting the management and 
operation of programs and activities within the National Institutes of Health.;

(2) shall coordinate and oversee the operation of the national research institutes, national centers, and 
administrative entities within the National Institutes of Health;

(3) shall, in consultation with the heads of the national research institutes and national centers, be responsible for 
program coordination across the national research institutes and national centers, including conducting priority- 
setting reviews, to ensure that the research portfolio of the National Institutes of Health is balanced and free of 
unnecessary duplication, and takes advantage of collaborative, cross-cutting research;

(4) shall assemble accurate data to be used to assess research priorities, including: 

(A) information to better evaluate scientific opportunity, public health burdens, and progress in reducing 
health disparities; and

(B) data on study populations of clinical research, funded by or conducted at each national research institute 
and national center, which—

(i) specifies the inclusion of—

(I) women;

(II) members of minority groups;

(III) relevant age categories, including pediatric subgroups; and

(IV) other demographic variables as the Director of the National Institutes of Health determines 
appropriate;

(ii) is disaggregated by research area, condition, and disease categories; and

(iii) is to be made publicly available on the Internet website of the National Institutes of Health;

(5) shall ensure that scientifically based strategic planning is implemented in support of research priorities as 
determined by the agencies of the National Institutes of Health, and through the development, implementation, 
and updating of the strategic plan developed under subsection (m);

(6) shall ensure that the resources of the National Institutes of Health are sufficiently allocated for research 
projects identified in strategic plans;

(7) —

(A) shall, through the Division of Program Coordination, Planning, and Strategic Initiatives —

(i) identify research that represents important areas of emerging scientific opportunities, rising public 
health challenges, or knowledge gaps that deserve special emphasis and would benefit from conducting 
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or supporting additional research that involves collaboration between 2 or more national research 
institutes or national centers, or would otherwise benefit from strategic coordination and planning;

(ii) include information on such research in reports under section 403; and

(iii) in the case of such research supported with funds referred to in subparagraph (B) —

(I) require as appropriate that proposals include milestones and goals for the research;

(II) require that the proposals include timeframes for funding of the research; and

(III) ensure appropriate consideration of proposals for which the principal investigator is an 
individual who has not previously served as the principal investigator of research conducted or 
supported by the National Institutes of Health;

(B)

(i) may, with respect to funds reserved under section 402A(e)(1) for the Common Fund, allocate such 
funds to the national research institutes and national centers for conducting and supporting research that 
is identified under subparagraph (A); and

(ii) shall, with respect to funds appropriated to the Common Fund pursuant to section 402(a)(2), allocate 
such funds to the national research institutes and national centers for making grants for pediatric 
research that is identified under subparagraph (A); and

(C) may assign additional functions to the Division in support of responsibilities identified in subparagraph 
(A), as determined appropriate by the Director;

(8) shall, in coordination with the heads of the national research institutes and national centers, ensure that such 
institutes and centers —

(A) preserve an emphasis on investigator-initiated research project grants, including with respect to research 
involving collaboration between 2 or more such institutes or centers;

(B) when appropriate, maximize investigator-initiated research project grants in their annual research 
portfolios;

(C) foster collaboration between clinical research projects funded by the respective national research 
institutes and national centers that—

(i) conduct research involving human subjects; and

(ii) collect similar data; and

(D) encourage collaboration described in subparagraph (C) to—

(i) allow for an increase in the number of subjects studied; and

(ii) utilize diverse study populations, with special consideration to biological, social, and other 
determinants of health that contribute to health disparities;

(9) shall ensure that research conducted or supported by the National Institutes of Health is subject to review 
in accordance with section 492 and that, after such review, the research is reviewed in accordance with section 
492A(a)(2) by the appropriate advisory council under section 406 before the research proposals are approved 
for funding;

(10) shall have authority to review and approve the establishment of all centers of excellence recommended by 
the national research institutes;

(11) (A) shall oversee research training for all of the national research institutes and National Research Service 
Awards in accordance with section 487; and

(B) may conduct and support research training —

(i) for which fellowship support is not provided under section 487; and

(ii) that does not consist of residency training of physicians or other health professionals;

(12) may, form funds appropriated under section 402A(b), reserve funds to provide for research on matters 
that have not received significant funding relative to other matters, to respond to new issues and scientific 
emergencies, and to act on research opportunities of high priority;

(13) may, subject to appropriations Acts, collect and retain registration fees obtained from third parties to defray 
expenses for scientific, educational, and research-related conferences;
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(14) for the national research institutes and administrative entities within the National Institutes of Health —

(A) may acquire, construct, improve, repair, operate, and maintain, at the site of such institutes and entities, 
laboratories, and other research facilities, other facilities, equipment, and other real or personal property, and

(B) may acquire, without regard to the Act of March 3, 1877 (40 U.S.C. 34) by lease or otherwise through 
the Administrator of General Services, buildings or parts of buildings in the District of Columbia or 
communities located adjacent to the District of Columbia for use for a period not to exceed ten years;

(15) may secure resources for research conducted by or through the National Institutes of Health;

(16) may, without regard to the provision of title 5, United States Code, governing appointments in the competitive 
service, and without regard to the provisions of chapter 51 and subchapter III of chapter 53 of such title [5 
USC §§ 5101 et seq. and 5331 et seq.] relating to classification and General Schedule pay rates, establish such 
technical and scientific peer review groups and scientific program advisory committees as are needed to carry 
out the requirements of this title and appoint and pay the members of such groups, except that officers and 
employees of the United States shall not receive additional compensation for service as members of such groups.

(17) may secure for the National Institutes of Health consultation services and advice of persons from the United 
States or abroad;

(18) may use, with their consent, the services, equipment, personnel, information, and facilities of other Federal, 
State, or local public agencies, with or without reimbursement therefor;

(19) may, for purposes of study, admit and treat at facilities of the National Institutes of Health individuals not 
otherwise eligible for such treatment;

(20) may accept voluntary and uncompensated services;

(21) may perform such other administrative functions as the Secretary determines are needed to effectively carry 
out this title;

(22) may appoint physicians, dentists, and other health care professionals, subject to the provisions of title 5, 
United States Code, relating to appointments and classifications in the competitive service, and may compensate 
such professional subject to the provisions of chapter 74 of title 38, United States Code; and

(23) shall designate a contact point or office to help innovators and physicians identify sources of funding 
available for pediatric medical device development;

(24) implement the Cures Acceleration Network described in section 287a of this title; and

(25) may require recipients of National Institutes of Health awards to share scientific data, to the extent feasible, 
generated from such National Institutes of Health awards in a manner that is consistent with all applicable 
Federal laws and regulations, including such laws and regulations for the protection of—

(A) human research participants, including with respect to privacy, security, informed consent, and protected 
health information; and

(B) proprietary interests, confidential commercial information, and the intellectual property rights of the 
funding recipient.

The Federal Advisory Committee Act shall not apply to the duration of a peer review group appointed under paragraph 
(16). The members of such a group shall be individuals who by virtue of their training or experience are eminently 
qualified to perform the review functions of such group. Nor more than one-fourth of the members of any such group 
shall be officers or employees of the United States

(c) - (h) [Text not included. — Ed.]

(i) infORmAtiOn On CliniCAl tRiAlS fOR dRUgS fOR SeRiOUS OR life-tHReAtening diSeASe And COnditiOnS.

(1) —

(A) The Secretary, acting through the Director of NIH, shall establish, maintain, and operate a data bank of 
information on clinical trials for drugs for serious or life-threatening disease and conditions in the subsection 
referred to as the “data bank”. The activities of the data bank shall be integrated and coordinated with related 
activities of other agencies of the Department of Health and Human Services, and to the extent practicable, 
coordinated with other data banks containing similar information.

(B) The Secretary shall establish the data bank after consultation with the Commissioner of Food and Drugs, 
the directors of the appropriate agencies of the National Institutes of Health (including the National Library 
of Medicine), and the Director of the Centers for Disease Control and Prevention.
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(2) In carrying out paragraph (1), the Secretary shall collect, catalog, store, and disseminate the information 
described in such paragraph. The Secretary shall disseminate such information through information systems, 
which shall include toll-free telephone communications, available to individuals with serious or life-threatening 
disease and conditions, to other members of the public, to health care providers, and to researchers.

(3) The data bank shall include the following:

(A) A registry of clinical trials (whether federally or privately funded) of experimental treatments for serious 
or life-threatening diseases and conditions under regulations promulgated pursuant to section 505(i) of the 
Federal Food, Drug, and Cosmetic Act, which provides a description of the purpose of each experimental 
drug, either with the consent of the protocol sponsor, or when a trial to test effectiveness begins. Information 
provided shall consist of eligibility criteria for participation in the clinical trials, a description of the location 
of trial sites, a point of contact for those wanting to enroll in the trial, and a description of whether, and 
through what procedure, the manufacturer or sponsor of the investigation of a new drug will respond to 
requests for protocol exception, with appropriate safeguards, for single-patient and expanded protocol use 
of the new drug, particularly in children, and shall be in a form that can be readily understood by members 
of the public. Such information shall be forwarded to the data bank by the sponsor of the trial not later than 
21 days after the approval of the protocol.

(B) Information pertaining to experimental treatments for serious or life-threatening diseases and conditions 
that may be available—

(i) Under a treatment investigational new drug application that has been submitted to the Secretary 
under section 561(c) of the Federal Food, Drug, and Cosmetic Act or

(ii) as a Group C cancer drug (as defined by the National Cancer Institute).

The data bank may also include information pertaining to the results of clinical trials of such treatments, with the 
consent of the sponsor, including information concerning potential toxicities or adverse effects associated with 
the use or administration of such experimental treatments.

(4) The data bank shall not include information relating to an investigation if the sponsor has provided a detailed 
certification to the Secretary that disclosure of such information would substantially interfere with the timely 
enrollment of subjects in the investigation, unless the Secretary, after the receipt of the certification, provides 
the sponsor with a detailed written determination that such disclosure would not substantially interfere with such 
enrollment.

(5) Fees collected under section 736 of the Federal Food, Drug, and Cosmetic Act shall not be used in carrying 
out this subsection.

(j) ExpandEd CliniCal Trial rEgisTry daTa Bank. —

(1) definitiOnS; ReqUiRement. —

(A) definitiOnS. — In this subsection:

(i) APPliCABle CliniCAl tRiAl. — The term “applicable clinical trial” means an applicable device 
clinical trial or an applicable drug clinical trial.

(ii) APPliCABle deviCe CliniCAl tRiAl. — The term “applicable device clinical trial” means —

(I) a prospective clinical study of health outcomes comparing an intervention with a device subject 
to section 510(k), 515, or 520(m) of the Federal Food, Drug, and Cosmetic Act against a control in 
human subjects (other than a small clinical trial to determine the feasibility of a device, or a clinical 
trial to test prototype devices where the primary outcome measure relates to feasibility and not to 
health outcomes); and

(II) a pediatric postmarket surveillance as required under section 522 of the Federal Food, Drug, 
and Cosmetic Act.

(iii) APPliCABle dRUg CliniCAl tRiAl. —

(I) in  geneRAl. — The term “applicable drug clinical trial” means a controlled clinical 
investigation, other than a phase I clinical investigation, of a drug subject to section 505 of the 
Federal Food, Drug, and Cosmetic Act or to section 351 of this Act.

(II) CLINICAL INVESTIGATION. — For purposes of subclause (I), the term “clinical investigation” 
has the meaning given that term in section 312.3 of title 21, Code of Federal Regulations (or any 
successor regulation).
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(III) PHASe I. — For purposes of subclause (I), the term “phase I” has the meaning given that term 
in section 312.21 of title 21, Code of Federal Regulations (or any successor regulation).

(iv) CliniCAl tRiAl infORmAtiOn. — The term “clinical trial information” means, with respect to 
an applicable clinical trial, those data elements that the responsible party is required to submit under 
paragraph (2) or under paragraph (3).

(v) COmPletiOn dAte. — The term “completion date” means, with respect to an applicable clinical 
trial, the date that the final subject was examined or received an intervention for the purposes of 
final collection of data for the primary outcome, whether the clinical trial concluded according to the 
prespecified protocol or was terminated.

(vi) deviCe. — The term “device” means a device as defined in section 201(h) of the Federal Food, 
Drug, and Cosmetic Act.

(vii) dRUg. — The term “drug” means a drug as defined in section 201(g) of the Federal Food, Drug, 
and Cosmetic Act or a biological product as defined in section 351 of this Act.

(viii) ONGOING. — The term “ongoing” means, with respect to a clinical trial of a drug or a device and 
to a date, that—

(I) 1 or more patients is enrolled in the clinical trial; and

(II) the date is before the completion date of the clinical trial.

(ix) ReSPOnSiBle PARty. — The term “responsible party”, with respect to a clinical trial of a drug or 
device, means —

(I) the sponsor of the clinical trial (as defined in section 50.3 of title 21, Code of Federal Regulations 
(or any successor regulation)); or

(II) the principal investigator of such clinical trial if so designated by a sponsor, grantee, contractor, 
or awardee, so long as the principal investigator is responsible for conducting the trial, has access 
to and control over the data from the clinical trial, has the right to publish the results of the trial, and 
has the ability to meet all of the requirements under this subsection for the submission of clinical 
trial information.

(B) ReqUiRement. — The Secretary shall develop a mechanism by which the responsible party for each 
applicable clinical trial shall submit the identity and contact information of such responsible party to the 
Secretary at the time of submission of clinical trial information under paragraph (2).

(2) exPAnSiOn Of CliniCAl tRiAl RegiStRy dAtA BAnk witH ReSPeCt tO CliniCAl tRiAl infORmAtiOn. —

(A) in geneRAl. —

(i) exPAnSiOn Of dAtA BAnk. — To enhance patient enrollment and provide a mechanism to track 
subsequent progress of clinical trials, the Secretary, acting through the Director of NIH, shall expand, in 
accordance with this subsection, the clinical trials registry of the data bank described under subsection 
(i)(1) (referred to in this subsection as the “registry data bank”). The Director of NIH shall ensure that 
the registry data bank is made publicly available through the Internet.

(ii) COntent. — The clinical trial information required to be submitted under this paragraph for an 
applicable clinical trial shall include —

(I) descriptive information, including —

(aa) a brief title, intended for the lay public;

(bb) a brief summary, intended for the lay public; 

(cc) the primary purpose;

(dd) the study design;

(ee) for an applicable drug clinical trial, the study phase; 

(ff) study type;

(gg) the primary disease or condition being studied, or the focus of the study; 

(hh) the intervention name and intervention type;

(ii) the study start date;

(jj) the expected completion date;
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(kk) the target number of subjects; and

(ll) outcomes, including primary and secondary outcome measures;

(II) recruitment information, including — 

(aa) eligibility criteria;

(bb) gender; 

(cc) age limits;

(dd) whether the trial accepts healthy volunteers; 

(ee) overall recruitment status;

(ff) individual site status; and

(gg) in the case of an applicable drug clinical trial, if the drug is not approved under section 
505 of the Federal Food, Drug, and Cosmetic Act or licensed under section 351 of this Act, 
specify whether or not there is expanded access to the drug under section 561 of the Federal 
Food, Drug, and Cosmetic Act for those who do not qualify for enrollment in the clinical trial 
and how to obtain information about such access;

(III) location and contact information, including— 

(aa) the name of the sponsor;

(bb) the responsible party, by official title; and

(cc) the facility name and facility contact information (including the city, State, and zip code 
for each clinical trial location, or a tollfree number through which such location information 
may be accessed); and

(IV) administrative data (which the Secretary may make publicly available as necessary), 
including—

(aa) the unique protocol identification number;

(bb) other protocol identification numbers, if any; and

(cc) the Food and Drug Administration IND/IDE protocol number and the record verification 
date.

(iii) MODIFICATIONS. — The Secretary may by regulation modify the requirements for clinical trial 
information under this paragraph, if the Secretary provides a rationale for why such a modification 
improves and does not reduce such clinical trial information.

(B) fORmAt And StRUCtURe. —

(i) SeARCHABle CAtegORieS. — The Director of NIH shall ensure that the public may, in addition to 
keyword searching, search the entries in the registry data bank by 1 or more of the following criteria:

(I) The disease or condition being studied in the clinical trial, using Medical Subject Headers 
(MESH) descriptors.

(II) The name of the intervention, including any drug or device being studied in the clinical trial.

(III) The location of the clinical trial

(IV) The age group studied in the clinical trial, including pediatric subpopulations.

(V) The study phase of the clinical trial.

(VI) The sponsor of the clinical trial, which may be the National Institutes of Health or another 
Federal agency, a private industry source, or a university or other organization.

(VII) The recruitment status of the clinical trial.

(VIII) The National Clinical Trial number or other study identification for the clinical trial.

(ii) ADDITIONAL SeARCHABle CAtegORy. — Not later than 18 months after the date of the enactment of 
the Food and Drug Administration Amendments Act of 2007, the Director of NIH shall ensure that the 
public may search the entries of the registry data bank by the safety issue, if any, being studied in the 
clinical trial as a primary or secondary outcome.

(iii) OtHeR elementS. — The Director of NIH shall also ensure hat the public may search the entries 
of the registry data bank by such other elements as the Director deems necessary on an ongoing basis.
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(iv) fORmAt. — The Director of the NIH shall ensure that the registry data bank is easily used by the 
public, and that entries are easily compared.

(C) dAtA SUBmiSSiOn. — The responsible party for an applicable clinical trial, including an applicable drug 
clinical trial for a serious or life-threatening disease or condition, that is initiated after, or is ongoing on the 
date that is 90 days after, the date of the enactment of the Food and Drug Administration Amendments Act of 
2007, shall submit to the Director of NIH for inclusion in the registry data bank the clinical trial information 
described in of subparagraph (A)(ii) not later than the later of —

(i) 90 days after such date of enactment;

(ii) 21 days after the first patient is enrolled in such clinical trial; or

(iii) in the case of a clinical trial that is not for a serious or life-threatening disease or condition and that 
is ongoing on such date of enactment, 1 year after such date of enactment.

(D) POSting Of dAtA. —

(i) APPliCABle dRUg CliniCAl tRiAl. — The Director of NIH shall ensure that clinical trial 
information for an applicable drug clinical trial submitted in accordance with this paragraph is posted 
in the registry data bank not later than 30 days after such submission.

(ii) APPliCABle deviCe CliniCAl tRiAl. — The Director of NIH shall ensure that clinical trial 
information for an applicable device clinical trial submitted in accordance with this paragraph is posted 
publicly in the registry data bank —

(I) not earlier than the date of clearance under section 510(k) of the Federal Food, Drug, and 
Cosmetic Act, or approval under section 515 or 520(m) of such Act, as applicable, for a device 
that was not previously cleared or approved, and not later than 30 days after such date, unless 
the responsible party affirmatively requests that the Director of the National Institutes of Health 
publicly post such clinical trial information for an applicable device clinical trial prior to such date 
of clearance or approval; or

(II) for a device that was previously cleared or approved, not later than 30 days after the clinical 
trial information under paragraph (3)(C) is required to be posted by the Secretary.

(iii) OPtiOn tO mAke CeRtAin CliniCAl tRiAl infORmAtiOn AvAilABle eARlieR.—The Director of 
the National Institutes of Health shall inform responsible parties of the option to request that clinical 
trial information for an applicable device clinical trial be publicly posted prior to the date of clearance 
or approval, in accordance with clause (ii)(I).

(iv) COmBinAtiOn PROdUCtS.—An applicable clinical trial for a product that is a combination of drug, 
device, or biological product shall be considered—

(I) an applicable drug clinical trial, if the Secretary determines under section 503(g) of the Federal 
Food, Drug, and Cosmetic Act that the primary mode of action of such product is that of a drug or 
biological product; or

(II) an applicable device clinical trial, if the Secretary determines under such section that the 
primary mode of action of such product is that of a device.

(3) Expansion of REgisTry DaTa Bank To InCludE REsulTs of CliniCal Trials. —

(A) linking REgisTry DaTa Bank To ExisTing REsulTs. —

(i) in geneRAl. — Beginning not later than 90 days after the date of the enactment of the Food and 
Drug Administration Amendments Act of 2007, for those clinical trials that form the primary basis 
of an efficacy claim or are conducted after the drug involved is approved or after the device involved 
is cleared or approved, the Secretary shall ensure that the registry data bank includes links to results 
information as described in clause (ii) for such clinical trial —

(I) not earlier than 30 days after the date of the approval of the drug involved or clearance or 
approval of the device involved; or

(II) not later than 30 days after the results information described in clause (ii) becomes publicly 
available.

(ii) REQUIRED INFORMATION. —

(I) FDA infORmAtiOn. — The Secretary shall ensure that the registry data bank includes links to 
the following information:
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(aa) If an advisory committee considered at a meeting an applicable clinical trial, any posted 
Food and Drug Administration summary document regarding such applicable clinical trial.

(bb) If an applicable drug clinical trial was conducted under section 505A or 505B of the 
Federal Food, Drug, and Cosmetic Act, a link to the posted Food and Drug Administration 
assessment of the results of such trial.

(cc) Food and Drug Administration public health advisories regarding the drug or device that 
is the subject of the applicable clinical trial, if any.

(dd) For an applicable drug clinical trial, the Food and Drug Administration action package for 
approval document required under section 505(l)(2) of the Federal Food, Drug, and Cosmetic 
Act.

(ee) For an applicable device clinical trial, in the case of a premarket application under section 
515 of the Federal Food, Drug, and Cosmetic Act, the detailed summary of information 
respecting the safety and effectiveness of the device required under section 520(h)(1) of such 
Act, or, in the case of a report under section 510(k) of such Act, the section 510(k) summary of 
the safety and effectiveness data required under section 807.95(d) of title 21, Code of Federal 
Regulations (or any successor regulation).

(II) NIH INFORMATION. — The Secretary shall ensure that the registry data bank includes links 
to the following information:

(aa) Medline citations to any publications focused on the results of an applicable clinical trial.

(bb) The entry for the drug that is the subject of an applicable drug clinical trial in the National
Library of Medicine database of structured product labels, if available.

(iii) RESULTS FOR exiSting DATA BAnk ENTRIES. — The Secretary may include the links described in 
clause (ii) for data bank entries for clinical trials submitted to the data bank prior to enactment of the 
Food and Drug Administration Amendments Act of 2007, as available.

(B) inClUSiOn Of ReSUltS. — The Secretary, acting through the Director of NIH, shall —

(i) expand the registry data bank to include the results of applicable clinical trials (referred to in this 
subsection as the “registry and results data bank”);

(ii) ensure that such results are made publicly available through the Internet;

(iii) post publicly a glossary for the lay public explaining technical terms related to the results of clinical 
trials; and

(iv) in consultation with experts on risk communication, provide information with the information 
included under subparagraph (C) in the registry and results data bank to help ensure that such information 
does not mislead the patients or the public.

(C)  BASiC ReSUltS. — Not later than 1 year after the date of the enactment of the Food and DrugAdministration 
Amendments Act of 2007, the Secretary shall include in the registry and results data bank the following 
elements for drugs that are approved under section 505 of the Federal Food, Drug, and Cosmetic Act or 
licensed under section 351 of this Act and devices that are cleared under section 510(k) of the Federal Food, 
Drug, and Cosmetic Act or approved under section 515 or 520(m) of such Act:

(i) demOgRAPHiC And BASeline CHARACteRiStiCS Of PAtient SAmPle. — A table of the demographic 
and baseline data collected overall and for each arm of the clinical trial to describe the patients who 
participated in the clinical trial, including the number of patients who dropped out of the clinical trial 
and the number of patients excluded from the analysis, if any.

(ii) PRIMARY AND SECONDARY OUTCOMES. — The primary and secondary outcome measures as 
submitted under paragraph (2)(A)(ii)(I)(ll), and a table of values for each of the primary and secondary 
outcome measures for each arm of the clinical trial, including the results of scientifically appropriate 
tests of the statistical significance of such outcome measures.

(iii) POINT OF CONTACT. — A point of contact for scientific information about the clinical trial results.

(iv) CERTAIN AGREEMENTS. — Whether there exists an agreement (other than an agreement solely to 
comply with applicable provisions of law protecting the privacy of participants) between the sponsor or 
its agent and the principal investigator (unless the sponsor is an employer of the principal investigator) 
that restricts in any manner the ability of the principal investigator, after the completion date of the trial, 
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to discuss the results of the trial at a scientific meeting or any other public or private forum, or to publish 
in a scientific or academic journal information concerning the results of the trial.

(D) exPAnded RegiStRy And ReSUltS dAtA BAnk. —

(i) exPAnSiOn By RUlemAking. — To provide more complete results information and to enhance 
patient access to and understanding of the results of clinical trials, not later than 3 years after the date 
of the enactment of the Food and Drug Administration Amendments Act of 2007, the Secretary shall by 
regulation expand the registry and results data bank as provided under this subparagraph.

(ii) CLINICAL TRIALS. —

(I) APPROved PROdUCtS. — The regulations under this subparagraph shall require the inclusion of 
the results information described in clause (iii) for —

(aa) each applicable drug clinical trial for a drug that is approved under section 505 of the 
Federal Food, Drug, and Cosmetic Act or licensed under section 351 of this Act; and

(bb) each applicable device clinical trial for a device that is cleared under section 510(k) of the 
Federal Food, Drug, and Cosmetic Act or approved under section 515 or 520(m) of such Act.

(II) UNAPPROVED PRODUCTS. — The regulations under this subparagraph shall establish whether 
or not the results information described in clause (iii) shall be required for —

(aa) an applicable drug clinical trial for a drug that is not approved under section 505 of the 
Federal Food, Drug, and Cosmetic Act and not licensed under section 351 of this Act (whether 
approval or licensure was sought or not); and

(bb) an applicable device clinical trial for a device that is not cleared under section 510(k) 
of the Federal Food, Drug, and Cosmetic Act and not approved under section 515 or section 
520(m) of such Act (whether clearance or approval was sought or not).

(iii) ReqUiRed elementS. — The regulations under this subparagraph shall require, in addition to the 
elements described in subparagraph (C), information within each of the following categories:

(I) A summary of the clinical trial and its results that is written in non-technical, understandable 
language for patients, if the Secretary determines that such types of summary can be included 
without being misleading or promotional.

(II) A summary of the clinical trial and its results that is technical in nature, if the Secretary 
determines that such types of summary can be included without being misleading or promotional.

(III) The full protocol or such information on the protocol for the trial as may be necessary to help 
to evaluate the results of the trial.

(IV) Such other categories as the Secretary determines appropriate.

(iv) ReSUltS SUBmiSSiOn. — The results information described in clause (iii) shall be submitted to the 
Director of NIH for inclusion in the registry and results data bank as provided by subparagraph (E), 
except that the Secretary shall by regulation determine —

(I) whether the 1-year period for submission of clinical trial information described in subparagraph 
(E)(i) should be increased from 1 year to a period not to exceed 18 months;

(II) whether the clinical trial information described in clause (iii) should be required to be submitted 
for an applicable clinical trial for which the clinical trial information described in subparagraph (C) 
is submitted to the registry and results data bank before the effective date of the regulations issued 
under this subparagraph; and

(III) in the case when the clinical trial information described in clause (iii) is required to be 
submitted for the applicable clinical trials described in clause (ii)(II), the date by which such 
clinical trial information shall be required to be submitted, taking into account —

(aa) the certification process under subparagraph (E)(iii) when approval, licensure, or clearance 
is sought; and

(bb) whether there should be a delay of submission when approval, licensure, or clearance will 
not be sought.

(v) AdditiOnAl PROviSiOnS. — The regulations under this subparagraph shall also establish —
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(I) a standard format for the submission of clinical trial information under this paragraph to the 
registry and results data bank;

(II) additional information on clinical trials and results that is written in nontechnical, understandable 
language for patients;

(III) considering the experience under the pilot quality control project described in paragraph 
(5)(C), procedures for quality control, including using representative samples, with respect to 
completeness and content of clinical trial information under this subsection, to help ensure that 
data elements are not false or misleading and are non-promotional;

(IV) the appropriate timing and requirements for updates of clinical trial information, and whether 
and, if so, how such updates should be tracked;

(V) a statement to accompany the entry for an applicable clinical trial when the primary and 
secondary outcome measures for such clinical trial are submitted under paragraph (4)(A) after the 
date specified for the submission of such information in paragraph (2)(C); and

(VI) additions or modifications to the manner of reporting of the data elements established under 
subparagraph (C).

(vi) CONSIDERATION OF WORLD HEALTH ORGANIZATION DATA SET. — The Secretary shall consider 
the status of the consensus data elements set for reporting clinical trial results of the World Health 
Organization when issuing the regulations under this subparagraph.

(vii) PUBLIC MEETING. — The Secretary shall hold a public meeting no later than 18 months after 
the date of the enactment of the Food and Drug Administration Amendments Act of 2007 to provide 
an opportunity for input from interested parties with regard to the regulations to be issued under this 
subparagraph.

(E) SUBmiSSiOn Of ReSUltS infORmAtiOn. —

(i) in geneRAl. — Except as provided in clauses (iii), (iv), (v), and (vi) the responsible party for an 
applicable clinical trial that is described in clause (ii) shall submit to the Director of NIH for inclusion 
in the registry and results data bank the clinical trial information described in subparagraph (C) not 
later than 1 year, or such other period as may be provided by regulation under subparagraph (D), after 
the earlier of —

(I) the estimated completion date of the trial as described in paragraph (2)(A)(ii)(I)(jj); or

(II) the actual date of completion.

(ii) CLINICAL TRIALS DESCRIBED. — An applicable clinical trial described in this clause is an applicable 
clinical trial subject to —

(I) paragraph (2)(C); and

(II) —

(aa) subparagraph (C); or

(bb) the regulations issued under subparagraph (D).

(iii) delAyed SUBmiSSiOn Of ReSUltS witH CeRtifiCAtiOn. — If the responsible party for an applicable 
clinical trial submits a certification that clause (iv) or (v) applies to such clinical trial, the responsible 
party shall submit to the Director of NIH for inclusion in the registry and results data bank the clinical 
trial information described in subparagraphs (C) and (D) as required under the applicable clause.

(iv) Seeking INITIAL APPROVAL OF A DRUG OR DEVICE. — With respect to an applicable clinical trial 
that is completed before the drug is initially approved under section 505 of the Federal Food, Drug, 
and Cosmetic Act or initially licensed under section 351 of this Act, or the device is initially cleared 
under section 510(k) or initially approved under section 515 or 520(m) of the Federal Food, Drug, and 
Cosmetic Act, the responsible party shall submit to the Director of NIH for inclusion in the registry and 
results data bank the clinical trial information described in subparagraphs (C) and (D) not later than 
30 days after the drug or device is approved under such section 505, licensed under such section 351, 
cleared under such section 510(k), or approved under such section 515 or 520(m), as applicable.

(v) Seeking APPROvAl Of A new USe fOR tHe dRUg OR deviCe. —
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(I) in geneRAl. — With respect to an applicable clinical trial where the manufacturer of the drug 
or device is the sponsor of an applicable clinical trial, and such manufacturer has filed, or will 
file within 1 year, an application seeking approval under section 505 of the Federal Food, Drug, 
and Cosmetic Act, licensing under section 351 of this Act, or clearance under section 510(k), or 
approval under section 515 or 520(m), of the Federal Food, Drug, and Cosmetic Act for the use 
studied in such clinical trial (which use is not included in the labeling of the approved drug or 
device), then the responsible party shall submit to the Director of NIH for inclusion in the registry 
and results data bank the clinical trial information described in subparagraphs (C) and (D) on the 
earlier of the date that is 30 days after the date —

(aa) the new use of the drug or device is approved under such section 505, licensed under such 
section 351, cleared under such section 510(k), or approved under such section 515 or 520(m);

(bb) the Secretary issues a letter, such as a complete response letter, not approving the 
submission or not clearing the submission, a not approvable letter, or a not substantially 
equivalent letter for the new use of the drug or device under such section 505, 351, 510(k), 
515, or 520(m); or

(cc) except as provided in subclause (III), the application or premarket notification under such 
section 505, 351, 510(k), 515, or 520(m) is withdrawn without resubmission for no less than 
210 days.

(II) ReqUiRement tHAt eACH CliniCAl tRiAl in APPliCAtiOn Be tReAted tHe SAme. — If a 
manufacturer makes a certification under clause (iii) that this clause applies with respect to a clinical 
trial, the manufacturer shall make such a certification with respect to each applicable clinical trial 
that is required to be submitted in an application or report for licensure, approval, or clearance 
(under section 351 of this Act or section 505, 510(k), 515, or 520(m) of the Federal Food, Drug, 
and Cosmetic Act, as applicable) of the use studied in the clinical trial.

(III) TWO-YEAR LIMITATION. — The responsible party shall submit to the Director of NIH for 
inclusion in the registry and results data bank the clinical trial information subject to subclause (I) 
on the date that is 2 years after the date a certification under clause (iii) was made to the Director of 
NIH, if an action referred to in item (aa), (bb), or (cc) of subclause (I) has not occurred by such date.

(vi) extenSiOnS. — The Director of NIH may provide an extension of the deadline for submission of 
clinical trial information under clause (i) if the responsible party for the trial submits to the Director a 
written request that demonstrates good cause for the extension and provides an estimate of the date on 
which the information will be submitted. The Director of NIH may grant more than one such extension 
for a clinical trial.

(F) nOtiCe tO diReCtOR Of niH. — Commissioner of Food and Drugs shall notify the Director of NIH 
when there is an action described in subparagraph (E)(iv) or item (aa), (bb), or (cc) of subparagraph (E)(v) 
(I) with respect to an application or a report that includes a certification required under paragraph (5)(B) of 
such action not later than 30 days after such action.

(G) POSting Of dAtA. — The Director of NIH shall ensure that the clinical trial information described 
in subparagraphs (C) and (D) for an applicable clinical trial submitted in accordance with this paragraph is 
posted publicly in the registry and results database not later than 30 days after such submission.

(H) WAiveRS RegARding CeRtAin CliniCAl tRiAl ReSUltS. — The Secretary may waive any applicable 
requirements of this paragraph for an applicable clinical trial, upon a written request from the responsible 
party, if the Secretary determines that extraordinary circumstances justify the waiver and that providing 
the waiver is consistent with the protection of public health, or in the interest of national security. Not later 
than 30 days after any part of a waiver is granted, the Secretary shall notify, in writing, the appropriate 
committees of Congress of the waiver and provide an explanation for why the waiver was granted.

(I) AdveRSe eventS. —

(i) RegUlAtiOnS. — Not later than 18 months after the date of the enactment of the Food and Drug 
Administration Amendments Act of 2007, the Secretary shall by regulation determine the best method 
for including in the registry and results data bank appropriate results information on serious adverse and 
frequent adverse events for drugs described in subparagraph (C) in a manner and form that is useful and 
not misleading to patients, physicians, and scientists.
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(ii) defAUlt. — If the Secretary fails to issue the regulation required by clause (i) by the date that is 24 
months after the date of the enactment of the Food and Drug Administration Amendments Act of 2007, 
clause (iii) shall take effect.

(iii) AdditiOnAl elementS. — Upon the application of clause (ii), the Secretary shall include in the 
registry and results data bank for drugs described in subparagraph (C), in addition to the clinical trial 
information described in subparagraph (C), the following elements:

(I) SeRiOUS AdveRSe eventS. — A table of anticipated and unanticipated serious adverse events 
grouped by organ system, with number and frequency of such event in each arm of the clinical trial.

(II) FREQUENT ADVERSE EVENTS. — A table of anticipated and unanticipated adverse events that 
are not included in the table described in subclause (I) that exceed a frequency of 5 percent within 
any arm of the clinical trial, grouped by organ system, with number and frequency of such event in 
each arm of the clinical trial.

(iv) POSTING OF OtHeR INFORMATION. — In carrying out clause (iii), the Secretary shall, in consultation 
with experts in risk communication, post with the tables information to enhance patient understanding 
and to ensure such tables do not mislead patients or the lay public.

(v) RelAtiOn tO SUBPARAgRAPH (c). — Clinical trial information included in the registry and results 
data bank pursuant to this subparagraph is deemed to be clinical trial information included in such data 
bank pursuant to subparagraph (C).

(4) AdditiOnAl SUBmiSSiOnS Of CliniCAl tRiAl infORmAtiOn. —

(A) vOlUntARy SUBmiSSiOnS. — A responsible party for a clinical trial that is not an applicable clinical 
trial, or that is an applicable clinical trial that is not subject to paragraph (2)(C), may submit complete 
clinical trial information described in paragraph (2) or paragraph (3) provided the responsible party submits 
clinical trial information for each applicable clinical trial that is required to be submitted under section 351 
or under section 505, 510(k), 515, or 520(m) of the Federal Food, Drug, and Cosmetic Act in an application 
or report for licensure, approval, or clearance of the drug or device for the use studied in the clinical trial.

(B) ReqUiRed SUBmiSSiOnS. —

(i) in geneRAl. —

Notwithstanding paragraphs (2) and (3) and subparagraph (A), in any case in which the Secretary 
determines for a specific clinical trial described in clause (ii) that posting in the registry and results 
data bank of clinical trial information for such clinical trial is necessary to protect the public health —

(I) the Secretary may require by notification that such information be submitted to the Secretary in 
accordance with paragraphs (2) and (3) except with regard to timing of submission;

(II) unless the responsible party submits a certification under paragraph (3)(E)(iii), such information 
shall be submitted not later than 30 days after the date specified by the Secretary in the notification; 
and

(III) failure to comply with the requirements under subclauses (I) and (II) shall be treated as a 
violation of the corresponding requirement of such paragraphs.

(ii) CLINICAL TRIALS DESCRIBED. — A clinical trial described in this clause is —

(I) an applicable clinical trial for a drug that is approved under section 505 of the Federal Food, 
Drug, and Cosmetic Act or licensed under section 351 of this Act or for a device that is cleared 
under section 510(k) of the Federal Food, Drug, and Cosmetic Act or approved under section 515 or 
section 520(m) of such Act, whose completion date is on or after the date 10 years before the date 
of the enactment of the Food and Drug Administration Amendments Act of 2007; or

(II) an applicable clinical trial that is described by both by paragraph (2)(C) and paragraph 
(3)(D)(ii)(II)).

(C) UPdAteS tO CliniCAl tRiAl dAtA BAnk. —

(i) SUBmiSSiOn Of UPdAteS. — The responsible party for an applicable clinical trial shall submit to 
the Director of NIH for inclusion in the registry and results data bank updates to reflect changes to the 
clinical trial information submitted under paragraph (2). Such updates —
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(I) shall be provided not less than once every 12 months, unless there were no changes to the 
clinical trial information during the preceding 12-month period;

(II) shall include identification of the dates of any such changes;

(III) not later than 30 days after the recruitment status of such clinical trial changes, shall include 
an update of the recruitment status; and

(IV) not later than 30 days after the completion date of the clinical trial, shall include notification 
to the Director that such clinical trial is complete.

(ii) PUBLIC AVAILABILITY OF UPDATES. — The Director of NIH shall make updates submitted under 
clause (i) publicly available in the registry data bank. Except with regard to overall recruitment status, 
individual site status, location, and contact information, the Director of NIH shall ensure that updates 
to elements required under subclauses (I) to (V) of paragraph (2)(A)(ii) do not result in the removal 
of any information from the original submissions or any preceding updates, and information in such 
databases is presented in a manner that enables users to readily access each original element submission 
and to track the changes made by the updates. The Director of NIH shall provide a link from the table 
of primary and secondary outcomes required under paragraph (3)(C)(ii) to the tracked history required 
under this clause of the primary and secondary outcome measures submitted under paragraph (2)(A) 
(ii)(I)(ll).

(5) COORdinAtiOn And COmPliAnCe. —

(A) CliniCAl tRiAlS SUPPORted By gRAntS fROm fedeRAl AgenCieS. —

(i) gRAntS fROm CeRtAin fedeRAl AgenCieS. — If an applicable clinical trial is funded in whole or in 
part by a grant from any agency of the Department of Health and Human Services, including the Food 
and Drug Administration, the National Institutes of Health, or the Agency for Healthcare Research and 
Quality, any grant or progress report forms required under such grant shall include a certification that 
the responsible party has made all required submissions to the Director of NIH under paragraphs (2) 
and (3).

(ii) veRifiCAtiOn By fedeRAl AgenCieS. — The heads of the agencies referred to in clause (i), as 
applicable, shall verify that the clinical trial information for each applicable clinical trial for which a 
grantee is the responsible party has been submitted under paragraphs (2) and (3) before releasing any 
remaining funding for a grant or funding for a future grant to such grantee.

(iii) nOtiCe And OPPORtUnity tO Remedy. — If the head of an agency referred to in clause (i), as 
applicable, verifies that a grantee has not submitted clinical trial information as described in clause (ii), 
such agency head shall provide notice to such grantee of such non-compliance and allow such grantee 
30 days to correct such non-compliance and submit the required clinical trial information.

(iv) COnSUltAtiOn witH OtHeR fedeRAl AgenCieS. — The Secretary shall —

(I) consult with other agencies that conduct research involving human subjects in accordance with 
any section of part 46 of title 45, Code of Federal Regulations (or any successor regulations), to 
determine if any such research is an applicable clinical trial; and

(II) develop with such agencies procedures comparable to those described in clauses (i), (ii), and 
(iii) to ensure that clinical trial information for such applicable clinical trial is submitted under 
paragraphs (2) and (3).

(B) CeRtifiCAtiOn tO ACCOmPAny dRUg, BiOlOgiCAl PROdUCt, And deviCe SUBmiSSiOnS. — At the time 
of submission of an application under section 505 of the Federal Food, Drug, and Cosmetic Act, section 
515 of such Act, section 520(m) of such Act, or section 351 of this Act, or submission of a report under 
section 510(k) of such Act, such application or submission shall be accompanied by a certification that all 
applicable requirements of this subsection have been met. Where available, such certification shall include 
the appropriate National Clinical Trial control numbers.

(C) QUAlity COntROl. —

(i) PilOt qUAlity COntROl PROjeCt. — Until the effective date of the regulations issued under 
paragraph (3)(D), the Secretary, acting through the Director of NIH and the Commissioner of Food 
and Drugs, shall conduct a pilot project to determine the optimal method of verification to help to 
ensure that the clinical trial information submitted under paragraph (3)(C) is non-promotional and is 

10_FDCA_BM.indd   576 29/01/18   10:41 AM



Public Health Service Act Appendix

 STATUTORY SUPPLEMENT 577

not false or misleading in any particular under subparagraph (D). The Secretary shall use the publicly 
available information described in paragraph (3)(A) and any other information available to the Secretary 
about applicable clinical trials to verify the accuracy of the clinical trial information submitted under 
paragraph (3)(C).

(ii) nOtiCe Of COmPliAnCe. — If the Secretary determines that any clinical trial information was 
not submitted as required under this subsection, or was submitted but is false or misleading in any 
particular, the Secretary shall notify the responsible party and give such party an opportunity to remedy 
such noncompliance by submitting the required revised clinical trial information not later than 30 days 
after such notification.

(D) tRUtHfUl CliniCAl tRiAl infORmAtiOn. —

(i) in geneRAl. — The clinical trial information submitted by a responsible party under this subsection 
shall not be false or misleading in any particular.

(ii) EFFECT. — Clause (i) shall not have the effect of —

(I) requiring clinical trial information with respect to an applicable clinical trial to include 
information from any source other than such clinical trial involved; or

(II) requiring clinical trial information described in paragraph (3)(D) to be submitted for purposes 
of paragraph (3)(C).

(E) PUBliC nOtiCeS. —

(i) nOtiCe Of viOlAtiOnS. — If the responsible party for an applicable clinical trial fails to submit 
clinical trial information for such clinical trial as required under paragraphs (2) or (3), the Director of 
NIH shall include in the registry and results data bank entry for such clinical trial a notice —

(I) that the responsible party is not in compliance with this Act by —

(aa) failing to submit required clinical trial information; or

(bb) submitting false or misleading clinical trial information;

(II) of the penalties imposed for the violation, if any; and

(III) whether the responsible party has corrected the clinical trial information in the registry and 
results data bank.

(ii) NOTICE OF FAILURE TO SUBMIT PRIMARY AND SECONDARY OUTCOMES. — If the responsible party for 
an applicable clinical trial fails to submit the primary and secondary outcomes as required under section 
2(A)(ii)(I)(ll), the Director of NIH shall include in the registry and results data bank entry for such 
clinical trial a notice that the responsible party is not in compliance by failing to register the primary 
and secondary outcomes in accordance with this act, and that the primary and secondary outcomes were 
not publicly disclosed in the database before conducting the clinical trial.

(iii) FAILURE TO SUBMIT STATEMENT. — The notice under clause (i) for a violation described in clause 
(i)(I)(aa) shall include the following statement: ‘The entry for this clinical trial was not complete at the 
time of submission, as required by law. This may or may not have any bearing on the accuracy of the 
information in the entry.’.

(iv) SUBMISSION OF FALSE INFORMATION STATEMENT. — The notice under clause (i) for a violation 
described in clause (i)(I)(bb) shall include the following statement: ‘The entry for this clinical trial was 
found to be false or misleading and therefore not in compliance with the law.

(v) nOn-SUBmiSSiOn Of StAtement. — The notice under clause (ii) for a violation described in clause 
(ii) shall include the following statement: ‘The entry for this clinical trial did not contain information 
on the primary and secondary outcomes at the time of submission, as required by law. This may or may 
not have any bearing on the accuracy of the information in the entry.

(vi) COMPLIANCE SEARCHES. — The Director of NIH shall provide that the public may easily search the 
registry and results data bank for entries that include notices required under this subparagraph.

(6) limitAtiOn On diSClOSURe Of CliniCAl tRiAl infORmAtiOn. —

(A) in geneRAl. — Nothing in this subsection (or under section 552 of title 5, United States Code) shall 
require the Secretary to publicly disclose, by any means other than the registry and results data bank, 
information described in subparagraph (B).
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(B) infORmAtiOn deSCRiBed. — Information described in this subparagraph is —

(i) information submitted to the Director of NIH under this subsection, or information of the same 
general nature as (or integrally associated with) the information so submitted; and

(ii) information not otherwise publicly available, including because it is protected from disclosure 
under section 552 of title 5, United States Code.

(7) AUtHORizAtiOn Of APPROPRiAtiOnS. — There are authorized to be appropriated to carry out this subsection 
$10,000,000 for each fiscal year.

(k) dAy CARe SeRviCe fOR tHe emPlOyeeS Of tHe nAtiOnAl inStitUteS Of HeAltH.

(1) The Director of NIH may establish a program to provide day care service for the employees of the National 
Institutes of Health similar to those services provided by other Federal agencies (including the availability of day 
care service on a 24-hour-a-day basis).

(2) Any day care provider at the National Institutes of Health shall establish a sliding scale of fees that takes into 
consideration the income and needs of the employee.

(3) For purposes regarding the provision of day care services, the Director of NIH may enter into rental or lease 
purchase agreements.

(l) COUnCil Of COUnCilS.

(1) eStABliSHment. Not later than 90 days after the date of the enactment of the National Institutes of Health 
Reform Act of 2006 [January 15, 2007 — Ed.], the Director of NIH shall establish within the Office of the 
Director an advisory council to be known as the “Council of Councils” (referred to in this subsection as the 
“Council”) for the purpose of advising the Director on matters related to the policies and activities of the Division 
of Program Coordination, Planning, and Strategic Initiatives, including making recommendations with respect to 
the conduct and support of research described in subsection (b)(7).

(2) memBeRSHiP.

(A) in geneRAl. The Council shall be composed of 27 members selected by the Director of NIH with 
approval from the Secretary from among the list of nominees under subparagraph (C).

(B) CeRtAin ReqUiRementS. In selecting the members of the Council, the Director of NIH shall ensure —

(i) the representation of a broad range of disciplines and perspectives; and

(ii) the ongoing inclusion of at least 1 representative from each national research institute whose budget 
is substantial relative to a majority of the other institutes.

(C) nOminAtiOn. The Director of NIH shall maintain an updated list of individuals who have been 
nominated to serve on the Council, which list shall consist of the following:

(i) For each national research institute and national center, 3 individuals nominated by the head of such 
institute or center from among the members of the advisory council of the institute or center, of which —

(I) two shall be scientists; and

(II) one shall be from the general public or shall be a leader in the field of public policy, law, health 
policy, economics, or management.

(ii) For each office within the Division of Program Coordination, Planning, and Strategic Initiatives, 1 
individual nominated by the head of such office.

(iii) Members of the Council of Public Representatives.

(2) teRmS. [Probably should be (3). — Ed.]

(A) in geneRAl. The term of service for a member of the Council shall be 6 years, except as provided in 
subparagraphs (B) and (C).

(B) teRmS Of initiAl APPOinteeS. Of the initial members selected for the Council, the Director of NIH 
shall designate —

(i) nine for a term of 6 years;

(ii) nine for a term of 4 years; and

(iii) nine for a term of 2 years.
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(C) vACAnCieS. Any member appointed to fill a vacancy occurring before the expiration of the term for 
which the member’s predecessor was appointed shall be appointed only for the remainder of that term. A 
member may serve after the expiration of that member’s term until a successor has taken office.

(m) nAtiOnAl inStitUteS Of HeAltH StRAtegiC PlAn.—

(1) in geneRAl. —Not later than 2 years after the date of enactment of the 21st Century Cures Act [December 
13, 2016 —Ed.], and at least every 6 years thereafter, the Director of the National Institutes of Health shall 
develop and submit to the appropriate committees of Congress and post on the Internet website of the National 
Institutes of Health, a coordinated strategy (to be known as the “National Institutes of Health Strategic Plan”) to 
provide direction to the biomedical research investments made by the National Institutes of Health, to facilitate 
collaboration across the institutes and centers, to leverage scientific opportunity, and to advance biomedicine.

(2) ReqUiRementS. —The strategy under paragraph (1) shall—

(A) identify strategic research priorities and objectives across biomedical research, including—

(i) an assessment of the state of biomedical and behavioral research, including areas of opportunity with 
respect to basic, clinical, and translational research;

(ii) priorities and objectives to ad vance the treatment, cure, and prevention of health conditions;

(iii) emerging scientific opportunities, rising public health challenges, and scientific knowledge gaps; 
and

(iv) the identification of near-, mid-, and long-term scientific needs;

(B) consider, in carrying out subparagraph (A) —

(i) Disease burden in the United States and the potential for return on investment to the United States;

(ii) rare diseases and conditions;

(iii) biological, social, and other determinants of health that contribute to health disparities; and

(iv) other factors the Director of National Institutes of Health determines appropriate;;

(C) include multi-institute priorities, including coordination of research among institutes and centers;

(D) include strategic priorities for funding research through the Common Fund, in accordance with section 
402A(c)(1)(C);

(E) address the National Institutes of Health’s proposed and ongoing activities related to training and the 
biomedical workforce; and

(F) Describe opportunities for collaboration with other agencies and departments, as appropriate.

(3) USe Of PlAnS.—Strategic plans developed and updated by the national research institutes and national 
centers of the National Institutes of Health shall be prepared regularly and in such a manner that such plans will 
be informed by the strategic plans developed and updated under this subsection. Such plans developed by and 
updated by the naional research institutes and national centers shall have a common template.

(4) COnSUltAtiOn.— The Director of National Institutes of Health shall develop the strategic plan under paragraph 
(1) in consultation with the directors of the national research institutes and national centers, researchers, patient 
advocacy groups, and industry leaders.

(n) UniqUe ReSeARCH initiAtiveS.—

(1) in geneRAl. —The Director of NIH may approve, after consideration of a proposal under paragraph (2)(A), 
requests by the national research institutes and centers, or program officers within the Office of the Director to 
engage in transactions other than a contract, grant, or cooperative agreement with respect to projects that carry 
out—

(A) the Precision Medicine Initiative under section 498E; or

(B) section 402(b)(7), except that not more than 50 percent of the funds available for a fiscal year through 
the Common Fund under section 402A(c)(1) for purposes of carrying out such section 402(b)(7) may be 
used to engage in such other transactions.

(2) ReqUiRementS. —The authority provided under this subsection may be used to conduct or support high 
impact cutting-edge research described in paragraph (1) using the other transactions authority described in such 
paragraph if the institute, center, or office—
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(A) submits a proposal to the Director of NIH for the use of such authority before conducting or supporting 
the research, including why the use of such authority is essential to promoting the success of the project;

(B) receives approval for the use of such authority from the Director of NIH; and

(C) for each year in which the institute, center, or office has used such authority in accordance with this 
subsection, submits a report to the Director of NIH on the activities of the institute, center, or office relating 
to such research.

42 U.S.C. § 284m. PROgRAm fOR PediAtRiC StUdieS Of dRUgS.

(a) liSt Of PRiORity iSSUeS in PediAtRiC tHeRAPeUtiCS. —

(1) in geneRAl. — Not later than one year after the date of the enactment of the Best Pharmaceuticals for 
Children Act of 2007, the Secretary, acting through the Director of the National Institutes of Health and in 
consultation with the Commissioner of Food and Drugs and experts in pediatric research, shall develop and 
publish a priority list of needs in pediatric therapeutics, including drugs, biological products, or indications that 
require study. The list shall be revised every three years.

(2) COnSideRAtiOn Of AvAilABle infORmAtiOn.* — In developing and prioritizing the list under paragraph (1), 
the Secretary shall consider —

(A) therapeutic gaps in pediatrics that may include developmental pharmacology, pharmacogenetic 
determinants of drug response, metabolism of drugs and biologics in children, and pediatric clinical trials;

(B) particular pediatric diseases, disorders or conditions where more complete knowledge and testing of 
therapeutics, including drugs and biologics and identification of biomarkers for such diseases, disorders, or 
conditions, may be beneficial in pediatric populations; and

(C) the adequacy of necessary infrastructure to conduct pediatric pharmacological research, including 
research networks and trained pediatric investigators.

(b) PediAtRiC StUdieS And ReSeARCH. — The Secretary, acting through the National Institutes of Health, shall 
award funds to entities that have the expertise to conduct pediatric clinical trials or other research (including qualified 
universities, hospitals, laboratories, contract research organizations, practice groups, federally funded programs such 
as pediatric pharmacology research units, other public or private institutions, or individuals) to enable the entities to 
conduct the drug studies or other research on the issues described in subsection (a). The Secretary may use contracts, 
grants, or other appropriate funding mechanisms to award funds under this subsection.

(c) PROCeSS fOR PROPOSed PediAtRiC StUdy ReqUeStS And lABeling CHAngeS. —

(1) SUBmiSSiOn Of PROPOSed PediAtRiC StUdy ReqUeSt. — The Director of the National Institutes of Health 
shall, as appropriate, submit proposed pediatric study requests for consideration by the Commissioner of Food 
and Drugs for pediatric studies of a specific pediatric indication identified under subsection (a). Such a proposed 
pediatric study request shall be made in a manner equivalent to a written request made under subsection (b) or 
(c) of section 505A of the Federal Food, Drug, and Cosmetic Act, or section 351(m) of this Act, including with 
respect to the information provided on the pediatric studies to be conducted pursuant to the request. The Director 
of the National Institutes of Health may submit a proposed pediatric study request for a drug for which —

(A) —

(i) there is an approved application under section 505(j) of the Federal Food, Drug, and Cosmetic Act 
or section 351(k) of this Act; or

(ii) there is a submitted application that could be approved under the criteria of such section; and

(B) there remains no patent listed pursuant to section 505(b)(1) of the Federal Food, Drug, and Cosmetic Act, 
and every three-year and five-year period referred to in subsection (c)(3)(E)(ii), (c)(3)(E)(iii), (c)(3)(E)(iv), 
(j)(5)(F)(ii), (j)(5)(F)(iii), or (j)(5)(F)(iv) of section 505 of the Federal Food, Drug, and Cosmetic Act, or 
applicable twelve-year period referred to in section 351(k)(7) of this Act, and any seven-year period referred 
to in section 527 of the Federal Food, Drug, and Cosmetic Act has ended for at least one form of the drug; and

* Ed. note.—Sec. 501 of the FDA Reauthorization Act of 2017 amends subsection (a)(2)(A)(ii), possibly using 
an unofficial version of the text wherein subparagraph (a)(2)(A) reads “(a)(2)(A) shall consider—”, followed 
by subparagraphs (i), (ii), and (iii), which do not exist in official versions of the statute.
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(C) additional studies are needed to assess the safety and effectiveness of the use of the drug in the pediatric 
population.

(2) WRitten ReqUeSt tO HOldeRS Of APPROved APPliCAtiOnS. — The Commissioner of Food and Drugs, 
in consultation with the Director of the National Institutes of Health, may issue a written request based on the 
proposed pediatric study request for the indication or indications submitted pursuant to paragraph (1) (which 
shall include a timeframe for negotiations for an agreement) for pediatric studies concerning a drug identified 
under subsection (a) to all holders of an approved application for the drug. Such a written request shall be made 
in a manner equivalent to the manner in which a written request is made under subsection (b) or (c) of section 
505A of the Federal Food, Drug, and Cosmetic Act or section 351(m) of this Act, including with respect to 
information provided on the pediatric studies to be conducted pursuant to the request and using appropriate 
formulations for each age group for which the study is requested.

(3) ReqUeStS fOR PROPOSAlS. — If the Commissioner of Food and Drugs does not receive a response to a 
written request issued under paragraph (2) not later than 30 days after the date on which a request was issued, 
the Secretary, acting through the Director of the National Institutes of Health and in consultation with the 
Commissioner of Food and Drugs, shall publish a request for proposals to conduct the pediatric studies described 
in the written request in accordance with subsection (b).

(4) diSqUAlifiCAtiOn. — A holder that receives a first right of refusal shall not be entitled to respond to a 
request for proposals under paragraph (3).

(5) COntRACtS, gRAntS, OR OtHeR fUnding meCHAniSmS. — A contract, grant, or other funding may 
be awarded under this section only if a proposal is submitted to the Secretary in such form and manner, and 
containing such agreements, assurances, and information as the Secretary determines to be necessary to carry 
out this section.

(6) RePORting Of StUdieS. —

(A) in geneRAl. — On completion of a pediatric study in accordance with an award under this section, a 
report concerning the study shall be submitted to the Director of the National Institutes of Health and the 
Commissioner of Food and Drugs. The report shall include all data generated in connection with the study, 
including a written request if issued.

(B) AvAilABility Of RePORtS. — Each report submitted under subparagraph (A) shall be considered to 
be in the public domain (subject to section 505A(d)(4) of the Federal Food, Drug, and Cosmetic Act) and 
shall be assigned a docket number by the Commissioner of Food and Drugs. An interested person may 
submit written comments concerning such pediatric studies to the Commissioner of Food and Drugs, and 
the written comments shall become part of the docket file with respect to each of the drugs.

(B) AvAilABility Of RePORtS. —

(i) in GeneRAl. — Each report submitted under subparagraph (A) shall be considered to be in the 
public domain (subject to section 505A(d)(4) of the Federal Food, Drug, and Cosmetic Act) and not 
later than 90 days after submission of such report, shall be—

(I) posted on the internet website of the National Institutes of Health in a manner that is accessible 
and consistent with all applicable Federal laws and regulations, including such laws and regulations 
for the protection of—

(aa) human research participants, including with respect to privacy, security, informed consent, 
and protected health information; and

(bb) proprietary interests, confidential commercial information, and intellectual property 
rights; and

(II) assigned a docket number by the Commissioner of Food and Drugs and made available for the 
submission of public comments.

(ii) SUBmiSSiOn Of COmmentS. — An interested person may submit written comments concerning 
such pediatric studies to the Commissioner of Food and Drugs, and the submitted comments shall 
become part of the docket file with respect to each of the drugs.

(C) ACtiOn By COmmiSSiOneR. — The Commissioner of Food and Drugs shall take appropriate action in 
response to the reports submitted under subparagraph (A) in accordance with paragraph (7). action in a 
timely and appropriate manner in response to the reports submitted under subparagraph (A), in accordance 
with paragraph (7).
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(7) ReqUeStS fOR lABeling CHAnge. — During Within the 180-day period after the date on which a report is 
submitted under paragraph (6)(A), the Commissioner of Food and Drugs shall —

(A) review the report and such other data as are available concerning the safe and effective use in the pediatric 
population of the drug studied;

(B) negotiate with the holders of approved applications for the drug studied for any labeling changes that 
the Commissioner of Food and Drugs determines to be appropriate and requests the holders to make; and

(C) —

(i) place in the public docket file a copy of the report and of include in the public docket file a reference 
to the location of the report on the internet website of the National Institutes of Health and a copy of 
any requested labeling changes; and

(ii) publish in the Federal Register and through a posting on the Web site of the Food and Drug 
Administration a summary of the report and a copy of any requested labeling changes.

(8) diSPUte ReSOlUtiOn. —

(A) RefeRRAl tO PediAtRiC AdviSORy COmmittee. — If, not later than the end of the 180-day period 
specified in paragraph (7), the holder of an approved application for the drug involved does not agree to any 
labeling change requested by the Commissioner of Food and Drugs under that paragraph, the Commissioner 
of Food and Drugs shall refer the request to the Pediatric Advisory Committee.

(B) ACtiOn By tHe PediAtRiC AdviSORy COmmittee. — Not later than 90 days after receiving a referral 
under subparagraph (A), the Pediatric Advisory Committee shall —

(i) review the available information on the safe and effective use of the drug in the pediatric population, 
including study reports submitted under this section; and

(ii) make a recommendation to the Commissioner of Food and Drugs as to appropriate labeling changes, 
if any.

(9) FDA deteRminAtiOn. — Not later than 30 days after receiving a recommendation from the Pediatric 
Advisory Committee under paragraph (8)(B)(ii) with respect to a drug, the Commissioner of Food and Drugs 
shall consider the recommendation and, if appropriate, make a request to the holders of approved applications for 
the drug to make any labeling change that the Commissioner of Food and Drugs determines to be appropriate.

(10) FAILURE TO AGREE. — If a holder of an approved application for a drug, within 30 days after receiving 
a request to make a labeling change under paragraph (9), does not agree to make a requested labeling change, 
the Commissioner of Food and Drugs may deem the drug to be misbranded under the Federal Food, Drug, and 
Cosmetic Act.

(11) NO EFFECT ON AUtHORity. — Nothing in this subsection limits the authority of the United States to bring 
an enforcement action under the Federal Food, Drug, and Cosmetic Act when a drug lacks appropriate pediatric 
labeling. Neither course of action (the Pediatric Advisory Committee process or an enforcement action referred 
to in the preceding sentence) shall preclude, delay, or serve as the basis to stay the other course of action.

(d) diSSeminAtiOn Of PediAtRiC infORmAtiOn. — Not later than one year after the date of the enactment of the Best 
Pharmaceuticals for Children Act of 2007, the Secretary, acting through the Director of the National Institutes of

Health, shall study the feasibility of establishing a compilation of information on pediatric drug use and report the 
findings to Congress.

(e) (d) AUtHORizAtiOn Of APPROPRiAtiOnS. —

(1) in geneRAl. — There are authorized to be appropriated to carry out this section, $25,000,000 for each of 
fiscal years 2013 through 2017 2018 through 2022.

(2) AvAilABility. — Any amount appropriated under paragraph (1) shall remain available to carry out this 
section until expended.

42 U.S.C. § 289g-5. PReCiSiOn mediCine initiAtive.

(a) in geneRAl. —The Secretary is encouraged to establish and carry out an initiative, to be known as the “Precision 
Medicine Initiative” (in this section referred to as the “Initiative”), to augment efforts to address disease prevention, 
diagnosis, and treatment.
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(b) COmPOnentS. —The Initiative described under subsection (a) may include—

(1) developing a network of scientists to assist in carrying out the purposes of the Initiative;

(2) developing new approaches for addressing scientific, medical, public health, and regulatory science issues;

(3) applying genomic technologies, such as whole genomic sequencing, to provide data on the molecular basis 
of disease;

(4) collecting information voluntarily provided by a diverse cohort of individuals that can be used to better 
understand health and disease; and

(5) other activities to advance the goals of the Initiative, as the Secretary determines appropriate.

(c) AUtHORity Of tHe SeCRetARy.—In carrying out this section, the Secretary may—

(1) coordinate with the Secretary of Energy, private industry, and others, as the Secretary determines appropriate, 
to identify and address the advanced supercomputing and other advanced technology needs for the Initiative;

(2) develop and utilize public-private partnerships; and

(3) leverage existing data sources.

(d) ReqUiRementS.—In the implementation of the Initiative under subsection (a), the Secretary shall—

(1) ensure the collaboration of the National Institutes of Health, the Food and Drug Administration, the Office of 
the National Coordinator for Health Information Technology, and the Office for Civil Rights of the Department 
of Health and Human Services;

(2) comply with existing laws and regulations for the protection of human subjects involved in research, including 
the protection of participant privacy;

(3) implement policies and mechanisms for appropriate secure data sharing across systems that include 
protections for privacy and security of data;

(4) consider the diversity of the cohort to ensure inclusion of a broad range of participants, including consideration 
of biological, social, and other determinants of health that contribute to health disparities;

(5) ensure that only authorized individuals may access controlled or sensitive, identifiable biological material 
and associated information collected or stored in connection with the Initiative; and

(6) on the appropriate Internet website of the Department of Health and Human Services, identify any entities 
with access to such information and provide information with respect to the purpose of such access, a summary 
of the research project for which such access is granted, as applicable, and a description of the biological material 
and associated information to which the entity has access.

(e) RePORt.—Not later than 1 year after the date of enactment of the 21st Century Cures Act [December 13, 2016 
—Ed.], the Secretary shall submit a report on the relevant data access policies and procedures to the Committee on 
Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House 
of Representatives. Such report shall include steps the Secretary has taken to consult with experts or other heads of 
departments or agencies of the Federal Government in the development of such policies.
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title i Of tHe dRUg PRiCe COmPetitiOn 

And PAtent teRm ReStORAtiOn ACt Of 1984

35 U.S.C. §§ 156, 271, 282-85  
[wAxmAn-HAtCH PAtent PROviSiOnS]

35 U.S.C. § 156. extenSiOn Of PAtent teRm.

(a) The term of a patent which claims a product, a method of using a product, or a method of manufacturing a product 
shall be extended in accordance with this section from the original expiration date of the patent, which shall include 
any patent term adjustment granted under section 154(b), if —

(1) the term of the patent has not expired before an application is submitted under subsection (d)(1) for its 
extension;

(2) the term of the patent has never been extended under subsection (e)(1) of this section;

(3) an application for extension is submitted by the owner of record of the patent or its agent and in accordance 
with the requirements of paragraphs (1) through (4) of subsection (d);

(4) the product has been subject to a regulatory review period before its commercial marketing or use;

(5) —

(A) except as provided in subparagraph (B) or (C), the permission for the commercial marketing or use of 
the product after such regulatory review period is the first permitted commercial marketing or use of the 
product under the provision of law under which such regulatory review period occurred;

(B) in the case of a patent which claims a method of manufacturing the product which primarily uses 
recombinant DNA technology in the manufacture of the product, the permission for the commercial 
marketing or use of the product after such regulatory review period is the first permitted commercial 
marketing or use of a product manufactured under the process claimed in the patent; or

(C) for purposes of subparagraph (A), in the case of a patent which —

(i) claims a new animal drug or a veterinary biological product which

(I) is not covered by the claims in any other patent which has been extended, and

(II) has received permission for the commercial marketing or use in non-food-producing animals 
and in food-producing animals, and

(ii) was not extended on the basis of the regulatory review period for use in non-food-producing animals, 
the permission for the commercial marketing or use of the drug or product after the regulatory review 
period for use in food-producing animals is the first permitted commercial marketing or use of the drug 
or product for administration to a food-producing animal.

The product referred to in paragraphs (4) and (5) is hereinafter in this section referred to as the “approved product”.

(b) Except as provided in subsection (d)(5)(F), the rights derived from any patent the term of which is extended under 
this section shall during the period during which the term of the patent is extended —

(1) in the case of a patent which claims a product, be limited to any use approved for the product —

(A) before the expiration of the term of the patent —

(i) under the provision of law under which the applicable regulatory review occurred, or

(ii) under the provision of law under which any regulatory review described in paragraph (1), (4), or (5) 
of subsection (g) occurred, and

(B) on or after the expiration of the regulatory review period upon which the extension of the patent was 
based;

(2) in the case of a patent which claims a method of using a product, be limited to any use claimed by the patent 
and approved for the product —

(A) before the expiration of the term of the patent —

(i) under any provision of law under which an applicable regulatory review occurred, and
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(ii) under the provision of law under which any regulatory review described in paragraph (1), (4), or (5) 
of subsection (g) occurred, and

(B) on or after the expiration of the regulatory review period upon which the extension of the patent was 
based; and

(3) in the case of a patent which claims a method of manufacturing a product, be limited to the method of 
manufacturing as used to make —

(A) the approved product, or

(B) the product if it has been subject to a regulatory review period described in paragraph (1), (4), or (5) of 
subsection (g).

As used in this subsection, the term “product” includes an approved product.

(c) The term of a patent eligible for extension under subsection (a) shall be extended by the time equal to the regulatory 
review period for the approved product which period occurs after the date the patent is issued, except that —

(1) each period of the regulatory review period shall be reduced by any period determined under subsection 
(d)(2)(B) during which the applicant for the patent extension did not act with due diligence during such period 
of the regulatory review period;

(2) after any reduction required by paragraph (1), the period of extension shall include only one-half of the 
time remaining in the periods described in paragraphs (1)(B)(i), (2)(B)(i), (3)(B)(i), (4)(B)(i), and (5)(B)(i) of 
subsection (g);

(3) if the period remaining in the term of a patent after the date of the approval of the approved product under 
the provision of law under which such regulatory review occurred when added to the regulatory review period as 
revised under paragraphs (1) and (2) exceeds fourteen years, the period of extension shall be reduced so that the 
total of both such periods does not exceed fourteen years; and

(4) in no event shall more than one patent be extended under subsection (e)(1) for the same regulatory review 
period for any product.

(d) —

(1) To obtain an extension of the term of a patent under this section, the owner of record of the patent or its agent 
shall submit an application to the Director. Except as provided in paragraph (5), such an application may only be 
submitted within the sixty-day period beginning on the date the product received permission under the provision 
of law under which the applicable regulatory review period occurred for commercial marketing or use, or in the 
case of a drug product described in subsection (i), within the sixty-day period beginning on the covered date (as 
defined in subsection (i)). The application shall contain —

(A) the identity of the approved product and the Federal statute under which regulatory review occurred;

(B) the identity of the patent for which an extension is being sought and the identity of each claim of such 
patent which claims the approved product or a method of using or manufacturing the approved product;

(C) information to enable the Director to determine under subsections (a) and (b) the eligibility of a patent 
for extension and the rights that will be derived from the extension and information to enable the Director 
and the Secretary of Health and Human Services or the Secretary of Agriculture to determine the period of 
the extension under subsection (g);

(D) a brief description of the activities undertaken by the applicant during the applicable regulatory review 
period with respect to the approved product and the significant dates applicable to such activities; and

(E) such patent or other information as the Director may require.

(2) —

(A) Within 60 days of the submittal of an application for extension of the term of a patent under paragraph 
(1), the Director shall notify —

(i) the Secretary of Agriculture if the patent claims a drug product or a method of using or manufacturing 
a drug product and the drug product is subject to the Virus-Serum-Toxin Act, and

(ii) the Secretary of Health and Human Services if the patent claims any other drug product, a medical 
device, or a food additive or color additive or a method of using or manufacturing such a product, 
device, or additive and if the product, device, and additive are subject to the Federal Food, Drug, and 
Cosmetic Act,
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of the extension application and shall submit to the Secretary who is so notified a copy of the application. Not 
later than 30 days after the receipt of an application from the Director, the Secretary receiving the application 
shall review the dates contained in the application pursuant to paragraph (1)(C) and determine the applicable 
regulatory review period, shall notify the Director of the determination, and shall publish in the Federal 
Register a notice of such determination.

(B) —

(i) If a petition is submitted to the Secretary making the determination under subparagraph (A), not 
later than 180 days after the publication of the determination under subparagraph (A), upon which it 
may reasonably be determined that the applicant did not act with due diligence during the applicable 
regulatory review period, the Secretary making the determination shall, in accordance with regulations 
promulgated by such Secretary, determine if the applicant acted with due diligence during the applicable 
regulatory review period. The Secretary making the determination shall make such determination not 
later than 90 days after the receipt of such a petition. For a drug product, device, or additive subject 
to the Federal Food, Drug, and Cosmetic Act or the Public Health Service Act, the Secretary may not 
delegate the authority to make the determination prescribed by this clause to an office below the Office 
of the Director of Food and Drugs. For a product subject to the Virus-Serum-Toxin Act, the Secretary 
of Agriculture may not delegate the authority to make the determination prescribed by this clause to an 
office below the Office of the Assistant Secretary for Marketing and Inspection Services.

(ii) The Secretary making a determination under clause (i) shall notify the Director of the determination 
and shall publish in the Federal Register a notice of such determination together with the factual 
and legal basis for such determination. Any interested person may request, within the 60-day period 
beginning on the publication of a determination, the Secretary making the determination to hold an 
informal hearing on the determination. If such a request is made within such period, such Secretary 
shall hold such hearing not later than 30 days after the date of the request, or at the request of the person 
making the request, not later than 60 days after such date. The Secretary who is holding the hearing 
shall provide notice of the hearing to the owner of the patent involved and to any interested person and 
provide the owner and any interested person an opportunity to participate in the hearing. Within 30 days 
after the completion of the hearing, such Secretary shall affirm or revise the determination which was 
the subject of the hearing and shall notify the Director of any revision of the determination and shall 
publish any such revision in the Federal Register.

(3) For the purposes of paragraph (2)(B), the term “due diligence” means that degree of attention, continuous 
directed effort, and timeliness as may reasonably be expected from, and are ordinarily exercised by, a person 
during a regulatory review period.

(4) An application for the extension of the term of a patent is subject to the disclosure requirements prescribed 
by the Director.

(5) —

(A) If the owner of record of the patent or its agent reasonably expects that the applicable regulatory review 
period described in paragraph (1)(B)(ii), (2)(B)(ii), (3)(B)(ii), (4)(B)(ii), or (5)(B)(ii) of subsection (g) that 
began for a product that is the subject of such patent may extend beyond the expiration of the patent term 
in effect, the owner or its agent may submit an application to the Director for an interim extension during 
the period beginning 6 months, and ending 15 days, before such term is due to expire. The application shall 
contain —

(i) the identity of the product subject to regulatory review and the Federal statute under which such 
review is occurring;

(ii) the identity of the patent for which interim extension is being sought and the identity of each claim 
of such patent which claims the product under regulatory review or a method of using or manufacturing 
the product;

(iii) information to enable the Director to determine under subsection (a)(1), (2), and (3) the eligibility 
of a patent for extension;

(iv) a brief description of the activities undertaken by the applicant during the applicable regulatory 
review period to date with respect to the product under review and the significant dates applicable to 
such activities; and

(v) such patent or other information as the Director may require.
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(B) If the Director determines that, except for permission to market or use the product commercially, the 
patent would be eligible for an extension of the patent term under this section, the Director shall publish in 
the Federal Register a notice of such determination, including the identity of the product under regulatory 
review, and shall issue to the applicant a certificate of interim extension for a period of not more than 1 year.

(C) The owner of record of a patent, or its agent, for which an interim extension has been granted under 
subparagraph (B), may apply for not more than 4 subsequent interim extensions under this paragraph, except 
that, in the case of a patent subject to subsection (g)(6)(C), the owner of record of the patent, or its agent, 
may apply for only 1 subsequent interim extension under this paragraph. Each such subsequent application 
shall be made during the period beginning 60 days before, and ending 30 days before, the expiration of the 
preceding interim extension.

(D) Each certificate of interim extension under this paragraph shall be recorded in the official file of the 
patent and shall be considered part of the original patent.

(E) Any interim extension granted under this paragraph shall terminate at the end of the 60-day period 
beginning on the date on which the product involved receives permission for commercial marketing or use, 
except that, if within that 60-day period the applicant notifies the Director of such permission and submits 
any additional information under paragraph (1) of this subsection not previously contained in the application 
for interim extension, the patent shall be further extended, in accordance with the provisions of this section —

(i) for not to exceed 5 years from the date of expiration of the original patent term; or

(ii) if the patent is subject to subsection (g)(6)(C), from the date on which the product involved receives 
approval for commercial marketing or use.

(F) The rights derived from any patent the term of which is extended under this paragraph shall, during the 
period of interim extension —

(i) in the case of a patent which claims a product, be limited to any use then under regulatory review;

(ii) in the case of a patent which claims a method of using a product, be limited to any use claimed by 
the patent then under regulatory review; and

(iii) in the case of a patent which claims a method of manufacturing a product, be limited to the method 
of manufacturing as used to make the product then under regulatory review.

(e) —

(1) a determination that a patent is eligible for extension may be made by the Director solely on the basis of the 
representations contained in the application for the extension. If the Director determines that a patent is eligible 
for extension under subsection (a) and that the requirements of paragraphs (1) through (4) of subsection (d) 
have been complied with, the Director shall issue to the applicant for the extension of the term of the patent a 
certificate of extension, under seal, for the period prescribed by subsection (c). Such certificate shall be recorded 
in the official file of the patent and shall be considered as part of the original patent.

(2) If the term of a patent for which an application has been submitted under subsection (d)(1) would expire 
before a certificate of extension is issued or denied under paragraph (1) respecting the application, the Director 
shall extend, until such determination is made, the term of the patent for periods of up to one year if he determines 
that the patent is eligible for extension.

(f) For purposes of this section:

(1) The term “product” means:

(A) A drug product.

(B) Any medical device, food additive, or color additive subject to regulation under the Federal Food, Drug, 
and Cosmetic Act.

(2) The term “drug product” means the active ingredient of —

(A) a new drug, antibiotic drug, or human biological product (as those terms are used in the Federal Food,

Drug, and Cosmetic Act and the Public Health Service Act), or

(B) a new animal drug or veterinary biological product (as those terms are used in the Federal Food, Drug, 
and Cosmetic Act and the Virus-Serum-Toxin Act) which is not primarily manufactured using recombinant 
DNA, recombinant RNA, hybridoma technology, or other processes involving site specific genetic 
manipulation techniques,
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including any salt or ester of the active ingredient, as a single entity or in combination with another active 
ingredient.

(3) The term “major health or environmental effects test” means a test which is reasonably related to the 
evaluation of the health or environmental effects of a product, which requires at least six months to conduct, and 
the data from which is submitted to receive permission for commercial marketing or use. Periods of analysis or 
evaluation of test results are not to be included in determining if the conduct of a test required at least six months.

(4) —

(A) Any reference to section 351 is a reference to section 351 of the Public Health Service Act.

(B) Any reference to section 503, 505, 512, or 515 is a reference to section 503, 505, 512, or 515 of the 
Federal Food, Drug, and Cosmetic Act.

(C) Any reference to the Virus-Serum-Toxin Act is a reference to the Act of March 4, 1913 (21 U.S.C. 151- 
158).

(5) The term “informal hearing” has the meaning prescribed for such term by section 201(y) of the Federal Food, 
Drug, and Cosmetic Act.

(6) The term “patent” means a patent issued by the United States Patent and Trademark Office.

(7) The term “date of enactment” as used in this section means September 24, 1984, for a human drug product, 
a medical device, food additive, or color additive.

(8) The term “date of enactment” as used in this section means the date of enactment of the Generic Animal Drug 
and Patent Term Restoration Act for an animal drug or a veterinary biological product.

(g) For purposes of this section, the term “regulatory review period” has the following meanings:

(1) —

(A) In the case of a product which is a new drug, antibiotic drug, or human biological product, the term 
means the period described in subparagraph (B) to which the limitation described in paragraph (6) applies.

(B) The regulatory review period for a new drug, antibiotic drug, or human biological product is the sum 
of —

(i) the period beginning on the date an exemption under subsection (i) of section 505 or subsection (d) 
of section 507 became effective for the approved product and ending on the date an application was 
initially submitted for such drug product under section 351, 505, or 507, and

(ii) the period beginning on the date the application was initially submitted for the approved product 
under section 351, subsection (b) of section 505, or section 507 and ending on the date such application 
was approved under such section.

(2) —

(A) In the case of a product which is a food additive or color additive, the term means the period described 
in subparagraph (B) to which the limitation described in paragraph (6) applies.

(B) The regulatory review period for a food or color additive is the sum of —

(i) the period beginning on the date a major health or environmental effects test on the additive was 
initiated and ending on the date a petition was initially submitted with respect to the product under the 
Federal Food, Drug, and Cosmetic Act requesting the issuance of a regulation for use of the product, and

(ii) the period beginning on the date a petition was initially submitted with respect to the product 
under the Federal Food, Drug, and Cosmetic Act requesting the issuance of a regulation for use of the 
product, and ending on the date such regulation became effective or, if objections were filed to such 
regulation, ending on the date such objections were resolved and commercial marketing was permitted 
or, if commercial marketing was permitted and later revoked pending further proceedings as a result of 
such objections, ending on the date such proceedings were finally resolved and commercial marketing 
was permitted.

(3) —

(A) In the case of a product which is a medical device, the term means the period described in subparagraph 
(B) to which the limitation described in paragraph (6) applies.
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(B) The regulatory review period for a medical device is the sum of —

(i) the period beginning on the date a clinical investigation on humans involving the device was begun 
and ending on the date an application was initially submitted with respect to the device under section 
515, and

(ii) the period beginning on the date an application was initially submitted with respect to the device 
under section 515 and ending on the date such application was approved under such Act or the period 
beginning on the date a notice of completion of a product development protocol was initially submitted 
under section 515(f)(5) and ending on the date the protocol was declared completed under section 
515(f)(6).

(4) —

(A) In the case of a product which is a new animal drug, the term means the period described in subparagraph 
(B) to which the limitation described in paragraph (6) applies.

(B) The regulatory review period for a new animal drug product is the sum of —

(i) the period beginning on the earlier of the date a major health or environmental effects test on the 
drug was initiated or the date an exemption under subsection (j) of section 512 became effective for the 
approved new animal drug product and ending on the date an application was initially submitted for 
such animal drug product under section 512, and

(ii) the period beginning on the date the application was initially submitted for the approved animal 
drug product under subsection (b) of section 512 and ending on the date such application was approved 
under such section.

(5) —

(A) In the case of a product which is a veterinary biological product, the term means the period described in 
subparagraph (B) to which the limitation described in paragraph (6) applies.

(B) The regulatory period for a veterinary biological product is the sum of —

(i) the period beginning on the date the authority to prepare an experimental biological product under 
the Virus-Serum-Toxin Act became effective and ending on the date an application for a license was 
submitted under the Virus-Serum-Toxin Act, and

(ii) the period beginning on the date an application for a license was initially submitted for approval 
under the Virus-Serum-Toxin Act and ending on the date such license was issued.

(6) A period determined under any of the preceding paragraphs is subject to the following limitations:

(A) If the patent involved was issued after the date of the enactment of this section, the period of extension 
determined on the basis of the regulatory review period determined under any such paragraph may not 
exceed five years.

(B) If the patent involved was issued before the date of the enactment of this section and —

(i) no request for an exemption described in paragraph (1)(B) or (4)(B) was submitted and no request 
for the authority described in paragraph (5)(B) was submitted,

(ii) no major health or environmental effects test described in paragraph (2)(B) or (4)(B) was initiated and 
no petition for a regulation or application for registration described in such paragraph was submitted, or

(iii) no clinical investigation described in paragraph (3) was begun or product development, protocol 
described in such paragraph was submitted,

before such date for the approved product the period of extension determined on the basis of the regulatory 
review period determined under any such paragraph may not exceed five years.

(C) If the patent involved was issued before the date of the enactment of this section and if an action 
described in subparagraph (B) was taken before the date of the enactment of this section with respect to the 
approved product and the commercial marketing or use of the product has not been approved before such 
date, the period of extension determined on the basis of the regulatory review period determined under such 
paragraph may not exceed two years or in the case of an approved product which is a new animal drug or 
veterinary biological product (as those terms are used in the Federal Food, Drug, and Cosmetic Act or the 
Virus-Serum-Toxin Act), three years.
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(h) The Director may establish such fees as the Director determines appropriate to cover the costs to the Office of 
receiving and acting upon applications under this section.

(i) — 

(1) For purposes of this section, if the Secretary of Health and Human Services provides notice to the sponsor 
of an application or request for approval, conditional approval, or indexing of a drug product for which the 
Secretary intends to recommend controls under the Controlled Substances Act, beginning on the covered date, 
the drug product shall be considered to —

(A) have been approved or indexed under the relevant provision of the Public Health Service Act or the 
Federal Food, Drug, and Cosmetic Act; and

(B) have permission for commercial marketing or use.

(2) In this subsection, the term “covered date” means the later of — 

(A) the date an application is approved —

(i) under section 351(a)(2)(C) of the Public Health Service Act; or

(ii) under section 505(b) or 512(c) of the Federal Food, Drug, and Cosmetic Act;

(B) the date an application is conditionally approved under section 571(b) of the Federal Food, Drug, and 
Cosmetic Act; 

(C) the date a request for indexing is granted under section 572(d) of the Federal Food, Drug, and Cosmetic 
Act; or

(D) the date of issuance of the interim final rule controlling the drug under section 201(j) of the Controlled 
Substances Act.

35 U.S.C. § 271. infRingement Of PAtent.

(a) Except as otherwise provided in this title, whoever without authority makes, uses, offers to sell, or sells any 
patented invention, within the United States or imports into the United States any patented invention during the term 
of the patent therefor, infringes the patent.

(b) Whoever actively induces infringement of a patent shall be liable as an infringer.

(c) Whoever offers to sell or sells within the United States or imports into the United States a component of a patented 
machine, manufacture, combination or composition, or a material or apparatus for use in practicing a patented 
process, constituting a material part of the invention, knowing the same to be especially made or especially adapted 
for use in an infringement of such patent, and not a staple article or commodity of commerce suitable for substantial 
noninfringing use, shall be liable as a contributory infringer.

(d) No patent owner otherwise entitled to relief for infringement or contributory infringement of a patent shall be 
denied relief or deemed guilty of misuse or illegal extension of the patent right by reason of his having

(1) derived revenue from acts which if performed by another without his consent would constitute contributory 
infringement of the patent;

(2) licensed or authorized another to perform acts which if performed without his consent would constitute 
contributory infringement of the patent;

(3) sought to enforce his patent rights against infringement or contributory infringement;

(4) refused to license or use any rights to the patent; or

(5) conditioned the license of any rights to the patent or the sale of the patented product on the acquisition of a 
license to rights in another patent or purchase of a separate product,

unless, in view of the circumstances, the patent owner has market power in the relevant market for the patent or 
patented product on which the license or sale is conditioned.

(e) —

(1) It shall not be an act of infringement to make, use, offer to sell, or sell within the United States or import 
into the United States a patented invention (other than a new animal drug or veterinary biological product (as 
those terms are used in the Federal Food, Drug, and Cosmetic Act and the Act of March 4, 1913) which is 
primarily manufactured using recombinant DNA, recombinant RNA, hybridoma technology, or other processes 
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involving site specific genetic manipulation techniques) solely for uses reasonably related to the development 
and submission of information under a Federal law which regulates the manufacture, use, or sale of drugs or 
veterinary biological products.

(2) It shall be an act of infringement to submit —

(A) an application under section 505(j) of the Federal Food, Drug, and Cosmetic Act or described in section 
505(b)(2) of such Act for a drug claimed in a patent or the use of which is claimed in a patent,

(B) an application under section 512 of such Act or under the Act of March 4, 1913 (21 U.S.C. 151-158) 
for a drug or veterinary biological product which is not primarily manufactured using recombinant DNA, 
recombinant RNA, hybridoma technology, or other processes involving site specific genetic manipulation 
techniques and which is claimed in a patent or the use of which is claimed in a patent, or

(C) —

(i) with respect to a patent that is identified in the list of patents described in section 351(l)(3) of the 
Public Health Service Act (including as provided under section 351(l)(7) of such Act), an application 
seeking approval of a biological product, or

(ii) if the applicant for the application fails to provide the application and information required under 
section 351(l)(2)(A) of such Act, an application seeking approval of a biological product for a patent 
that could be identified pursuant to section 351(l)(3)(A)(i) of such Act,

if the purpose of such submission is to obtain approval under such Act to engage in the commercial manufacture, 
use, or sale of a drug, veterinary biological product, or biological product claimed in a patent or the use of which 
is claimed in a patent before the expiration of such patent.

(3) In any action for patent infringement brought under this section, no injunctive or other relief may be granted 
which would prohibit the making, using, offering to sell, or selling within the United States or importing into the 
United States of a patented invention under paragraph (1).

(4) For an act of infringement described in paragraph (2) —

(A) the court shall order the effective date of any approval of the drug or veterinary biological product 
involved in the infringement to be a date which is not earlier than the date of the expiration of the patent 
which has been infringed,

(B) injunctive relief may be granted against an infringer to prevent the commercial manufacture, use, offer 
to sell, or sale within the United States or importation into the United States of an approved drug, veterinary 
biological product, or biological product,

(C) damages or other monetary relief may be awarded against an infringer only if there has been commercial 
manufacture, use, offer to sell, or sale within the United States or importation into the United States of an 
approved drug, veterinary biological product, or biological product, and

(D) the court shall order a permanent injunction prohibiting any infringement of the patent by the biological 
product involved in the infringement until a date which is not earlier than the date of the expiration of the 
patent that has been infringed under paragraph (2)(C), provided the patent is the subject of a final court 
decision, as defined in section 351(k)(6) of the Public Health Service Act, in an action for infringement of 
the patent under section 351(l)(6) of such Act, and the biological product has not yet been approved because 
of section 351(k)(7) of such Act.

The remedies prescribed by subparagraphs (A), (B), (C), and (D) are the only remedies which may be granted by 
a court for an act of infringement described in paragraph (2), except that a court may award attorney fees under 
section 285.

(5) Where a person has filed an application described in paragraph (2) that includes a certification under 
subsection (b)(2)(A)(iv) or (j)(2)(A)(vii)(IV) of section 505 of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 355), and neither the owner of the patent that is the subject of the certification nor the holder of the 
approved application under subsection (b) of such section for the drug that is claimed by the patent or a use of 
which is claimed by the patent brought an action for infringement of such patent before the expiration of 45 days 
after the date on which the notice given under subsection (b)(3) or (j)(2)(B) of such section was received, the 
courts of the United States shall, to the extent consistent with the Constitution, have subject matter jurisdiction 
in any action brought by such person under section 2201 of title 28 for a declaratory judgment that such patent 
is invalid or not infringed.
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(6) —

(A) Subparagraph (B) applies, in lieu of paragraph (4), in the case of a patent —

(i) that is identified, as applicable, in the list of patents described in section 351(l)(4) of the Public 
Health Service Act or the lists of patents described in section 351(l)(5)(B) of such Act with respect to 
a biological product; and

(ii) for which an action for infringement of the patent with respect to the biological product —

(I) was brought after the expiration of the 30-day period described in subparagraph (A) or (B), as 
applicable, of section 351(l)(6) of such Act; or

(II) was brought before the expiration of the 30-day period described in subclause (I), but which 
was dismissed without prejudice or was not prosecuted to judgment in good faith.

(B) In an action for infringement of a patent described in subparagraph (A), the sole and exclusive remedy 
that may be granted by a court, upon a finding that the making, using, offering to sell, selling, or importation 
into the United States of the biological product that is the subject of the action infringed the patent, shall be 
a reasonable royalty.

(C) The owner of a patent that should have been included in the list described in section 351(l)(3)(A) of 
the Public Health Service Act, including as provided under section 351(l)(7) of such Act for a biological 
product, but was not timely included in such list, may not bring an action under this section for infringement 
of the patent with respect to the biological product.

(f) —

(1) Whoever without authority supplies or causes to be supplied in or from the United States all or a substantial 
portion of the components of a patented invention, where such components are uncombined in whole or in part, in 
such manner as to actively induce the combination of such components outside of the United States in a manner 
that would infringe the patent if such combination occurred within the United States, shall be liable as an infringer.

(2) Whoever without authority supplies or causes to be supplied in or from the United States any component of 
a patented invention that is especially made or especially adapted for use in the invention and not a staple article 
or commodity of commerce suitable for substantial noninfringing use, where such component is uncombined in 
whole or in part, knowing that such component is so made or adapted and intending that such component will be 
combined outside of the United States in a manner that would infringe the patent if such combination occurred 
within the United States, shall be liable as an infringer.

(g) Whoever without authority imports into the United States or offers to sell, sells, or uses within the United States 
a product which is made by a process patented in the United States shall be liable as an infringer, if the importation, 
offer to sell, sale, or use of the product occurs during the term of such process patent. In an action for infringement 
of a process patent, no remedy may be granted for infringement on account of the noncommercial use or retail sale of 
a product unless there is no adequate remedy under this title for infringement on account of the importation or other 
use, offer to sell, or sale of that product. A product which is made by a patented process will, for purposes of this title, 
not be considered to be so made after —

(1) it is materially changed by subsequent processes; or

(2) it becomes a trivial and nonessential component of another product.

(h) As used in this section, the term “whoever” includes any State, any instrumentality of a State, and any officer or 
employee of a State or instrumentality of a State acting in his official capacity. Any State, and any such instrumentality, 
officer, or employee, shall be subject to the provisions of this title in the same manner and to the same extent as any 
nongovernmental entity.

(i) As used in this section, an “offer for sale” or an “offer to sell” by a person other than the patentee, or any designee 
of the patentee, is that in which the sale will occur before the expiration of the term of the patent.

35 U.S.C. § 282. PReSUmPtiOn Of vAlidity; defenSeS.

A patent shall be presumed valid. Each claim of a patent (whether in independent, dependent, or multiple dependent 
form) shall be presumed valid independently of the validity of other claims; dependent or multiple dependent claims 
shall be presumed valid even though dependent upon an invalid claim. Notwithstanding the preceding sentence, if a 
claim to a composition of matter is held invalid and that claim was the basis of a determination of nonobviousness 
under section 103(b)(1), the process shall no longer be considered nonobvious solely on the basis of section 103(b)(1). 
The burden of establishing invalidity of a patent or any claim thereof shall rest on the party asserting such invalidity.

Appendix Title I of the Drug Price Competition and Patent Term Restoration Act

10_FDCA_BM.indd   592 29/01/18   10:41 AM



 STATUTORY SUPPLEMENT 593

The following shall be defenses in any action involving the validity or infringement of a patent and shall be pleaded:

(1) Noninfringement, absence of liability for infringement or unenforceability,

(2) Invalidity of the patent or any claim in suit on any ground specified in part II of this title as a condition for 
patentability,

(3) Invalidity of the patent or any claim in suit for failure to comply with any requirement of sections 112 or 251 
of this title,

(4) Any other fact or act made a defense by this title.

In actions involving the validity or infringement of a patent the party asserting invalidity or noninfringement shall 
give notice in the pleadings or otherwise in writing to the adverse party at least thirty days before the trial, of the 
country, number, date, and name of the patentee of any patent, the title, date, and page numbers of any publication to 
be relied upon as anticipation of the patent in suit or, except in actions in the United States Court of Federal Claims, 
as showing the state of the art, and the name and address of any person who may be relied upon as the prior inventor 
or as having prior knowledge of or as having previously used or offered for sale the invention of the patent in suit. 
In the absence of such notice proof of the said matters may not be made at the trial except on such terms as the court 
requires. Invalidity of the extension of a patent term or any portion thereof under section 154(b) or 156 of this title 
because of the material failure —

(1) by the applicant for the extension, or

(2) by the Director,

to comply with the requirements of such section shall be a defense in any action involving the infringement of a 
patent during the period of the extension of its term and shall be pleaded. A due diligence determination under section 
156(d)(2) is not subject to review in such an action.

35 U.S.C. § 283. injUnCtiOn.

The several courts having jurisdiction of cases under this title may grant injunctions in accordance with the principles 
of equity to prevent the violation of any right secured by patent, on such terms as the court deems reasonable.

35 U.S.C. § 284. dAmAgeS.

Upon finding for the claimant the court shall award the claimant damages adequate to compensate for the infringement, 
but in no event less than a reasonable royalty for the use made of the invention by the infringer, together with interest 
and costs as fixed by the court.

When the damages are not found by a jury, the court shall assess them. In either event the court may increase the 
damages up to three times the amount found or assessed. Increased damages under this paragraph shall not apply to 
provisional rights under section 154(d) of this title.

The court may receive expert testimony as an aid to the determination of damages or of what royalty would be 
reasonable under the circumstances.

35 U.S.C. § 285. AttORney feeS.

The court in exceptional cases may award reasonable attorney fees to the prevailing party.

Title I of the Drug Price Competition and Patent Term Restoration Act  Appendix
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SeC. 121. POSitROn emiSSiOn tOmOgRAPHy.

(a) [Text not included. — Ed.]

(b) —

(2) SUnSet. — Section 501(a)(2)(C) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 351(a)(2)(C)) shall 
not apply 4 years after the date of enactment of this Act or 2 years after the date on which the Secretary of Health 
and Human Services establishes the requirements described in subsection (c)(1)(B), whichever is later.

(c) ReqUiRementS fOR Review Of APPROvAl PROCedUReS And CURRent gOOd mAnUfACtURing PRACtiCeS fOR

POSitROn emiSSiOn tOmOgRAPHy. —

(1) PROCedUReS And ReqUiRementS. —

(A) in geneRAl. — In order to take account of the special characteristics of positron emission tomography 
drugs and the special techniques and processes required to produce these drugs, not later than 2 years after 
the date of enactment of this Act, the Secretary of Health and Human Services shall establish —

(i) appropriate procedures for the approval of positron emission tomography drugs pursuant to section 
505 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355); and

(ii) appropriate current good manufacturing practice requirements for such drugs.

(B) COnSideRAtiOnS And COnSUltAtiOn. — In establishing the procedures and requirements required 
by subparagraph (A), the Secretary of Health and Human Services shall take due account of any relevant 
differences between not-for-profit institutions that compound the drugs for their patients and commercial 
manufacturers of the drugs. Prior to establishing the procedures and requirements, the Secretary of Health 
and Human Services shall consult with patient advocacy groups, professional associations, manufacturers, 
and physicians and scientists licensed to make or use positron emission tomography drugs.

(2) SUBmiSSiOn Of new dRUg APPliCAtiOnS And ABBReviAted new dRUg APPliCAtiOnS. —

(A) in geneRAl. — Except as provided in subparagraph (B), the Secretary of Health and Human Services 
shall not require the submission of new drug applications or abbreviated new drug applications under 
subsection (b) or (j) of section 505 (21 U.S.C. 355), for compounded positron emission tomography drugs 
that are not adulterated drugs described in section 501(a)(2)(C) of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 351(a)(2)(C)) (as amended by subsection (b)), for a period of 4 years after the date of enactment 
of this Act, or for 2 years after the date on which the Secretary establishes procedures and requirements 
under paragraph (1), whichever is longer.

(B) exCePtiOn. — Nothing in this Act shall prohibit the voluntary submission of such applications or 
the review of such applications by the Secretary of Health and Human Services. Nothing in this Act shall 
constitute an exemption for a positron emission tomography drug from the requirements of regulations 
issued under section 505(i) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355(i)).

(d) [Text not included. — Ed.]

(e) definitiOn. — As used in this section, the term “compounded positron emission tomography drug” has the 
meaning given the term in section 201 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321).

SeC. 125. inSUlin And AntiBiOtiCS.

(a) – (c) [Text not included. — Ed.]

(d) tRAnSitiOn. —

(1) in geneRAl. — An application that was approved by the Secretary of Health and Human Services before the 
date of the enactment of this Act for the marketing of an antibiotic drug under section 507 of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 357), as in effect on the day before the date of the enactment of this Act, 
shall, on and after such date of enactment, be considered to be an application that was submitted and filed under 
section 505(b) of such Act (21 U.S.C. 355(b)) and approved for safety and effectiveness under section 505(c) 
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of such Act (21 U.S.C. 355(c)), except that if such application for marketing was in the form of an abbreviated 
application, the application shall be considered to have been filed and approved under section 505(j) of such Act 
(21 U.S.C. 355(j)).

(2) exCePtiOn. — The following subsections of section 505 (21 U.S.C. 355) shall not apply to any application 
for marketing in which the drug that is the subject of the application contains an antibiotic drug and the antibiotic 
drug was the subject of any application for marketing received by the Secretary of Health and Human Services 
under section 507 of such Act (21 U.S.C. 357) before the date of the enactment of this Act:

(A) —

(i) Subsections (c)(2), (d)(6), (e)(4), (j)(2)(A)(vii), (j)(2)(A)(viii), (j)(2)(B), (j)(4)(B), and (j)(4)(D); and

(ii) The third and fourth sentences of subsection (b)(1) (regarding the filing and publication of patent 
information); and

(B) Subsections (b)(2)(A), (b)(2)(B), (b)(3), and (c)(3) if the investigations relied upon by the applicant for 
approval of the application were not conducted by or for the applicant and for which the applicant has not 
obtained a right of reference or use from the person by or for whom the investigations were conducted.

(3) PUBliCAtiOn. — For purposes of this section, the Secretary is authorized to make available to the public the 
established name of each antibiotic drug that was the subject of any application for marketing received by the 
Secretary for Health and Human Services under section 507 of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 357) before the date of enactment of this Act.

(e) [Text not included. — Ed.]

SeC. 308. glASS And CeRAmiC wARe.

(a) in geneRAl. — The Secretary may not implement any requirement which would ban, as an unapproved food 
additive, lead and cadmium based enamel in the lip and rim area of glass and ceramic ware before the expiration of 
one year after the date such requirement is published.

(b) leAd And CAdmiUm BASed enAmel. — Unless the Secretary determines, based on available data, that lead and 
cadmium based enamel on glass and ceramic ware —

(1) which has less than 60 millimeters of decorating area below the external rim, and

(2) which is not, by design, representation, or custom of usage intended for use by children, is unsafe, the 
Secretary shall not take any action before January 1, 2003, to ban lead and cadmium based enamel on such glass 
and ceramic ware. Any action taken after January 1, 2003, to ban such enamel on such glass and ceramic ware 
as an unapproved food additive shall be taken by regulation and such regulation shall provide that such products 
shall not be removed from the market before 1 year after publication of the final regulation.

SeC. 413. fOOd And dRUg AdminiStRAtiOn StUdy Of meRCURy COmPOUndS in dRUgS And fOOd.

(a) [Text not included. — Ed.]

(b) StUdy. — The Secretary of Health and Human Services, acting through the Food and Drug Administration, shall 
conduct a study of the effect on humans of the use of mercury compounds in nasal sprays. Such study shall include 
data from other studies that have been made of such use.

(c) StUdy Of meRCURy SAleS. —

(1) StUdy. — The Secretary of Health and Human Services, acting through the Food and Drug Administration 
and subject to appropriations, shall conduct, or shall contract with the Institute of Medicine of the National 
Academy of Sciences to conduct, a study of the effect on humans of the use of elemental, organic, or inorganic 
mercury when offered for sale as a drug or dietary supplement. Such study shall, among other things, evaluate —

(A) the scope of mercury use as a drug or dietary supplement; and

(B) the adverse effects on health of children and other sensitive populations resulting from exposure to, or 
ingestion or inhalation of, mercury when so used.

In conducting such study, the Secretary shall consult with the Administrator of the Environmental Protection 
Agency, the Chair of the Consumer Product Safety Commission, and the Administrator of the Agency for Toxic 
Substances and Disease Registry, and, to the extent the Secretary believes necessary or appropriate, with any 
other Federal or private entity.
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(2) RegUlAtiOnS. — If, in the opinion of the Secretary, the use of elemental, organic, or inorganic mercury 
offered for sale as a drug or dietary supplement poses a threat to human health, the Secretary shall promulgate 
regulations restricting the sale of mercury intended for such use. At a minimum, such regulations shall be designed 
to protect the health of children and other sensitive populations from adverse effects resulting from exposure to, 
or ingestion or inhalation of, mercury. Such regulations, to the extent feasible, should not unnecessarily interfere 
with the availability of mercury for use in religious ceremonies.
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FDA AmendmentS ACt Of 2007
title i — PReSCRiPtiOn dRUg USeR fee AmendmentS Of 2007

SeC. 101. SHORt title; RefeRenCeS in title; finding.

(a) SHORt title. — This title may be cited as the “Prescription Drug User Fee Amendments of 2007”.

(b) RefeRenCeS in title. — Except as otherwise specified, amendments made by this title to a section or other 
provision of law are amendments to such section or other provision of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 301 et seq.).

(c) finding. — The Congress finds that the fees authorized by the amendments made in this title will be dedicated 
toward expediting the drug development process and the process for the review of human drug applications, including 
postmarket drug safety activities, as set forth in the goals identified for purposes of part 2 of subchapter C of chapter 
VII of the Federal Food, Drug, and Cosmetic Act, in the letters from the Secretary of Health and Human Services to 
the Chairman of the Committee on Health, Education, Labor, and Pensions of the Senate and the Chairman of the 
Committee on Energy and Commerce of the House of Representatives, as set forth in the Congressional Record.

SeC. 106. SUnSet dAteS.

(a) AUtHORizAtiOn. — The amendments made by sections 102, 103, and 104 cease to be effective October 1, 2012.

(b) RePORting ReqUiRementS. — The amendment made by section 105 ceases to be effective January 31, 2013.

SeC. 107. effeCtive dAte.

The amendments made by this title shall take effect on October 1, 2007, or the date of the enactment of this Act, 
whichever is later, except that fees under part 2 of subchapter C of chapter VII of the Federal Food, Drug, and 
Cosmetic Act shall be assessed for all human drug applications received on or after October 1, 2007, regardless of 
the date of the enactment of this Act.

SeC. 108. SAvingS ClAUSe.

Notwithstanding section 509 of the Prescription Drug User Fee Amendments of 2002 (21 U.S.C. 379g note), and 
notwithstanding the amendments made by this title, part 2 of subchapter C of chapter VII of the Federal Food, Drug, 
and Cosmetic Act, as in effect on the day before the date of the enactment of this title, shall continue to be in effect 
with respect to human drug applications and supplements (as defined in such part as of such day) that on or after 
October 1, 2002, but before October 1, 2007, were accepted by the Food and Drug Administration for filing with 
respect to assessing and collecting any fee required by such part for a fiscal year prior to fiscal year 2008.

title II — mediCAl deviCe USeR fee AmendmentS Of 2007

SeC. 201. SHORt title; RefeRenCeS in title; finding.

(a) SHORt title. — This title may be cited as the ‘‘Medical Device User Fee Amendments of 2007’’.

(b) RefeRenCeS in title. — Except as otherwise specified, amendments made by this title to a section or other 
provision of law are amendments to such section or other provision of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 301 et seq.).

(c) finding. — The Congress finds that the fees authorized under the amendments made by this title will be dedicated 
toward expediting the process for the review of device applications and for assuring the safety and effectiveness of 
devices, as set forth in the goals identified for purposes of part 3 of subchapter C of chapter VII of the Federal Food, 
Drug, and Cosmetic Act in the letters from the Secretary of Health and Human Services to the Chairman of the 
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Committee on Health, Education, Labor, and Pensions of the Senate and the Chairman of the Committee on Energy 
H. and Commerce of the House of Representatives, as set forth in the Congressional Record.

SeC. 214. SAvingS ClAUSe.

Notwithstanding section 107 of the Medical Device User Fee and Modernization Act of 2002 (Public Law 107–250), 
and notwithstanding the amendments made by this subtitle, part 3 of subchapter C of chapter VII of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 379i et seq.), as in effect on the day before the date of the enactment 
of this subtitle, shall continue to be in effect with respect to premarket applications, premarket reports, premarket 
notification submissions, and supplements (as defined in such part as of such day) that on or after October 1, 2002, 
but before October 1, 2007, were accepted by the Food and Drug Administration for filing with respect to assessing 
and collecting any fee required by such part for a fiscal year prior to fiscal year 2008.

SeC. 215. AdditiOnAl AUtHORizAtiOn Of APPROPRiAtiOnS fOR POStmARket SAfety infORmAtiOn.

For the purpose of collecting, developing, reviewing, and evaluating postmarket safety information on medical 
devices, there are authorized to be appropriated to the Food and Drug Administration, in addition to the amounts 
authorized by other provisions of law for such purpose —

(1) $7,100,000 for fiscal year 2008;

(2) $7,455,000 for fiscal year 2009;

(3) $7,827,750 for fiscal year 2010;

(4) $8,219,138 for fiscal year 2011; and

(5) $8,630,094 for fiscal year 2012.

SeC. 216. effeCtive dAte.

The amendments made by this subtitle shall take effect on October 1, 2007, or the date of the enactment of this 
Act, whichever is later, except that fees under part 3 of subchapter C of chapter VII of the Federal Food, Drug, and 
Cosmetic Act shall be assessed for all premarket applications, premarket reports, supplements, 30-day notices, and 
premarket notification submissions received on or after October 1, 2007, regardless of the date of the enactment of 
this Act.

SeC. 217. SUnSet ClAUSe.

The amendments made by this subtitle cease to be effective October 1, 2012, except that section 738A of the Federal 
Food, Drug, and Cosmetic Act (regarding annual performance and financial reports) ceases to be effective January 
31, 2013.

SeC. 225. RePORt By gOveRnment ACCOUntABility OffiCe.

(a) in geneRAl. — The Comptroller General of the United States shall conduct a study on the appropriate use of the 
process under section 510(k) of the Federal Food, Drug, and Cosmetic Act as part of the device classification process 
to determine whether a new device is as safe and effective as a classified device.

(b) COnSideRAtiOn. — In determining the effectiveness of the premarket notification and classification authority 
under section 510(k) and subsections (f) and (i) of section 513 of the Federal Food, Drug, and Cosmetic Act, the study 
under subsection (a) shall consider the Secretary of Health and Human Services’s evaluation of the respective intended 
uses and technologies of such devices, including the effectiveness of such Secretary’s comparative assessment of 
technological characteristics such as device materials, principles of operations, and power sources.

(c) RePORt. —Not later than 1 year after the date of the enactment of this Act, the Comptroller General shall 
complete the study under subsection (a) and submit to the Congress a report on the results of such study.
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SeC. 229. StUdy Of nOSOCOmiAl infeCtiOnS RelAting tO mediCAl deviCeS.

(a) in geneRAl. — The Comptroller General of the United States shall conduct a study on —

(1) the number of nosocomial infections attributable to new and reused medical devices; and

(2) the causes of such nosocomial infections, including the following:

(A) Reprocessed single-use devices.

(B) Handling of sterilized medical devices.

(C) In-hospital sterilization of medical devices.

(D) Health care professionals’ practices for patient examination and treatment.

(E) Hospital-based policies and procedures for infection control and prevention.

(F) Hospital-based practices for handling of medical waste.

(G) Other causes.

(b) RePORt. — Not later than 1 year after the date of the enactment of this Act, the Comptroller General shall 
complete the study under subsection (a) and submit to the Congress a report on the results of such study.

(c) definitiOn. — In this section, the term “nosocomial infection” means an infection that is acquired while an 
individual is a patient at a hospital and was neither present nor incubating in the patient prior to receiving services in 
the hospital.

SeC. 230. RePORt By tHe fOOd And dRUg AdminiStRAtiOn RegARding lABeling infORmAtiOn On tHe RelA-
tiOnSHiP Between tHe USe Of indOOR tAnning deviCeS And develOPment Of Skin CAnCeR OR OtHeR Skin 
dAmAge.

(a) in geneRAl. —The Secretary of Health and Human Services (referred to in this section as the “Secretary”), 
acting through the Commissioner of Food and Drugs, shall determine —

(1) whether the labeling requirements for indoor tanning devices, including the positioning requirements, provide 
sufficient information to consumers regarding the risks that the use of such devices pose for the development of 
irreversible damage to the eyes and skin, including skin cancer; and

(2) —

(A) whether modifying the warning label required on tanning beds to read, “Ultraviolet radiation can 
cause skin cancer”, or any other additional warning, would communicate the risks of indoor tanning more 
effectively; or

(B) whether there is no warning that would be capable of adequately communicating such risks.

(b) COnSUmeR teSting. — In making the determinations under subsection (a), the Secretary shall conduct appropriate 
consumer testing to determine consumer understanding of label warnings.

(c) RePORt. — Not later than 1 year after the date of the enactment of this Act, the Secretary shall submit to the 
Congress a report that provides the determinations under subsection (a). In addition, the Secretary shall include in 
the report the measures being implemented by the Secretary to significantly reduce the risks associated with indoor 
tanning devices.

title iii — PediAtRiC mediCAl deviCe SAfety And imPROvement ACt Of 2007

SeC. 301. SHORt title.

This title may be cited as the “Pediatric Medical Device Safety and Improvement Act of 2007”.

SeC. 304. enCOURAging PediAtRiC mediCAl deviCe ReSeARCH.

(a) [Text not included. — Ed.]

(b) PlAn fOR PediAtRiC mediCAl deviCe ReSeARCH. —

(1) in geneRAl. — Not later than 180 days after the date of the enactment of this Act, the Secretary of Health 
and Human Services, acting through the Commissioner of Food and Drugs, the Director of the National Institutes 
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of Health, and the Director of the Agency for Healthcare Research and Quality, shall submit to the Committee 
on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the 
House of Representatives a plan for expanding pediatric medical device research and development. In developing 
such plan, the Secretary of Health and Human Services shall consult with individuals and organizations with 
appropriate expertise in pediatric medical devices.

(2) COntentS. — The plan under paragraph (1) shall include —

(A) the current status of federally funded pediatric medical device research;

(B) any gaps in such research, which may include a survey of pediatric medical providers regarding unmet 
pediatric medical device needs, as needed; and

(C) a research agenda for improving pediatric medical device development and Food and Drug Administration 
clearance or approval of pediatric medical devices, and for evaluating the short- and long-term safety and 
effectiveness of pediatric medical devices.

SeC. 305. demOnStRAting gRAntS fOR imPROving PediAtRiC deviCe AvAilABility.

(a) in geneRAl. —

(1) ReqUeSt fOR PROPOSAlS. — Not later than 90 days after the date of the enactment of this Act, the Secretary 
of Health and Human Services shall issue a request for proposals for 1 or more grants or contracts to nonprofit 
consortia for demonstration projects to promote pediatric device development.

(2) deteRminAtiOn On gRAntS OR COntRACtS. — Not later than 180 days after the date the Secretary of Health 
and Human Services issues a request for proposals under paragraph (1), the Secretary shall make a determination 
on the grants or contracts under this section.

(b) APPliCAtiOn. — A nonprofit consortium that desires to receive a grant or contract under this section shall submit 
an application to the Secretary of Health and Human Services at such time, in such manner, and containing such 
information as the Secretary may require.

(c) USe Of fUndS. — A nonprofit consortium that receives a grant or contract under this section shall facilitate the 
development, production, and distribution of pediatric medical devices by —

(1) encouraging innovation and connecting qualified individuals with pediatric device ideas with potential 
manufacturers;

(2) mentoring and managing pediatric device projects through the development process, including product 
identification, prototype design, device development, and marketing;

(3) connecting innovators and physicians to existing Federal and non-Federal resources, including resources 
from the Food and Drug Administration, the National Institutes of Health, the Small Business Administration, 
the Department of Energy, the Department of Education, the National Science Foundation, the Department of 
Veterans Affairs, the Agency for Healthcare Research and Quality, and the National Institute of Standards and 
Technology;

(4) assessing the scientific and medical merit of proposed pediatric device projects; and

(5) providing assistance and advice as needed on business development, personnel training, prototype 
development, postmarket needs, and other activities consistent with the purposes of this section.; and

(6) providing regulatory consultation to the device sponsors in support of the submission of an application for a 
pediatric device, where appropriate.

(d) COORdinAtiOn. —

(1) nAtiOnAl inStitUteS Of HeAltH. — Each consortium that receives a grant or contract under this section 
shall —

(A) coordinate with the National Institutes of Health’s pediatric device contact point or office, designated 
under section 402(b)(23) of the Public Health Service Act, as added by section 304(a) of this Act; and

(B) provide to the National Institutes of Health any identified pediatric device needs that the consortium 
lacks sufficient capacity to address or those needs in which the consortium has been unable to stimulate 
manufacturer interest.
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(2) fOOd And dRUg AdminiStRAtiOn. — Each consortium that receives a grant or contract under this section 
shall coordinate with the Commissioner of Food and Drugs and device companies to facilitate the application for 
approval or clearance of devices labeled for pediatric use.

(3) effeCtiveneSS And OUtCOmeS. — Each consortium that receives a grant or contract under this section shall 
annually report to the Secretary of Health and Human Services on the status of pediatric device development, 
production, and distribution that has been facilitated by the consortium.

(e) AUtHORizAtiOn Of APPROPRiAtiOnS. — There are authorized to be appropriated to carry out this section 
$6,000,000 for each of fiscal years 2008 through 2012 2018 through 2022.

title iv — PediAtRiC ReSeARCH eqUity ACt Of 2007

SeC. 401. SHORt title.

This title may be cited as the “Pediatric Research Equity Act of 2007”.

SeC. 404. gOveRnment ACCOUntABility OffiCe RePORt.

Not later than January 1, 2011, the Comptroller General of the United States, in consultation with the Secretary of 
Health and Human Services, shall submit to the Congress a report that addresses the effectiveness of sections 505A 
and 505B of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355a, 355c) and section 409I of the Public Health 
Service Act (42 U.S.C. 284m) in ensuring that medicines used by children are tested and properly labeled. Such report 
shall include —

(1) the number and importance of drugs and biological products for children that are being tested as a result of 
the amendments made by this title and title V and the importance for children, health care providers, parents, and 
others of labeling changes made as a result of such testing;

(2) the number and importance of drugs and biological products for children that are not being tested for their use 
notwithstanding the provisions of this title and title V and possible reasons for the lack of testing;

(3) the number of drugs and biological products for which testing is being done and labeling changes required, 
including the date labeling changes are made and which labeling changes required the use of the dispute 
resolution process established pursuant to the amendments made by this title, together with a description of 
the outcomes of such process, including a description of the disputes and the recommendations of the Pediatric 
Advisory Committee;

(4) any recommendations for modifications to the programs established under sections 505A and 505B of 
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355a) and section 409I of the Public Health Service 
Act (42 U.S.C. 284m) that the Secretary determines to be appropriate, including a detailed rationale for each 
recommendation; and

(5) —

(A) the efforts made by the Secretary to increase the number of studies conducted in the neonate population; 
and

(B) the results of those efforts, including efforts made to encourage the conduct of appropriate studies in 
neonates by companies with products that have sufficient safety and other information to make the conduct 
of the studies ethical and safe.

title v — BeSt PHARmACeUtiCAlS fOR CHildRen ACt Of 2007

SeC. 501. SHORt title.

This title may be cited as the “Best Pharmaceuticals for Children Act of 2007”.

SeC. 509. ReAUtHORizAtiOn Of BeSt PHARmACeUtiCAlS fOR CHildRen ACt.

(a) – (e) [Text not included. — Ed.]
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(f) effeCtive dAte And limitAtiOn fOR RUle RelAting tO tOll-fRee nUmBeR fOR AdveRSe eventS On lABeling 
fOR HUmAn dRUg PROdUCtS. —

(1) in geneRAl. —Notwithstanding subchapter II of chapter 5, and chapter 7, of title 5, United States Code 
(commonly known as the “Administrative Procedure Act”) and any other provision of law, the proposed rule 
issued by the Commissioner of Food and Drugs entitled “Toll-Free Number for Reporting Adverse Events on 
Labeling for Human Drug Products,” 69 Fed. Reg. 21778, (April 22, 2004) shall take effect on January 1, 2008, 
unless such Commissioner issues the final rule before such date.

(2) limitAtiOn. — The proposed rule that takes effect under subsection (a), or the final rule described under 
subsection (a), shall, notwithstanding section 17(a) of the Best Pharmaceuticals for Children Act (21 U.S.C. 
355b(a)), not apply to a drug —

(A) for which an application is approved under section 505 of the Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 355);

(B) that is not described under section 503(b)(1) of such Act (21 U.S.C. 353(b)(1)); and

(C) the packaging of which includes a toll-free number through which consumers can report complaints to 
the manufacturer or distributor of the drug.

title iX — enHAnCed AUtHORitieS RegARding POStmARket SAfety Of dRUgS 

SUBtitle A — POStmARket StUdieS And SURveillAnCe

SeC. 904. Benefit-RiSk ASSeSSmentS.

Not later than 1 year after the date of the enactment of this Act, the Commissioner of Food and Drugs shall submit to 
the Congress a report on how best to communicate to the public the risks and benefits of new drugs and the role of the 
risk evaluation and mitigation strategy in assessing such risks and benefits. As part of such study, the Commissioner 
may consider the possibility of including in the labeling and any direct-to-consumer advertisements of a newly 
approved drug or indication a unique symbol indicating the newly approved status of the drug or indication for a 
period after approval.

SeC. 905. ACtive POStmARket RiSk identifiCAtiOn And AnAlySiS.

(a) [Text not included. — Ed.]

(b) RUle Of COnStRUCtiOn. — Nothing in this section or the amendment made by this section shall be construed to 
prohibit the lawful disclosure or use of data or information by an entity other than as described in paragraph (4)(B) or 
(4)(G) of section 505(k) of the Federal Food, Drug, and Cosmetic Act, as added by subsection (a).

(c) RePORt tO COngReSS. — Not later than 4 years after the date of the enactment of this Act, the Secretary shall 
report to the Congress on the ways in which the Secretary has used the active postmarket risk identification and 
analysis system described in paragraphs (3) and (4) of section 505(k) of the Federal Food, Drug, and Cosmetic Act, 
as added by subsection (a), to identify specific drug safety signals and to better understand the outcomes associated 
with drugs marketed in the United States

(d) AUtHORizAtiOn Of APPROPRiAtiOnS. — To carry out activities under the amendment made by this section for 
which funds are made available under section 736 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 379h), 
there are authorized to be appropriated to carry out the amendment made by this section, in addition to such funds, 
$25,000,000 for each of fiscal years 2008 through 2012.

(e) GAO RePORt. — Not later than 18 months after the date of the enactment of this Act, the Comptroller General of 
the United States shall evaluate data privacy, confidentiality, and security issues relating to accessing, transmitting, 
and maintaining data for the active postmarket risk identification and analysis system described in paragraphs 
(3) and (4) of section 505(k) of the Federal Food, Drug, and Cosmetic Act, as added by subsection (a), and make 
recommendations to the Committee on Energy and Commerce of the House of Representatives and the Committee on 
Health, Education, Labor and Pensions of the Senate, and any other congressional committees of relevant jurisdiction, 
regarding the need for any additional legislative or regulatory actions to ensure privacy, confidentiality, and security 
of this data or otherwise address privacy, confidentiality, and security issues to ensure the effective operation of such 
active postmarket identification and analysis system.
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SeC. 906. StAtement fOR inClUSiOn in diReCt-tO-COnSUmeR AdveRtiSementS Of dRUgS.

(a) [Text not included. -- Ed.]

(b) StUdy. —

(1) in geneRAl. — In the case of direct-to-consumer television advertisements, the Secretary of Health and 
Human Services, in consultation with the Advisory Committee on Risk Communication under section 567 of 
the Federal Food, Drug, and Cosmetic Act (as added by section 917), shall, not later than 6 months after the 
date of the enactment of this Act, conduct a study to determine if the statement in section 502(n) of such Act (as 
added by subsection (a)) required with respect to published direct-to-consumer advertisements is appropriate for 
inclusion in such television advertisements.

(2) COntent. — As part of the study under paragraph (1), such Secretary shall consider whether the information 
in the statement described in paragraph (1) would detract from the presentation of risk information in a direct-to- 
consumer television advertisement. If such Secretary determines the inclusion of such statement is appropriate in 
direct-to-consumer television advertisements, such Secretary shall issue regulations requiring the implementation 
of such statement in direct-to-consumer television advertisements, including determining a reasonable length of 
time for displaying the statement in such advertisements. The Secretary shall report to the appropriate committees 
of Congress the findings of such study and any plans to issue regulations under this paragraph.

SeC. 907. nO effeCt On veteRinARy mediCine.

This subtitle, and the amendments made by this subtitle, shall have no effect on the use of drugs approved under 
section 505 of the Federal Food, Drug, and Cosmetic Act by, or on the lawful written or oral order of, a licensed 
veterinarian within the context of a veterinarian-client-patient relationship, as provided for under section 512(a)(5) 
of such Act.

SeC. 908. AUtHORizAtiOn Of APPROPRiAtiOnS.

(a) in geneRAl. — For carrying out this subtitle and the amendments made by this subtitle, there is authorized to be 
appropriated $25,000,000 for each of fiscal years 2008 through 2012.

(b) RelAtiOn tO OtHeR fUnding. — The authorization of appropriations under subsection (a) is in addition to any 
other funds available for carrying out this subtitle and the amendments made by this subtitle.

SeC. 909. effeCtive dAte And APPliCABility.

(a) effeCtive dAte. — This subtitle takes effect 180 days after the date of the enactment of this Act.

(b) dRUgS deemed tO HAve RiSk evAlUAtiOn And mitigAtiOn StRAtegieS. —

(1) in geneRAl. — A drug that was approved before the effective date of this Act is, in accordance with 
paragraph (2), deemed to have in effect an approved risk evaluation and mitigation strategy under section 505–1 
of the Federal Food, Drug, and Cosmetic Act (as added by section 901) (referred to in this section as the “Act”) 
if there are in effect on the effective date of this Act elements to assure safe use —

(A) required under section 314.520 or section 601.42 of title 21, Code of Federal Regulations; or

(B) otherwise agreed to by the applicant and the Secretary for such drug.

(2) elementS Of StRAtegy; enfORCement. — The approved risk evaluation and mitigation strategy in effect 
for a drug under paragraph (1) —

(A) is deemed to consist of the timetable required under section 505–1(d) and any additional elements under 
subsections (e) and (f) of such section in effect for such drug on the effective date of this Act; and

(B) is subject to enforcement by the Secretary to the same extent as any other risk evaluation and mitigation 
strategy under section 505–1 of the Act, except that sections 303(f)(4) and 502(y) and (z) of the Act (as 
added by section 902) shall not apply to such strategy before the Secretary has completed review of, and 
acted on, the first assessment of such strategy under such section 505–1.

(3) SUBmiSSiOn. — Not later than 180 days after the effective date of this Act, the holder of an approved application 
for which a risk evaluation and mitigation strategy is deemed to be in effect under paragraph (1) shall submit 
to the Secretary a proposed risk evaluation and mitigation strategy. Such proposed strategy is subject to section 
505–1 of the Act as if included in such application at the time of submission of the application to the Secretary.
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SUBtitle B — OtHeR PROviSiOnS tO enSURe dRUg SAfety And SURveillAnCe

SeC. 919. ReSPOnSe tO tHe inStitUte Of mediCine.

(a) in geneRAl. — Not later than 1 year after the date of the enactment of this title, the Secretary shall issue a report 
responding to the 2006 report of the Institute of Medicine entitled “The Future of Drug Safety—Promoting and 
Protecting the Health of the Public”.

(b) COntent Of RePORt. — The report issued by the Secretary under subsection (a) shall include —

(1) an update on the implementation by the Food and Drug Administration of its plan to respond to the 
Institute of Medicine report described under such subsection; and (2) an assessment of how the Food and Drug 
Administration has implemented —

(A) the recommendations described in such Institute of Medicine report; and

(B) the requirement under section 505–1(c)(2) of the Federal Food, Drug, and Cosmetic Act (as added 
by this title), that the appropriate office responsible for reviewing a drug and the office responsible for 
postapproval safety with respect to the drug work together to assess, implement, and ensure compliance with 
the requirements of such section 505–1.

title x — fOOd SAfety

SeC. 1001. findingS.

Congress finds that —

(1) the safety and integrity of the United States food supply are vital to public health, to public confidence in the 
food supply, and to the success of the food sector of the Nation’s economy;

(2) illnesses and deaths of individuals and companion animals caused by contaminated food —

(A) have contributed to a loss of public confidence in food safety; and

(B) have caused significant economic losses to manufacturers and producers not responsible for contaminated 
food items;

(3) the task of preserving the safety of the food supply of the United States faces tremendous pressures with 
regard to —

(A) emerging pathogens and other contaminants and the ability to detect all forms of contamination;

(B) an increasing volume of imported food from a wide variety of countries; and

(C) a shortage of adequate resources for monitoring and inspection;

(4) according to the Economic Research Service of the Department of Agriculture, the United States is increasing 
the amount of food that it imports such that —

(A) from 2003 to 2007, the value of food imports has increased from $45,600,000,000 to $64,000,000,000; 
and

(B) imported food accounts for 13 percent of the average American diet including 31 percent of fruits, 
juices, and nuts, 9.5 percent of red meat, and 78.6 percent of fish and shellfish; and

(5) the number of full-time equivalent Food and Drug Administration employees conducting inspections has 
decreased from 2003 to 2007.

SeC. 1002. enSURing tHe SAfety Of Pet fOOd.

(a) PROCeSSing And ingRedient StAndARdS. — Not later than 2 years after the date of the enactment of this Act, 
the Secretary of Health and Human Services (referred to in this title as the “Secretary”), in consultation with the 
Association of American Feed Control Officials and other relevant stakeholder groups, including veterinary medical 
associations, animal health organizations, and pet food manufacturers, shall by regulation establish —

(1) ingredient standards and definitions with respect to pet food;

(2) processing standards for pet food; and

(3) updated standards for the labeling of pet food that include nutritional and ingredient information.
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(b) eARly WARning SURveillAnCe SyStemS And nOtifiCAtiOn dURing Pet fOOd ReCAllS. — Not later than 1 
year after the date of the enactment of this Act, the Secretary shall establish an early warning and surveillance system 
to identify adulteration of the pet food supply and outbreaks of illness associated with pet food. In establishing such 
system, the Secretary shall —

(1) consider using surveillance and monitoring mechanisms similar to, or in coordination with, those used to 
monitor human or animal health, such as the Foodborne Diseases Active Surveillance Network (FooDNet) and 
PulseNet of the Centers for Disease Control and Prevention, the Food Emergency Response Network of the 
Food and Drug Administration and the Department of Agriculture, and the National Animal Health Laboratory 
Network of the Department of Agriculture;

(2) consult with relevant professional associations and private sector veterinary hospitals;

(3) work with the National Companion Animal Surveillance Program, the Health Alert Network, or other notification 
networks as appropriate to inform veterinarians and relevant stakeholders during any recall of pet food; and

(4) use such information and conduct such other activities as the Secretary deems appropriate.

SeC. 1003. enSURing effiCient And effeCtive COmmUniCAtiOnS dURing A ReCAll.

The Secretary shall, during an ongoing recall of human or pet food regulated by the Secretary —

(1) work with companies, relevant professional associations, and other organizations to collect and aggregate 
information pertaining to the recall;

(2) use existing networks of communication, including electronic forms of information dissemination, to enhance 
the quality and speed of communication with the public; and

(3) post information regarding recalled human and pet foods on the Internet Web site of the Food and Drug 
Administration in a single location, which shall include a searchable database of recalled human foods and a 
searchable database of recalled pet foods, that is easily accessed and understood by the public.

SeC. 1004. StAte And fedeRAl COOPeRAtiOn.

(a) in geneRAl. — The Secretary shall work with the States in undertaking activities and programs that assist in 
improving the safety of food, including fresh and processed produce, so that State food safety programs and activities 
conducted by the Secretary function in a coordinated and cost-effective manner. With the assistance provided under 
subsection (b), the Secretary shall encourage States to —

(1) establish, continue, or strengthen State food safety programs, especially with respect to the regulation of 
retail commercial food establishments; and

(2) establish procedures and requirements for ensuring that processed produce under the jurisdiction of State 
food safety programs is not unsafe for human consumption.

(b) ASSiStAnCe. — The Secretary may provide to a State, for planning, developing, and implementing such a food 
safety program —

(1) advisory assistance;

(2) technical assistance, training, and laboratory assistance (including necessary materials and equipment); and

(3) financial and other assistance.

(c) SeRviCe AgReementS. — The Secretary may, under an agreement entered into with a Federal, State, or local 
agency, use, on a reimbursable basis or otherwise, the personnel, services, and facilities of the agency to carry out the 
responsibilities of the agency under this section. An agreement entered into with a State agency under this subsection 
may provide for training of State employees.

SeC. 1005. RePORtABle fOOd RegiStRy.

(a) findingS. — Congress makes the following findings:

(1)                                In 1994, Congress passed the Dietary Supplement Health and Education Act of 1994 (Public Law 103–417) 
to provide the Food and Drug Administration the legal framework which is intended to ensure that dietary 
supplements are safe and properly labeled foods.
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(2) In 2006, Congress passed the Dietary Supplement and Nonprescription Drug Consumer Protection Act 
(Public Law 109–462) to establish a mandatory reporting system of serious adverse events for nonprescription 
drugs and dietary supplements sold and consumed in the United States.

(3) The adverse event reporting system created under the Dietary Supplement and Nonprescription Drug 
Consumer Protection Act is intended to serve as an early warning system for potential public health issues 
associated with the use of these products.

(4) A reliable mechanism to track patterns of adulteration in food would support efforts by the Food and Drug 
Administration to target limited inspection resources to protect the public health.

(e) effeCtive dAte. — The requirements of section 417(d) of the Federal Food, Drug, and Cosmetic Act, as added 
by subsection (a), shall become effective 1 year after the date of the enactment of this Act.

(f) gUidAnCe. — Not later than 9 months after the date of the enactment of this Act, the Secretary shall issue a 
guidance to industry about submitting reports to the electronic portal established under section 417 of the Federal 
Food, Drug, and Cosmetic Act (as added by this section) and providing notifications to other persons in the supply 
chain of an article of food under such section 417.

(g) effeCt. — Nothing in this title, or an amendment made by this title, shall be construed to alter the jurisdiction 
between the Secretaries of Agriculture and of Health and Human Services, under applicable statutes and regulations.

SeC. 1006. enHAnCed AqUACUltURe And SeAfOOd inSPeCtiOn.

(a) findingS. — Congress finds the following:

(1) In 2007, there has been an overwhelming increase in the volume of aquaculture and seafood that has been 
found to contain substances that are not approved for use in food in the United States.

(2) As of May 2007, inspection programs are not able to satisfactorily accomplish the goals of ensuring the food 
safety of the United States.

(3) To protect the health and safety of consumers in the United States, the ability of the Secretary to perform 
inspection functions must be enhanced.

(b) HeigHtened inSPeCtiOnS. — The Secretary is authorized to enhance, as necessary, the inspection regime of the 
Food and Drug Administration for aquaculture and seafood, consistent with obligations of the United States under 
international agreements and United States law.

(c) RePORt tO COngReSS. — Not later than 180 days after the date of the enactment of this Act, the Secretary shall 
submit to Congress a report that —

(1) describes the specifics of the aquaculture and seafood inspection program;

(2) describes the feasibility of developing a traceability system for all catfish and seafood products, both domestic 
and imported, for the purpose of identifying the processing plant of origin of such products; and

(3) provides for an assessment of the risks associated with particular contaminants and banned substances.

(d) PARtneRSHiPS witH StAteS. — Upon the request by any State, the Secretary may enter into partnership 
agreements, as soon as practicable after the request is made, to implement inspection programs to Federal standards 
regarding the importation of aquaculture and seafood.

SeC. 1007. COnSUltAtiOn RegARding genetiCAlly engineeRed SeAfOOd PROdUCtS.

The Commissioner of Food and Drugs shall consult with the Assistant Administrator of the National Marine Fisheries 
Service of the National Oceanic and Atmospheric Administration to produce a report on any environmental risks 
associated with genetically engineered seafood products, including the impact on wild fish stocks.

SeC. 1008. SenSe Of COngReSS.

It is the sense of Congress that —

(1) it is vital for Congress to provide the Food and Drug Administration with additional resources, authorities, 
and direction with respect to ensuring the safety of the food supply of the United States;

(2) additional inspectors are required to improve the Food and Drug Administration’s ability to safeguard the 
food supply of the United States;
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(3) because of the increasing volume of international trade in food products the Secretary should make it a 
priority to enter into agreements with the trading partners of the United States with respect to food safety; and

(4) Congress should work to develop a comprehensive response to the issue of food safety.

SeC. 1009. AnnUAl RePORt tO COngReSS.

The Secretary shall, on an annual basis, submit to the Committee on Health, Education, Labor, and Pensions and the 
Committee on Appropriations of the Senate and the Committee on Energy and Commerce and the Committee on 
Appropriations of the House of Representatives a report that includes, with respect to the preceding 1-year period —

(1) the number and amount of food products regulated by the Food and Drug Administration imported into the 
United States, aggregated by country and type of food;

(2) a listing of the number of Food and Drug Administration inspectors of imported food products referenced in 
paragraph (1) and the number of Food and Drug Administration inspections performed on such products; and

(3) aggregated data on the findings of such inspections, including data related to violations of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 201 et seq.), and enforcement actions used to follow-up on such findings 
and violations.

SeC. 1010. PUBliCAtiOn Of AnnUAl RePORtS.

(a) in geneRAl. — The Commissioner of Food and Drugs shall annually submit to Congress and publish on the 
Internet Web site of the Food and Drug Administration, a report concerning the results of the Administration’s 
pesticide residue monitoring program, that includes —

(1) information and analysis similar to that contained in the report entitled “Food and Drug Administration 
Pesticide Program Residue Monitoring 2003” as released in June of 2005;

(2) based on an analysis of previous samples, an identification of products or countries (for imports) that require 
special attention and additional study based on a comparison with equivalent products manufactured, distributed, 
or sold in the United States (including details on the plans for such additional studies), including in the initial 
report (and subsequent reports as determined necessary) the results and analysis of the Ginseng Dietary 
Supplements Special Survey as described on page 13 of the report entitled “Food and Drug Administration 
Pesticide Program Residue Monitoring 2003”;

(3) information on the relative number of interstate and imported shipments of each tested commodity that 
were sampled, including recommendations on whether sampling is statistically significant, provides confidence 
intervals or other related statistical information, and whether the number of samples should be increased and the 
details of any plans to provide for such increase; and

(4) a description of whether certain commodities are being improperly imported as another commodity, including 
a description of additional steps that are being planned to prevent such smuggling.

(b) initiAl RePORtS. — Annual reports under subsection (a) for fiscal years 2004 through 2006 may be combined 
into a single report, by not later than June 1, 2008, for purposes of publication under subsection (a). Thereafter such 
reports shall be completed by June 1 of each year for the data collected for the year that was 2-years prior to the year 
in which the report is published.

(c) memORAndUm Of UndeRStAnding. — The Commissioner of Food and Drugs, the Administrator of the Food 
Safety and Inspection Service, the Department of Commerce, and the head of the Agricultural Marketing Service 
shall enter into a memorandum of understanding to permit inclusion of data in the reports under subsection (a) 
relating to testing carried out by the Food Safety and Inspection Service and the Agricultural Marketing Service on 
meat, poultry, eggs, and certain raw agricultural products, respectively.

SeC. 1011. RUle Of COnStRUCtiOn.

Nothing in this title (or an amendment made by this title) shall be construed to affect —

(1) the regulation of dietary supplements under the Dietary Supplement Health and Education Act of 1994 
(Public Law 103–417); or

(2) the adverse event reporting system for dietary supplements created under the Dietary Supplement and 
Nonprescription Drug Consumer Protection Act (Public Law 109–462).
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SeC. 1011. OffiCe Of wOmen’S HeAltH.

(a) eStABliSHment. — There is established within the Office of the Commissioner, an office to be known as the 
Office of Women’s Health (referred to in this section as the “Office”). The Office shall be headed by a director who 
shall be appointed by the Commissioner of Food and Drugs.

(b) PURPOSe. — The Director of the Office shall —

(1) report to the Commissioner of Food and Drugs on current Food and Drug Administration (referred to in 
this section as the “Administration”) levels of activity regarding women’s participation in clinical trials and the 
analysis of data by sex in the testing of drugs, medical devices, and biological products across, where appropriate, 
age, biological, and sociocultural contexts;

(2) establish short-range and long-range goals and objectives within the Administration for issues of particular 
concern to women’s health within the jurisdiction of the Administration, including, where relevant and appropriate, 
adequate inclusion of women and analysis of data by sex in Administration protocols and policies;

(3) provide information to women and health care providers on those areas in which differences between men 
and women exist;

(4) consult with pharmaceutical, biologics, and device manufacturers, health professionals with expertise in 
women’s issues, consumer organizations, and women’s health professionals on Administration policy with regard 
to women;

(5) make annual estimates of funds needed to monitor clinical trials and analysis of data by sex in accordance 
with needs that are identified; and

(6) serve as a member of the Department of Health and Human Services Coordinating Committee on Women’s 
Health (established under section 229(b)(4) of the Public Health Service Act).

(c) AUtHORizAtiOn Of APPROPRiAtiOnS. — For the purpose of carrying out this section, there are authorized to be 
appropriated such sums as may be necessary for each of the fiscal years 2010 through 2014.

title xi — OtHeR PROviSiOnS 

SUBtitle A — in geneRAl

SeC. 1103. imPROving genetiC teSt SAfety And qUAlity.

(a) RePORt. — If the Secretary’s Advisory Committee on Genetics, Health, and Society does not complete and 
submit the Regulatory Oversight of Genetic/Genomic Testing Report & Action Recommendations to the Secretary of 
Health and Human Services (referred to in this section as the “Secretary”) by July of 2008, the Secretary shall enter 
into a contract with the Institute of Medicine to conduct a study to assess the overall safety and quality of genetic tests 
and prepare a report that includes recommendations to improve Federal oversight and regulation of genetic tests. Such 
study shall take into consideration relevant reports by the Secretary’s Advisory Committee on Genetics, Health, and 
Society and other groups and shall be completed not later than 1 year after the date on which the Secretary entered 
into such contract.

(b) RUle Of COnStRUCtiOn. — Nothing in this section shall be construed as requiring Federal efforts with respect 
to regulatory oversight of genetic tests to cease or be limited or delayed pending completion of the report by the 
Secretary’s Advisory Committee on Genetics, Health, and Society or the Institute of Medicine.

SeC. 1105. SeveRABility ClAUSe.

If any provision of this Act, an amendment made this Act, or the application of such provision or amendment to any 
person or circumstance is held to be unconstitutional, the remainder of this Act, the amendments made by this Act, 
and the application of the provisions of such to any person or circumstances shall not be affected thereby.
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SUBtitle B — AntiBiOtiC ACCeSS And innOvAtiOn

SeC. 1112. ORPHAn AntiBiOtiC dRUgS.

(a) PUBliC meeting. — The Commissioner of Food and Drugs shall convene a public meeting regarding which 
serious and life threatening infectious diseases, such as diseases due to gram-negative bacteria and other diseases due 
to antibiotic-resistant bacteria, potentially qualify for available grants and contracts under section 5(a) of the Orphan 
Drug Act (21 U.S.C. 360ee(a)) or other incentives for development.

SeC. 1114. RePORt.

Not later than January 1, 2012, the Comptroller General of the United States shall submit a report to the Committee 
on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House 
of Representatives that examines whether and how this subtitle has —

(1) encouraged the development of new antibiotics and other drugs; and

(2) prevented or delayed timely generic drug entry into the market.
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fAmily SmOking PReventiOn And tOBACCO COntROl ACt

SeC. 2. findingS.

The Congress finds the following:

(1) The use of tobacco products by the Nation’s children is a pediatric disease of considerable proportions that 
results in new generations of tobacco-dependent children and adults.

(2) A consensus exists within the scientific and medical communities that tobacco products are inherently 
dangerous and cause cancer, heart disease, and other serious adverse health effects.

(3) Nicotine is an addictive drug.

(4) Virtually all new users of tobacco products are under the minimum legal age to purchase such products.

(5) Tobacco advertising and marketing contribute significantly to the use of nicotine-containing tobacco products 
by adolescents.

(6) Because past efforts to restrict advertising and marketing of tobacco products have failed adequately to curb 
tobacco use by adolescents, comprehensive restrictions on the sale, promotion, and distribution of such products 
are needed.

(7) Federal and State governments have lacked the legal and regulatory authority and resources they need to 
address comprehensively the public health and societal problems caused by the use of tobacco products.

(8) Federal and State public health officials, the public health community, and the public at large recognize that 
the tobacco industry should be subject to ongoing oversight.

(9) Under article I, section 8 of the Constitution, the Congress is vested with the responsibility for regulating 
interstate commerce and commerce with Indian tribes.

(10) The sale, distribution, marketing, advertising, and use of tobacco products are activities in and substantially 
affecting interstate commerce because they are sold, marketed, advertised, and distributed in interstate commerce 
on a nationwide basis, and have a substantial effect on the Nation’s economy.

(11) The sale, distribution, marketing, advertising, and use of such products substantially affect interstate 
commerce through the health care and other costs attributable to the use of tobacco products.

(12) It is in the public interest for Congress to enact legislation that provides the Food and Drug Administration 
with the authority to regulate tobacco products and the advertising and promotion of such products. The benefits 
to the American people from enacting such legislation would be significant in human and economic terms.

(13) Tobacco use is the foremost preventable cause of premature death in America. It causes over 400,000 
deaths in the United States each year, and approximately 8,600,000 Americans have chronic illnesses related to 
smoking.

(14) Reducing the use of tobacco by minors by 50 percent would prevent well over 10,000,000 of today’s children 
from becoming regular, daily smokers, saving over 3,000,000 of them from premature death due to tobacco- 
induced disease. Such a reduction in youth smoking would also result in approximately $75,000,000,000 in 
savings attributable to reduced health care costs.

(15) Advertising, marketing, and promotion of tobacco products have been especially directed to attract young 
persons to use tobacco products, and these efforts have resulted in increased use of such products by youth. Past 
efforts to oversee these activities have not been successful in adequately preventing such increased use.

(16) In 2005, the cigarette manufacturers spent more than $13,000,000,000 to attract new users, retain current 
users, increase current consumption, and generate favorable long-term attitudes toward smoking and tobacco 
use.

(17) Tobacco product advertising often misleadingly portrays the use of tobacco as socially acceptable and 
healthful to minors.

(18) Tobacco product advertising is regularly seen by persons under the age of 18, and persons under the age of 
18 are regularly exposed to tobacco product promotional efforts.

(19) Through advertisements during and sponsorship of sporting events, tobacco has become strongly associated 
with sports and has become portrayed as an integral part of sports and the healthy lifestyle associated with 
rigorous sporting activity.
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(20) Children are exposed to substantial and unavoidable tobacco advertising that leads to favorable beliefs about 
tobacco use, plays a role in leading young people to overestimate the prevalence of tobacco use, and increases the 
number of young people who begin to use tobacco.

(21) The use of tobacco products in motion pictures and other mass media glamorizes its use for young people 
and encourages them to use tobacco products.

(22) Tobacco advertising expands the size of the tobacco market by increasing consumption of tobacco products 
including tobacco use by young people.

(23) Children are more influenced by tobacco marketing than adults: more than 80 percent of youth smoke three 
heavily marketed brands, while only 54 percent of adults, 26 and older, smoke these same brands.

(24) Tobacco company documents indicate that young people are an important and often crucial segment of the 
tobacco market. Children, who tend to be more price sensitive than adults, are influenced by advertising and 
promotion practices that result in drastically reduced cigarette prices.

(25) Comprehensive advertising restrictions will have a positive effect on the smoking rates of young people.

(26) Restrictions on advertising are necessary to prevent unrestricted tobacco advertising from undermining 
legislation prohibiting access to young people and providing for education about tobacco use.

(27) International experience shows that advertising regulations that are stringent and comprehensive have a 
greater impact on overall tobacco use and young people’s use than weaker or less comprehensive ones.

(28) Text only requirements, although not as stringent as a ban, will help reduce underage use of tobacco products 
while preserving the informational function of advertising.

(29) It is in the public interest for Congress to adopt legislation to address the public health crisis created by 
actions of the tobacco industry.

(30) The final regulations promulgated by the Secretary of Health and Human Services in the August 28, 1996, 
issue of the Federal Register (61 Fed. Reg. 44615-44618) for inclusion as part 897 of title 21, Code of Federal 
Regulations, are consistent with the first amendment to the United States Constitution and with the standards 
set forth in the amendments made by this subtitle for the regulation of tobacco products by the Food and Drug 
Administration, and the restriction on the sale and distribution of, including access to and the advertising and 
promotion of, tobacco products contained in such regulations are substantially related to accomplishing the 
public health goals of this division.

(31) The regulations described in paragraph 30 will directly and materially advance the Federal Government’s 
substantial interest in reducing the number of children and adolescents who use cigarettes and smokeless tobacco 
and in preventing the life-threatening health consequences associated with tobacco use. An overwhelming majority 
of Americans who use tobacco products begin using such products while they are minors and become addicted 
to the nicotine in those products before reaching the age of 18. Tobacco advertising and promotion play a crucial 
role in the decision of these minors to begin using tobacco products. Less restrictive and less comprehensive 
approaches have not and will not be effective in reducing the problems addressed by such regulations. The 
reasonable restrictions on the advertising and promotion of tobacco products contained in such regulations will 
lead to a significant decrease in the number of minors using and becoming addicted to those products.

(32) The regulations described in paragraph (30) impose no more extensive restrictions on communication by 
tobacco manufacturers and sellers than are necessary to reduce the number of children and adolescents who use 
cigarettes and smokeless tobacco and to prevent the life-threatening health consequences associated with tobacco 
use. Such regulations are narrowly tailored to restrict those advertising and promotional practices which are most 
likely to be seen or heard by youth and most likely to entice them into tobacco use, while affording tobacco 
manufacturers and sellers ample opportunity to convey information about their products to adult consumers.

(33) Tobacco dependence is a chronic disease, one that typically requires repeated interventions to achieve long- 
term or permanent abstinence.

(34) Because the only known safe alternative to smoking is cessation, interventions should target all smokers to 
help them quit completely.

(35) Tobacco products have been used to facilitate and finance criminal activities both domestically and 
internationally. Illicit trade of tobacco products has been linked to organized crime and terrorist groups.

(36) It is essential that the Food and Drug Administration review products sold or distributed for use to reduce 
risks or exposures associated with tobacco products and that it be empowered to review any advertising and 
labeling for such products. It is also essential that manufacturers, prior to marketing such products, be required to 
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demonstrate that such products will meet a series of rigorous criteria, and will benefit the health of the population 
as a whole, taking into account both users of tobacco products and persons who do not currently use tobacco 
products.

(37) Unless tobacco products that purport to reduce the risks to the public of tobacco use actually reduce such 
risks, those products can cause substantial harm to the public health to the extent that the individuals, who 
would otherwise not consume tobacco products or would consume such products less, use tobacco products 
purporting to reduce risk. Those who use products sold or distributed as modified risk products that do not in 
fact reduce risk, rather than quitting or reducing their use of tobacco products, have a substantially increased 
likelihood of suffering disability and premature death. The costs to society of the widespread use of products 
sold or distributed as modified risk products that do not in fact reduce risk or that increase risk include thousands 
of unnecessary deaths and injuries and huge costs to our health care system.

(38) As the National Cancer Institute has found, many smokers mistakenly believe that “low tar” and “light” 
cigarettes cause fewer health problems than other cigarettes. As the National Cancer Institute has also found, 
mistaken beliefs about the health consequences of smoking “low tar” and “light” cigarettes can reduce the 
motivation to quit smoking entirely and thereby lead to disease and death.

(39) Recent studies have demonstrated that there has been no reduction in risk on a population-wide basis from 
“low tar” and “light” cigarettes, and such products may actually increase the risk of tobacco use.

(40) The dangers of products sold or distributed as modified risk tobacco products that do not in fact reduce 
risk are so high that there is a compelling governmental interest in ensuring that statements about modified risk 
tobacco products are complete, accurate, and relate to the overall disease risk of the product.

(41) As the Federal Trade Commission has found, consumers have misinterpreted advertisements in which 
one product is claimed to be less harmful than a comparable product, even in the presence of disclosures and 
advisories intended to provide clarification.

(42) Permitting manufacturers to make unsubstantiated statements concerning modified risk tobacco products, 
whether express or implied, even if accompanied by disclaimers would be detrimental to the public health.

(43) The only way to effectively protect the public health from the dangers of unsubstantiated modified risk 
tobacco products is to empower the Food and Drug Administration to require that products that tobacco 
manufacturers sold or distributed for risk reduction be reviewed in advance of marketing, and to require that the 
evidence relied on to support claims be fully verified.

(44) The Food and Drug Administration is a regulatory agency with the scientific expertise to identify harmful 
substances in products to which consumers are exposed, to design standards to limit exposure to those substances, 
to evaluate scientific studies supporting claims about the safety of products, and to evaluate the impact of labels, 
labeling, and advertising on consumer behavior in order to reduce the risk of harm and promote understanding 
of the impact of the product on health. In connection with its mandate to promote health and reduce the risk of 
harm, the Food and Drug Administration routinely makes decisions about whether and how products may be 
marketed in the United States.

(45) The Federal Trade Commission was created to protect consumers from unfair or deceptive acts or practices, 
and to regulate unfair methods of competition. Its focus is on those marketplace practices that deceive or mislead 
consumers, and those that give some competitors an unfair advantage. Its mission is to regulate activities in the 
marketplace. Neither the Federal Trade Commission nor any other Federal agency except the Food and Drug 
Administration possesses the scientific expertise needed to implement effectively all provisions of the Family 
Smoking Prevention and Tobacco Control Act.

(46) If manufacturers state or imply in communications directed to consumers through the media or through 
a label, labeling, or advertising, that a tobacco product is approved or inspected by the Food and Drug 
Administration or complies with Food and Drug Administration standards, consumers are likely to be confused 
and misled. Depending upon the particular language used and its context, such a statement could result in 
consumers being misled into believing that the product is endorsed by the Food and Drug Administration for 
use or in consumers being misled about the harmfulness of the product because of such regulation, inspection, 
approval, or compliance.

(47) In August 2006 a United States district court judge found that the major United States cigarette companies 
continue to target and market to youth. USA v. Philip Morris, USA, Inc., et al. (Civil Action No. 99-2496(GK), 
August 17, 2006).

(48) In August 2006 a United States district court judge found that the major United States cigarette companies 
dramatically increased their advertising and promotional spending in ways that encourage youth to start smoking 
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subsequent to the signing of the Master Settlement Agreement in 1998. USA v. Philip Morris, USA, Inc., et al. 
(Civil Action No. 99-2496(GK), August 17, 2006).

(49) In August 2006 a United States district court judge found that the major United States cigarette companies 
have designed their cigarettes to precisely control nicotine delivery levels and provide doses of nicotine sufficient 
to create and sustain addiction while also concealing much of their nicotine-related research. USA v. Philip 
Morris, USA, Inc., et al. (Civil Action No. 99-2496(GK), August 17, 2006).

SeC. 3. PURPOSe.

The purposes of this division are —

(1) to provide authority to the Food and Drug Administration to regulate tobacco products under the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.), by recognizing it as the primary Federal regulatory 
authority with respect to the manufacture, marketing, and distribution of tobacco products as provided for in this 
division;

(2) to ensure that the Food and Drug Administration has the authority to address issues of particular concern to 
public health officials, especially the use of tobacco by young people and dependence on tobacco;

(3) to authorize the Food and Drug Administration to set national standards controlling the manufacture of 
tobacco products and the identity, public disclosure, and amount of ingredients used in such products;

(4) to provide new and flexible enforcement authority to ensure that there is effective oversight of the tobacco 
industry’s efforts to develop, introduce, and promote less harmful tobacco products;

(5) to vest the Food and Drug Administration with the authority to regulate the levels of tar, nicotine, and other 
harmful components of tobacco products;

(6) in order to ensure that consumers are better informed, to require tobacco product manufacturers to disclose 
research which has not previously been made available, as well as research generated in the future, relating to the 
health and dependency effects or safety of tobacco products;

(7) to continue to permit the sale of tobacco products to adults in conjunction with measures to ensure that they 
are not sold or accessible to underage purchasers;

(8) to impose appropriate regulatory controls on the tobacco industry;

(9) to promote cessation to reduce disease risk and the social costs associated with tobacco-related diseases; and

(10) to strengthen legislation against illicit trade in tobacco products.

SeC. 4. SCOPe And effeCt.

(a) intended effeCt. — Nothing in this division (or an amendment made by this division) shall be construed to —

(1) establish a precedent with regard to any other industry, situation, circumstance, or legal action; or

(2) affect any action pending in Federal, State, or tribal court, or any agreement, consent decree, or contract of 
any kind.

(b) AgRiCUltURAl ACtivitieS. — The provisions of this division (or an amendment made by this division)which 
authorize the Secretary to take certain actions with regard to tobacco and tobacco products shall not be construed to 
affect any authority of the Secretary of Agriculture under existing law regarding the growing, cultivation, or curing 
of raw tobacco.

(c) RevenUe ACtivitieS. — The provisions of this division (or an amendment made by this division) which authorize 
the Secretary to take certain actions with regard to tobacco products shall not be construed to affect any authority of 
the Secretary of the Treasury under chapter 52 of the Internal Revenue Code of 1986.

SeC. 5. SeveRABilitY.

If any provision of this division, of the amendments made by this division, or of the regulations promulgated under 
this division (or under such amendments), or the application of any such provision to any person or circumstance is 
held to be invalid, the remainder of this division, such amendments and such regulations, and the application of such 
provisions to any other person or circumstance shall not be affected and shall continue to be enforced to the fullest 
extent possible.
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SeC. 6. mOdifiCAtiOn Of deAdlineS fOR SeCRetARiAl ACtiOn.

(a) delAyed COmmenCement Of dAteS fOR SeCRetARiAl ACtiOn. —

(1) in geneRAl. — Except as provided in subsection (c), with respect to any time periods specified in this 
division (or in an amendment made by this division) that begin on the date of enactment of this Act, within 
which the Secretary of Health and Human Services is required to carry out and complete specified activities, the 
calculation of such time periods shall commence on the date described in subsection (b).

(2) limitAtiOn. — Subsection (a) shall only apply with respect to obligations of the Secretary of Health and 
Human Services that must be completed within a specified time period and shall not apply to the obligations of 
any other person or to any other provision of this division (including the amendments made by this division)that 
do not create such obligations of the Secretary and are not contingent on actions by the Secretary.

(b) dAte deSCRiBed. — The date described in this subsection is the first day of the first fiscal quarter following the 
initial 2 consecutive fiscal quarters of fiscal year 2010 for which the Secretary of Health and Human Services has 
collected fees under section 919 of the Federal Food, Drug, and Cosmetic Act (as added by section 101).

(c) exCePtiOn. — Subsection (a) shall not apply to any time period (or date) contained —

(1) in section 102, except that the reference to “180 days” in subsection (a)(1) of such section shall be deemed 
to be “270 days”; and

(2) in sections 201 through 204 (or the amendments made by any such sections).

(d) AdjUStment. — The Secretary of Health and Human Services may extend or reduce the duration of one or more 
time periods to which subsection (a) applies if the Secretary determines appropriate, except that no such period shall 
be extended for more than 90 days.

title i – AUtHORity Of tHe fOOd And dRUg AdminiStRAtiOn

SeC. 102. finAl RUle.

(a) CigARetteS And SmOkeleSS tOBACCO. —

(1) in geneRAl. — On the first day of publication of the Federal Register that is 180 days or more after the date 
of enactment of this Act, the Secretary of Health and Human Services shall publish in the Federal Register a final 
rule regarding cigarettes and smokeless tobacco, which —

(A) is deemed to be issued under chapter 9 of the Federal Food, Drug, and Cosmetic Act, as added by section 
101 of this division; and

(B) shall be deemed to be in compliance with all applicable provisions of chapter 5 of title 5, United States 
Code, and all other provisions of law relating to rulemaking procedures.

(2) COntentS Of RUle. — Except as provided in this subsection, the final rule published under paragraph (1), 
shall be identical in its provisions to part 897 of the regulations promulgated by the Secretary of Health and 
Human Services in the August 28, 1996, issue of the Federal Register (61 Fed. Reg. 44615-44618). Such rule 
shall —

(A) provide for the designation of jurisdictional authority that is in accordance with this subsection in 
accordance with this division and the amendments made by this division;

(B) strike Subpart C — Labels and section 897.32(c);

(C) strike paragraphs (a), (b), and (i) of section 897.3 and insert definitions of the terms “cigarette”, “cigarette 
tobacco”, and “smokeless tobacco” as defined in section 900 of the Federal Food, Drug, and Cosmetic Act;

(D) insert “or roll-your-own paper” in section 897.34(a) after “other than cigarettes or smokeless tobacco”;

(E) include such modifications to section 897.30(b), if any, that the Secretary determines are appropriate 
in light of governing First Amendment case law, including the decision of the Supreme Court of the United 
States in Lorillard Tobacco Co. v. Reilly (533 U.S. 525 (2001));

(F) become effective on the date that is 1 year after the date of enactment of this Act; and

(G) amend paragraph(d) of section 897.16 to read as follows:
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“(d)(1) Except as provided in subparagraph (2), no manufacturer, distributor, or retailer may distribute 
or cause to be distributed any free samples of cigarettes, smokeless tobacco, or other tobacco products 
(as such term is defined in section 201 of the Federal Food, Drug, and Cosmetic Act).

“(2)(A) Subparagraph (1) does not prohibit a manufacturer, distributor, or retailer from distributing 
or causing to be distributed free samples of smokeless tobacco in a qualified adult-only facility.

“(B) This subparagraph does not affect the authority of a State or local government to prohibit 
or otherwise restrict the distribution of free samples of smokeless tobacco.

“(C) For purposes of this paragraph, the term “qualified adult-only facility” means a facility 
or restricted area that —

“(i) requires each person present to provide to a law enforcement officer (whether 
on or off duty) or to a security guard licensed by a governmental entity government- 
issued identification showing a photograph and at least the minimum age established by 
applicable law for the purchase of smokeless tobacco;

“(ii) does not sell, serve, or distribute alcohol;

“(iii) is not located adjacent to or immediately across from (in any direction) a space that 
is used primarily for youth-oriented marketing, promotional, or other activities;

“(iv) is a temporary structure constructed, designated, and operated as a distinct enclosed 
area for the purpose of distributing free samples of smokeless tobacco in accordance with 
this subparagraph;

“(v) is enclosed by a barrier that —

“(I) is constructed of, or covered with, an opaque material (except for entrances and 
exits);

“(II) extends from no more than 12 inches above the ground or floor (which area at 
the bottom of the barrier must be covered with material that restricts visibility but 
may allow airflow) to at least 8 feet above the ground or floor (or to the ceiling); and

“(III) prevents persons outside the qualified adult-only facility from seeing into the 
qualified adult-only facility, unless they make unreasonable efforts to do so; and

“(vi) does not display on its exterior — 

“ (I) any tobacco product advertising;

“(II) a brand name other than in conjunction with words for an area or enclosure to 
identify an adult-only facility; or

“(III) any combination of words that would imply to a reasonable observer that the 
manufacturer, distributor, or retailer has a sponsorship that would violate section 
897.34(c).

“(D) Distribution of samples of smokeless tobacco under this subparagraph permitted to be 
taken out of the qualified adult-only facility shall be limited to 1 package per adult consumer 
containing no more than 0.53 ounces (15 grams) of smokeless tobacco. If such package of 
smokeless tobacco contains individual portions of smokeless tobacco, the individual portions 
of smokeless tobacco shall not exceed 8 individual portions and the collective weight of such 
individual portions shall not exceed 0.53 ounces (15 grams). Any manufacturer, distributor, or 
retailer who distributes or causes to be distributed free samples also shall take reasonable steps 
to ensure that the above amounts are limited to one such package per adult consumer per day.

 “(3) Notwithstanding subparagraph (2), no manufacturer, distributor, or retailer may distribute or 
cause to be distributed any free samples of smokeless tobacco —

“(A) to a sports team or entertainment group; or

“(B) at any football, basketball, baseball, soccer, or hockey event or any other sporting or 
entertainment event determined by the Secretary to be covered by this subparagraph.

 “(4) The Secretary shall implement a program to ensure compliance with this paragraph and submit 
a report to the Congress on such compliance not later than 18 months after the date of enactment 
of the Family Smoking Prevention and Tobacco Control Act.

10_FDCA_BM.indd   615 29/01/18   10:41 AM



616 FOOD AND DRUG LAW INSTITUTE

Appendix Family Smoking Prevention and Tobacco Control Act

“(5) Nothing in this paragraph shall be construed to authorize any person to distribute or cause 
to be distributed any sample of a tobacco product to any individual who has not attained the 
minimum age established by applicable law for the purchase of such product.”

(3) AmendmentS tO RUle. — Prior to making amendments to the rule published under paragraph (1), the 
Secretary shall promulgate a proposed rule in accordance with chapter 5 of title 5, United States Code.

(4) RUle Of COnStRUCtiOn. — Except as provided in paragraph (3), nothing in this section shall be construed 
to limit the authority of the Secretary to amend, in accordance with chapter 5 of title 5, United States Code, 
the regulation promulgated pursuant to this section, including the provisions of such regulation relating to 
distribution of free samples.

(5) enfORCement Of RetAil SAle PROviSiOnS. — The Secretary of Health and Human Services shall ensure 
that the provisions of this division, the amendments made by this division, and the implementing regulations 
(including such provisions, amendments, and regulations relating to the retail sale of tobacco products) are 
enforced with respect to the United States and Indian tribes.

(6) qUAlified AdUlt-Only fACility. — A qualified adult-only facility (as such term is defined in section 
897.16(d) of the final rule published under paragraph (1)) that is also a retailer and that commits a violation as 
a retailer shall not be subject to the limitations in section 103(q) and shall be subject to penalties applicable to a 
qualified adult-only facility.

(7) COngReSSiOnAl Review PROviSiOnS. — Section 801 of title 5, United States Code, shall not apply to the 
final rule published under paragraph (1).

(b) limitAtiOn On AdviSORy OPiniOnS. — As of the date of enactment of this Act, the following documents issued 
by the Food and Drug Administration shall not constitute advisory opinions under section 10.85(d)(1) of title 21, 
Code of Federal Regulations, except as they apply to tobacco products, and shall not be cited by the Secretary of 
Health and Human Services or the Food and Drug Administration as binding precedent:

(1) The preamble to the proposed rule in the document titled “Regulations Restricting the Sale and Distribution 
of Cigarettes and Smokeless Tobacco Products to Protect Children and Adolescents” (60 Fed. Reg. 41314-41372 
(August 11, 1995)).

(2) The document titled “Nicotine in Cigarettes and Smokeless Tobacco Products is a Drug and These Products 
Are Nicotine Delivery Devices Under the Federal Food, Drug, and Cosmetic Act” (60 Fed. Reg. 41453-41787 
(August 11, 1995)).

(3) The preamble to the final rule in the document titled “Regulations Restricting the Sale and Distribution of 
Cigarettes and Smokeless Tobacco to Protect Children and Adolescents” (61 Fed. Reg. 44396-44615 (August 
28, 1996)).

(4) The document titled “Nicotine in Cigarettes and Smokeless Tobacco is a Drug and These Products are 
Nicotine Delivery Devices Under the Federal Food, Drug, and Cosmetic Act; Jurisdictional Determination” (61 
Fed. Reg. 44619-45318 (August 28, 1996)).

SeC. 103. COnfORming And OtHeR AmendmentS tO geneRAl PROviSiOnS.

(a) – (o) [Text not included. — Ed.]

(p) RUle Of COnStRUCtiOn. — Nothing in this section is intended or shall be construed to expand, contract, or 
otherwise modify or amend the existing limitations on State government authority over tribal restricted fee or trust 
lands.

(q) gUidAnCe And effeCtive dAteS. —

(1) in geneRAl. — The Secretary of Health and Human Services shall issue guidance —

(A) defining the term “repeated violation”, as used in section 303(f)(8) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 333(f)(8)) as amended by subsection(c), as including at least 5 violations of 
particular requirements over a 36-month period at a particular retail outlet that constitute a repeated violation 
and providing for civil penalties in accordance with paragraph(2);

(B) providing for timely and effective notice by certified or registered mail or personal delivery to the retailer 
of each alleged violation at a particular retail outlet prior to conducting a followup compliance check, such 
notice to be sent to the location specified on the retailer’s registration or to the retailer’s registered agent if 
the retailer has provider such agent information to the Food and Drug Administration prior to the violation;
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(C) providing for a hearing pursuant to the procedures established through regulations of the Food and Drug 
Administration for assessing civil money penalties, including at a retailer’s request a hearing by telephone or 
at the nearest regional or field office of the Food and Drug Administration, and providing for an expedited 
procedure for the administrative appeal of an alleged violation;

(D) providing that a person may not be charged with a violation at a particular retail outlet unless the 
Secretary has provided notice to the retailer of all previous violations at that outlet;

(E) establishing that civil money penalties for multiple violations shall increase from one violation to the 
next violation pursuant to paragraph (2) within the time periods provided for in such paragraph;

(F) providing that good faith reliance on the presentation of a false government-issued photographic 
identification that contains a date of birth does not constitute a violation of any minimum age requirement 
for the sale of tobacco products if the retailer has taken effective steps to prevent such violations, including —

(i) adopting and enforcing a written policy against sales to minors;

(ii) informing its employees of all applicable laws;

(iii) establishing disciplinary sanctions for employee noncompliance; and

(iv) requiring its employees to verify age by way of photographic identification or electronic

(G) providing for the Secretary, in determining whether to impose a no-tobacco-sale order and in determining 
whether to compromise, modify, or terminate such an order, to consider whether the retailer has taken 
effective steps to prevent violations of the minimum age requirements for the sale of tobacco products, 
including the steps listed in subparagraph (F).

(2) PenAltieS fOR viOlAtiOnS. —

(A) in geneRAl. —The amount of the civil penalty to be applied for violations of restrictions promulgated 
under section 906(d), as described in paragraph (1), shall be as follows:

(i) With respect to a retailer with an approved training program, the amount of the civil penalty shall 
not exceed —

(I) in the case of the first violation, $0.00 together with the issuance of a warning letter to the 
retailer;

(II) in the case of a second violation within a 12-month period, $250;

(III) in the case of a third violation within a 24-month period, $500;

(IV) in the case of a fourth violation within a 24-month period, $2,000;

(V) in the case of a fifth violation within a 36-month period, $5,000; and

(VI) in the case of a sixth or subsequent violation within a 48-month period, $10,000 as determined 
by the Secretary on a case-by-case basis.

(ii) With respect to a retailer that does not have an approved training program, the amount of the civil 
penalty shall not exceed —

(I) in the case of the first violation, $250;

(II) in the case of a second violation within a 12-month period, $500;

(III) in the case of a third violation within a 24-month period, $1,000;

(IV) in the case of a fourth violation within a 24-month period, $2,000;

(V) in the case of a fifth violation within a 36-month period, $5,000; and

(VI) in the case of a sixth or subsequent violation within a 48-month period, $10,000 as determined 
by the Secretary on a case-by-case basis.

(B) tRAining PROgRAm. — For purposes of subparagraph (A), the term “approved training program” 
means a training program that complies with standards developed by the Food and Drug Administration for 
such programs.

(C) COnSideRAtiOn Of StAte PenAltieS. — The Secretary shall coordinate with the States in enforcing the 
provisions of this Act and, for purposes of mitigating a civil penalty to be applied for a violation by a retailer 
of any restriction promulgated under section 906(d), shall consider the amount of any penalties paid by the 
retailer to a State for the same violation.
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(3) geneRAl effeCtive dAte. — The amendments made by paragraphs (2), (3), and (4)of subsection (c) shall 
take effect upon the issuance of guidance described in paragraph (1) of this subsection.

(4) SPeCiAl effeCtive dAte. — The amendment made by subsection (c)(1) shall take effect on the date of 
enactment of this Act.

(5) PACkAge lABel ReqUiRementS. — The package label requirements of paragraphs (3) and (4) of section 
903(a) of the Federal Food, Drug, and Cosmetic Act (as amended by this division) shall take effect on the date 
that is 12 months after the date of enactment of this Act. The package label requirements of paragraph (2) of such 
section 903(a) for cigarettes shall take effect on the date that is 15 months after the issuance of the regulations 
required by section 4(d) of the Federal Cigarette Labeling and Advertising Act (15 U.S.C. 1333), as amended by 
section 201 of this division. The package label requirements of paragraph (2) of such section 903(a) for tobacco 
products other than cigarettes shall take effect on the date that is 12 months after the date of enactment of this 
Act. The effective date shall be with respect to the date of manufacture, provided that, in any case, beginning 
30 days after such effective date, a manufacturer shall not introduce into the domestic commerce of the United 
States any product, irrespective of the date of manufacture, that is not in conformance with section 903(a) (2), 
(3), and (4) and section 920(a) of the Federal Food, Drug, and Cosmetic Act.

(6) AdveRtiSing ReqUiRementS. — The advertising requirements of section 903(a)(8) of the Federal Food, 
Drug, and Cosmetic Act (as amended by this division) shall take effect on the date that is 12 months after the 
date of enactment of this Act.

SeC. 104. StUdy On RAiSing tHe minimUm Age tO PURCHASe tOBACCO PROdUCtS.

The Secretary of Health and Human Services shall —

(1) convene an expert panel to conduct a study on the public health implications of raising the minimum age to 
purchase tobacco products; and

(2) not later than 5 years after the date of enactment of this Act, submit a report to the Congress on the results 
of such study.

SeC. 105. enfORCement ACtiOn PlAn fOR AdveRtiSing And PROmOtiOn ReStRiCtiOnS.

(a) ACtiOn PlAn. —

(1) develOPment. — Not later than 6 months after the date of enactment of this Act, the Secretary of Health 
and Human Services(in this section referred to as the “Secretary”) shall develop and publish an action plan to 
enforce restrictions adopted pursuant to section 906 of the Federal Food, Drug, and Cosmetic Act, as added by 
section 101(b) of this division, or pursuant to section 102(a) of this division, on promotion and advertising of 
menthol and other cigarettes to youth.

(2) COnSUltAtiOn. — The action plan required by paragraph(1) shall be developed in consultation with public 
health organizations and other stakeholders with demonstrated expertise and experience in serving minority 
communities.

(3) PRiORity. — The action plan required by paragraph(1) shall include provisions designed to ensure 
enforcement of the restrictions described in paragraph(1) in minority communities.

(b) StAte And lOCAl ACtivitieS. —

(1) infORmAtiOn On AUtHORity. — Not later than 3 months after the date of enactment of this Act, the Secretary 
shall inform State, local, and tribal governments of the authority provided to such entities under section 5(c) of 
the Federal Cigarette Labeling and Advertising Act, as added by section 203 of this division, or preserved by 
such entities under section 916 of the Federal Food, Drug, and Cosmetic Act, as added by section 101(b) of this 
division.

(2) COmmUnity ASSiStAnCe. — At the request of communities seeking assistance to prevent underage tobacco 
use, the Secretary shall provide such assistance, including assistance with strategies to address the prevention of 
underage tobacco use in communities with a disproportionate use of menthol cigarettes by minors.
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SeC. 106. StUdieS Of PROgReSS And effeCtiveneSS.

(a) FDA RePORt. — Not later than 3 years after the date of enactment of this Act, and not less than every 2 years 
thereafter, the Secretary of Health and Human Services shall submit to the Committee on Health, Education, Labor, 
and Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives, a report 
concerning —

(1) the progress of the Food and Drug Administration in implementing this division, including major 
accomplishments, objective measurements of progress, and the identification of any areas that have not been 
fully implemented;

(2) impediments identified by the Food and Drug Administration to progress in implementing this division and 
to meeting statutory timeframes;

(3) data on the number of new product applications received under section 910 of the Federal Food, Drug, and 
Cosmetic Act and modified risk product applications received under section 911 of such Act, and the number of 
applications acted on under each category; and

(4) data on the number of full time equivalents engaged in implementing this division.

(b) GAO RePORt. — Not later than 5 years after the date of enactment of this Act, the Comptroller General of the 
United States shall conduct a study of, and submit to the Committees described in subsection(a) a report concerning —

(1) the adequacy of the authority and resources provided to the Secretary of Health and Human Services for this 
division to carry out its goals and purposes; and

(2) any recommendations for strengthening that authority to more effectively protect the public health with 
respect to the manufacture, marketing, and distribution of tobacco products.

(c) PUBliC AvAilABility. — The Secretary of Health and Human Services and the Comptroller General of the United 
States, respectively, shall make the reports required under subsection(a) and(b) available to the public, including by 
posting such reports on the respective Internet websites of the Food and Drug Administration and the Government 
Accountability Office.

title iii – PReventiOn Of illiCit tRAde in tOBACCO PROdUCtS

* * *

SeC. 302. StUdy And RePORt.

(a) StUdy. — The Comptroller General of the United States shall conduct a study of cross-border trade in tobacco 
products to —

(1) collect data on cross-border trade in tobacco products, including illicit trade and trade of counterfeit tobacco 
products and make recommendations on the monitoring of such trade;

(2) collect data on cross-border advertising (any advertising intended to be broadcast, transmitted, or distributed 
from the United States to another country) of tobacco products and make recommendations on how to prevent or 
eliminate, and what technologies could help facilitate the elimination of, cross-border advertising; and

(3) collect data on the health effects(particularly with respect to individuals under 18 years of age) resulting from 
cross-border trade in tobacco products, including the health effects resulting from —

(A) the illicit trade of tobacco products and the trade of counterfeit tobacco products; and

(B) the differing tax rates applicable to tobacco products.

(b) RePORt. — Not later than 18 months after the date of enactment of this Act, the Comptroller General of the United 
States shall submit to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on 
Energy and Commerce of the House of Representatives a report on the study described in subsection(a).

(c) definitiOn. — In this section:

(1) The term “cross-border trade” means trade across a border of the United States, a State or Territory, or Indian 
country.

(2) The term “Indian country” has the meaning given to such term in section 1151 of title 18, United States Code.

(3) The terms “State” and “Territory” have the meanings given to those terms in section 201 of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 321).
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SeC. 103. HAzARd AnAlySiS And RiSk-BASed PReventive COntROlS.

(a) – (b) [Text not included. — Ed.]

(c) RUlemAking. —

(1) PROPOSed RUlemAking. —

(A) in geneRAl. — Not later than 9 months after the date of enactment of this Act, the Secretary of Health 
and Human Services (referred to in this subsection as the “Secretary”) shall publish a notice of proposed 
rulemaking in the Federal Register to promulgate regulations with respect to —

(i) activities that constitute on-farm packing or holding of food that is not grown, raised, or consumed 
on such farm or another farm under the same ownership for purposes of section 415 of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 350d), as amended by this Act; and

(ii) activities that constitute on-farm manufacturing or processing of food that is not consumed on that 
farm or on another farm under common ownership for purposes of such section 415.

(B) ClARifiCAtiOn. — The rulemaking described under subparagraph (A) shall enhance the implementation 
of such section 415 and clarify the activities that are included as part of the definition of the term “facility” 
under such section 415. Nothing in this Act authorizes the Secretary to modify the definition of the term 
“facility” under such section.

(C) SCienCe-BASed RiSk AnAlySiS. — In promulgating regulations under subparagraph (A), the Secretary 
shall conduct a science-based risk analysis of —

(i) specific types of on-farm packing or holding of food that is not grown, raised, or consumed on such 
farm or another farm under the same ownership, as such packing and holding relates to specific foods; 
and

(ii) specific on-farm manufacturing and processing activities as such activities relate to specific foods 
that are not consumed on that farm or on another farm under common ownership.

(D) AUtHORity witH ReSPeCt tO CeRtAin fACilitieS. —

(i) in geneRAl. — In promulgating the regulations under subparagraph (A), the Secretary shall 
consider the results of the science-based risk analysis conducted under subparagraph (C), and shall 
exempt certain facilities from the requirements in section 418 of the Federal Food, Drug, and Cosmetic 
Act (as added by this section), including hazard analysis and preventive controls, and the mandatory 
inspection frequency in section 421 of such Act (as added by section 201), or modify the requirements 
in such sections 418 or 421, as the Secretary determines appropriate, if such facilities are engaged only 
in specific types of on-farm manufacturing, processing, packing, or holding activities that the Secretary 
determines to be low risk involving specific foods the Secretary determines to be low risk.

(ii) LIMITATION. — The exemptions or modifications under clause (i) shall not include an exemption 
from the requirement to register under section 415 of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 350d), as amended by this Act, if applicable, and shall apply only to small businesses and very 
small businesses, as defined in the regulation promulgated under section 418(n) of the Federal Food, 
Drug, and Cosmetic Act (as added under subsection (a)).

(2) finAl RegUlAtiOnS. — Not later than 9 months after the close of the comment period for the proposed 
rulemaking under paragraph (1), the Secretary shall adopt final rules with respect to —

(A) activities that constitute on-farm packing or holding of food that is not grown, raised, or consumed on 
such farm or another farm under the same ownership for purposes of section 415 of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 350d), as amended by this Act;

(B) activities that constitute on-farm manufacturing or processing of food that is not consumed on that farm 
or on another farm under common ownership for purposes of such section 415; and

(C) the requirements under sections 418 and 421 of the Federal Food, Drug, and Cosmetic Act, as added by 
this Act, from which the Secretary may issue exemptions or modifications of the requirements for certain 
types of facilities.
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(d) SmAll entity COmPliAnCe POliCy gUide. — Not later than 180 days after the issuance of the regulations 
promulgated under subsection (n) of section 418 of the Federal Food, Drug, and Cosmetic Act (as added by subsection 
(a)), the Secretary shall issue a small entity compliance policy guide setting forth in plain language the requirements 
of such section 418 and this section to assist small entities in complying with the hazard analysis and other activities 
required under such section 418 and this section.

(e) [Text not included. — Ed.]

(f) nO effeCt On HACCP AUtHORitieS. — Nothing in the amendments made by this section limits the authority 
of the Secretary under the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) or the Public Health Service 
Act (42 U.S.C. 201 et seq.) to revise, issue, or enforce Hazard Analysis Critical Control programs and the Thermally 
Processed Low-Acid Foods Packaged in Hermetically Sealed Containers standards.

(g) dietARy SUPPlementS. — Nothing in the amendments made by this section shall apply to any facility with 
regard to the manufacturing, processing, packing, or holding of a dietary supplement that is in compliance with 
the requirements of sections 402(g)(2) and 761 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 342(g)(2), 
379aa-1).

(h) UPdAting gUidAnCe RelAting tO fiSH And fiSHeRieS PROdUCtS HAzARdS And COntROlS. — The Secretary 
shall, not later than 180 days after the date of enactment of this Act, update the Fish and Fisheries Products Hazards 
and Control Guidance to take into account advances in technology that have occurred since the previous publication 
of such Guidance by the Secretary.

(i) effeCtive dAteS. —

(1) geneRAl RUle. — The amendments made by this section shall take effect 18 months after the date of 
enactment of this Act.

(2) flexiBility fOR SmAll BUSineSSeS. — Notwithstanding paragraph (1) —

(A) the amendments made by this section shall apply to a small business (as defined in the regulations 
promulgated under section 418(n) of the Federal Food, Drug, and Cosmetic Act (as added by this section)) 
beginning on the date that is 6 months after the effective date of such regulations; and

(B) the amendments made by this section shall apply to a very small business (as defined in such regulations) 
beginning on the date that is 18 months after the effective date of such regulations.

SeC. 104. PeRfORmAnCe StAndARdS.

(a) in geneRAl. — The Secretary shall, in coordination with the Secretary of Agriculture, not less frequently than 
every 2 years, review and evaluate relevant health data and other relevant information, including from toxicological 
and epidemiological studies and analyses, current Good Manufacturing Practices issued by the Secretary relating to 
food, and relevant recommendations of relevant advisory committees, including the Food Advisory Committee, to 
determine the most significant foodborne contaminants.

(b) gUidAnCe dOCUmentS And RegUlAtiOnS. — Based on the review and evaluation conducted under subsection 
(a), and when appropriate to reduce the risk of serious illness or death to humans or animals or to prevent adulteration 
of the food under section 402 of the Federal Food, Drug, or Cosmetic Act (21 U.S.C. 342) or to prevent the spread by 
food of communicable disease under section 361 of the Public Health Service Act (42 U.S.C. 264), the Secretary shall 
issue contaminant-specific and science-based guidance documents, including guidance documents regarding action 
levels, or regulations. Such guidance, including guidance regarding action levels, or regulations —

(1) shall apply to products or product classes;

(2) shall, where appropriate, differentiate between food for human consumption and food intended for 
consumption by animals other than humans; and

(3) shall not be written to be facility-specific.

(c) nO dUPliCAtiOn Of effORtS. — The Secretary shall coordinate with the Secretary of Agriculture to avoid 
issuing duplicative guidance on the same contaminants.

(d) Review. — The Secretary shall periodically review and revise, as appropriate, the guidance documents, including 
guidance documents regarding action levels, or regulations promulgated under this section.
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SeC. 108. nAtiOnAl AgRiCUltURe And fOOd defenSe StRAtegy.

(a) develOPment And SUBmiSSiOn Of StRAtegy. —

(1) in geneRAl. — Not later than 1 year after the date of enactment of this Act, the Secretary of Health and 
Human Services and the Secretary of Agriculture, in coordination with the Secretary of Homeland Security, 
shall prepare and transmit to the relevant committees of Congress, and make publicly available on the Internet 
Web sites of the Department of Health and Human Services and the Department of Agriculture, the National 
Agriculture and Food Defense Strategy.

(2) imPlementAtiOn PlAn. — The strategy shall include an implementation plan for use by the Secretaries 
described under paragraph (1) in carrying out the strategy.

(3) ReSeARCH. — The strategy shall include a coordinated research agenda for use by the Secretaries described 
under paragraph (1) in conducting research to support the goals and activities described in paragraphs (1) and 
(2) of subsection (b).

(4) ReviSiOnS. — Not later than 4 years after the date on which the strategy is submitted to the relevant 
committees of Congress under paragraph (1), and not less frequently than every 4 years thereafter, the Secretary 
of Health and Human Services and the Secretary of Agriculture, in coordination with the Secretary of Homeland 
Security, shall revise and submit to the relevant committees of Congress the strategy.

(5) COnSiStenCy witH exiSting PlAnS. — The strategy described in paragraph (1) shall be consistent with —

(A) the National Incident Management System;

(B) the National Response Framework;

(C) the National Infrastructure Protection Plan;

(D) the National Preparedness Goals; and

(E) other relevant national strategies.

(b) COmPOnentS. —

(1) in geneRAl. — The strategy shall include a description of the process to be used by the Department of 
Health and Human Services, the Department of Agriculture, and the Department of Homeland Security —

(A) to achieve each goal described in paragraph (2); and

(B) to evaluate the progress made by Federal, State, local, and tribal governments towards the achievement 
of each goal described in paragraph (2).

(2) gOAlS. — The strategy shall include a description of the process to be used by the Department of Health 
and Human Services, the Department of Agriculture, and the Department of Homeland Security to achieve the 
following goals:

(A) PRePARedneSS gOAl. — Enhance the preparedness of the agriculture and food system by —

(i) conducting vulnerability assessments of the agriculture and food system;

(ii) mitigating vulnerabilities of the system;

(iii) improving communication and training relating to the system;

(iv) developing and conducting exercises to test decontamination and disposal plans;

(v) developing modeling tools to improve event consequence assessment and decision support; and

(vi) preparing risk communication tools and enhancing public awareness through outreach.

(B) deteCtiOn gOAl. — Improve agriculture and food system detection capabilities by —

(i) identifying contamination in food products at the earliest possible time; and

(ii) conducting surveillance to prevent the spread of diseases.

(C) emeRgenCy ReSPOnSe gOAl. — Ensure an efficient response to agriculture and food emergencies 
by —

(i) immediately investigating animal disease outbreaks and suspected food contamination;

(ii) preventing additional human illnesses;

(iii) organizing, training, and equipping animal, plant, and food emergency response teams of —
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(I) the Federal Government; and

(II) State, local, and tribal governments;

(iv) designing, developing, and evaluating training and exercises carried out under agriculture and food 
defense plans; and

(v) ensuring consistent and organized risk communication to the public by —

(I) the Federal Government;

(II) State, local, and tribal governments; and

(III) the private sector.

(D) ReCOveRy gOAl. — Secure agriculture and food production after an agriculture or food emergency 
by —

(i) working with the private sector to develop business recovery plans to rapidly resume agriculture, 
food production, and international trade;

(ii) conducting exercises of the plans described in subparagraph (C) with the goal of long-term recovery 
results;

(iii) rapidly removing, and effectively disposing of —

(I) contaminated agriculture and food products; and

(II) infected plants and animals; and

(iv) decontaminating and restoring areas affected by an agriculture or food emergency.

(3) evAlUAtiOn. — The Secretary, in coordination with the Secretary of Agriculture and the Secretary of 
Homeland Security, shall —

(A) develop metrics to measure progress for the evaluation process described in paragraph (1)(B); and

(B) report on the progress measured in subparagraph (A) as part of the National Agriculture and Food 
Defense strategy described in subsection (a)(1).

(c) limited diStRiBUtiOn. — In the interest of national security, the Secretary of Health and Human Services and 
the Secretary of Agriculture, in coordination with the Secretary of Homeland Security, may determine the manner 
and format in which the National Agriculture and Food Defense strategy established under this section is made 
publicly available on the Internet Web sites of the Department of Health and Human Services, the Department of 
Homeland Security, and the Department of Agriculture, as described in subsection (a)(1).

SeC. 109. fOOd And AgRiCUltURe COORdinAting COUnCilS.

The Secretary of Homeland Security, in coordination with the Secretary of Health and Human Services and the 
Secretary of Agriculture, shall within 180 days of enactment of this Act, and annually thereafter, submit to the relevant 
committees of Congress, and make publicly available on the Internet Web site of the Department of Homeland 
Security, a report on the activities of the Food and Agriculture Government Coordinating Council and the Food and 
Agriculture Sector Coordinating Council, including the progress of such Councils on —

(1) facilitating partnerships between public and private entities to help coordinate and enhance the protection of 
the agriculture and food system of the United States;

(2) providing for the regular and timely interchange of information between each council relating to the security 
of the agriculture and food system (including intelligence information);

(3) identifying best practices and methods for improving the coordination among Federal, State, local, and 
private sector preparedness and response plans for agriculture and food defense; and

(4) recommending methods by which to protect the economy and the public health of the United States from the 
effects of —

(A) animal or plant disease outbreaks;

(B) food contamination; and

(C) natural disasters affecting agriculture and food.
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SeC. 110. BUilding dOmeStiC CAPACity.

(a) in geneRAl. —

(1) initiAl RePORt. — The Secretary, in coordination with the Secretary of Agriculture and the Secretary of 
Homeland Security, shall, not later than 2 years after the date of enactment of this Act, submit to Congress a 
comprehensive report that identifies programs and practices that are intended to promote the safety and supply 
chain security of food and to prevent outbreaks of foodborne illness and other food-related hazards that can be 
addressed through preventive activities. Such report shall include a description of the following:

(A) Analysis of the need for further regulations or guidance to industry.

(B) Outreach to food industry sectors, including through the Food and Agriculture Coordinating Councils 
referred to in section 109, to identify potential sources of emerging threats to the safety and security of the 
food supply and preventive strategies to address those threats.

(C) Systems to ensure the prompt distribution to the food industry of information and technical assistance 
concerning preventive strategies.

(D) Communication systems to ensure that information about specific threats to the safety and security of 
the food supply are rapidly and effectively disseminated.

(E) Surveillance systems and laboratory networks to rapidly detect and respond to foodborne illness 
outbreaks and other food-related hazards, including how such systems and networks are integrated.

(F) Outreach, education, and training provided to States and local governments to build State and local food 
safety and food defense capabilities, including progress implementing strategies developed under sections 
108 and 205.

(G) The estimated resources needed to effectively implement the programs and practices identified in the 
report developed in this section over a 5-year period.

(H) The impact of requirements under this Act (including amendments made by this Act) on certified 
organic farms and facilities (as defined in section 415 (21 U.S.C. 350d).

(I) Specific efforts taken pursuant to the agreements authorized under section 421(c) of the Federal Food, 
Drug, and Cosmetic Act (as added by section 201), together with, as necessary, a description of any additional 
authorities necessary to improve seafood safety.

(2) BienniAl RePORtS. — On a biennial basis following the submission of the report under paragraph (1), the 
Secretary shall submit to Congress a report that —

(A) reviews previous food safety programs and practices;

(B) outlines the success of those programs and practices;

(C) identifies future programs and practices; and

(D) includes information related to any matter described in subparagraphs (A) through (H) of paragraph 
(1), as necessary.

(b) RiSk-BASed ACtivitieS. — The report developed under subsection (a)(1) shall describe methods that seek to 
ensure that resources available to the Secretary for food safety-related activities are directed at those actions most 
likely to reduce risks from food, including the use of preventive strategies and allocation of inspection resources. The 
Secretary shall promptly undertake those risk-based actions that are identified during the development of the report 
as likely to contribute to the safety and security of the food supply.

(c) CAPABility fOR lABORAtORy AnAlySeS; ReSeARCH. — The report developed under subsection (a)(1) shall provide 
a description of methods to increase capacity to undertake analyses of food samples promptly after collection, to 
identify new and rapid analytical techniques, including commercially-available techniques that can be employed at 
ports of entry and by Food Emergency Response Network laboratories, and to provide for well-equipped and staffed 
laboratory facilities and progress toward laboratory accreditation under section 422 of the Federal Food, Drug, and 
Cosmetic Act (as added by section 202).

(d) infORmAtiOn teCHnOlOgy. — The report developed under subsection (a)(1) shall include a description of such 
information technology systems as may be needed to identify risks and receive data from multiple sources, including 
foreign governments, State, local, and tribal governments, other Federal agencies, the food industry, laboratories, 
laboratory networks, and consumers. The information technology systems that the Secretary describes shall also 
provide for the integration of the facility registration system under section 415 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 350d), and the prior notice system under section 801(m) of such Act (21 U.S.C. 381(m)) 
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with other information technology systems that are used by the Federal Government for the processing of food 
offered for import into the United States.

(e) AUtOmAted RiSk ASSeSSment. — The report developed under subsection (a)(1) shall include a description of 
progress toward developing and improving an automated risk assessment system for food safety surveillance and 
allocation of resources.

(f) tRACeBACk And SURveillAnCe RePORt. — The Secretary shall include in the report developed under subsection 
(a)(1) an analysis of the Food and Drug Administration’s performance in foodborne illness outbreaks during the 5-year 
period preceding the date of enactment of this Act involving fruits and vegetables that are raw agricultural commodities 
(as defined in section 201(r) (21 U.S.C. 321(r)) and recommendations for enhanced surveillance, outbreak response, 
and traceability. Such findings and recommendations shall address communication and coordination with the public, 
industry, and State and local governments, as such communication and coordination relates to outbreak identification 
and traceback.

(g) BienniAl fOOd SAfety And fOOd defenSe ReSeARCH PlAn. — The Secretary, the Secretary of Agriculture, and 
the Secretary of Homeland Security shall, on a biennial basis, submit to Congress a joint food safety and food defense 
research plan which may include studying the long-term health effects of foodborne illness. Such biennial plan shall 
include a list and description of projects conducted during the previous 2-year period and the plan for projects to be 
conducted during the subsequent 2-year period.

(h) effeCtiveneSS Of PROgRAmS AdminiSteRed By tHe dePARtment Of HeAltH And HUmAn SeRviCeS. —

(1) in geneRAl. — To determine whether existing Federal programs administered by the Department of Health 
and Human Services are effective in achieving the stated goals of such programs, the Secretary shall, beginning 
not later than 1 year after the date of enactment of this Act —

(A) conduct an annual evaluation of each program of such Department to determine the effectiveness of 
each such program in achieving legislated intent, purposes, and objectives; and

(B) submit to Congress a report concerning such evaluation.

(2) COntent. — The report described under paragraph (1)(B) shall —

(A) include conclusions concerning the reasons that such existing programs have proven successful or not 
successful and what factors contributed to such conclusions;

(B) include recommendations for consolidation and elimination to reduce duplication and inefficiencies in 
such programs at such Department as identified during the evaluation conduct under this subsection; and

(C) be made publicly available in a publication entitled “Guide to the U.S. Department of Health and Human 
Services Programs”.

(i) UniqUe identifiCAtiOn nUmBeRS. —

(1) in geneRAl. — Not later than 1 year after the date of enactment of this Act, the Secretary, acting through 
the Commissioner of Food and Drugs, shall conduct a study regarding the need for, and challenges associated 
with, development and implementation of a program that requires a unique identification number for each food 
facility registered with the Secretary and, as appropriate, each broker that imports food into the United States. 
Such study shall include an evaluation of the costs associated with development and implementation of such 
a system, and make recommendations about what new authorities, if any, would be necessary to develop and 
implement such a system.

(2) RePORt. — Not later than 15 months after the date of enactment of this Act, the Secretary shall submit to 
Congress a report that describes the findings of the study conducted under paragraph (1) and that includes any 
recommendations determined appropriate by the Secretary.

SeC. 111. SAnitARy tRAnSPORtAtiOn Of fOOd.

(a) in geneRAl. — Not later than 18 months after the date of enactment of this Act, the Secretary shall promulgate 
regulations described in section 416(b) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 350e(b)).

(b) fOOd tRAnSPORtAtiOn StUdy. — The Secretary, acting through the Commissioner of Food and Drugs, shall 
conduct a study of the transportation of food for consumption in the United States, including transportation by air, 
that includes an examination of the unique needs of rural and frontier areas with regard to the delivery of safe food.
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SeC. 112. fOOd AlleRgy And AnAPHylAxiS mAnAgement.

(a) definitiOnS. — In this section:

(1) eARly CHildHOOd edUCAtiOn PROgRAm. — The term “early childhood education program” means —

(A) a Head Start program or an Early Head Start program carried out under the Head Start Act (42 U.S.C. 
9831 et seq.);

(B) a State licensed or regulated child care program or school; or

(C) a State prekindergarten program that serves children from birth through kindergarten.

(2) ESEA definitiOnS. — The terms “local educational agency”, “secondary school”, “elementary school”, and 
“parent” have the meanings given the terms in section 9101 of the Elementary and Secondary Education Act of 
1965 (20 U.S.C. 7801).

(3) SCHOOl. — The term “school” includes public —

(A) kindergartens;

(B) elementary schools; and

(C) secondary schools.

(4) SeCRetARy. — The term “Secretary” means the Secretary of Health and Human Services.

(b) eStABliSHment Of vOlUntARy fOOd AlleRgy And AnAPHylAxiS mAnAgement gUidelineS. —

(1) eStABliSHment. —

(A) in geneRAl. — Not later than 1 year after the date of enactment of this Act, the Secretary, in consultation 
with the Secretary of Education, shall —

(i) develop guidelines to be used on a voluntary basis to develop plans for individuals to manage the risk 
of food allergy and anaphylaxis in schools and early childhood education programs; and

(ii) make such guidelines available to local educational agencies, schools, early childhood education 
programs, and other interested entities and individuals to be implemented on a voluntary basis only.

(B) APPliCABility Of feRPA. — Each plan described in subparagraph (A) that is developed for an individual 
shall be considered an education record for the purpose of section 444 of the General Education Provisions 
Act (commonly referred to as the “Family Educational Rights and Privacy Act of 1974”) (20 U.S.C. 1232g).

(2) COntentS. — The voluntary guidelines developed by the Secretary under paragraph (1) shall address each of 
the following and may be updated as the Secretary determines necessary:

(A) Parental obligation to provide the school or early childhood education program, prior to the start of 
every school year, with —

(i) documentation from their child’s physician or nurse —

(I) supporting a diagnosis of food allergy, and any risk of anaphylaxis, if applicable;

(II) identifying any food to which the child is allergic;

(III) describing, if appropriate, any prior history of anaphylaxis;

(IV) listing any medication prescribed for the child for the treatment of anaphylaxis;

(V) detailing emergency treatment procedures in the event of a reaction;

(VI) listing the signs and symptoms of a reaction; and

(VII) assessing the child’s readiness for self-administration of prescription medication; and

(ii) a list of substitute meals that may be offered to the child by school or early childhood education 
program food service personnel.

(B) The creation and maintenance of an individual plan for food allergy management, in consultation 
with the parent, tailored to the needs of each child with a documented risk for anaphylaxis, including any 
procedures for the self-administration of medication by such children in instances where —

(i) the children are capable of self-administering medication; and

(ii) such administration is not prohibited by State law.
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(C) Communication strategies between individual schools or early childhood education programs and 
providers of emergency medical services, including appropriate instructions for emergency medical 
response.

(D) Strategies to reduce the risk of exposure to anaphylactic causative agents in classrooms and common 
school or early childhood education program areas such as cafeterias.

(E) The dissemination of general information on life-threatening food allergies to school or early childhood 
education program staff, parents, and children.

(F) Food allergy management training of school or early childhood education program personnel who 
regularly come into contact with children with life-threatening food allergies.

(G) The authorization and training of school or early childhood education program personnel to administer 
epinephrine when the nurse is not immediately available.

(H) The timely accessibility of epinephrine by school or early childhood education program personnel when 
the nurse is not immediately available.

(I) The creation of a plan contained in each individual plan for food allergy management that addresses the 
appropriate response to an incident of anaphylaxis of a child while such child is engaged in extracurricular 
programs of a school or early childhood education program, such as non-academic outings and field trips, 
before- and after-school programs or before- and after-early child education program programs, and school- 
sponsored or early childhood education program-sponsored programs held on weekends.

(J) Maintenance of information for each administration of epinephrine to a child at risk for anaphylaxis and 
prompt notification to parents.

(K) Other elements the Secretary determines necessary for the management of food allergies and anaphylaxis 
in schools and early childhood education programs.

(3) RelAtiOn tO StAte lAw. — Nothing in this section or the guidelines developed by the Secretary under 
paragraph (1) shall be construed to preempt State law, including any State law regarding whether students at risk 
for anaphylaxis may self-administer medication.

(c) SCHOOl-BASed fOOd AlleRgy mAnAgement gRAntS. —

(1) in geneRAl. — The Secretary may award grants to local educational agencies to assist such agencies with 
implementing voluntary food allergy and anaphylaxis management guidelines described in subsection (b).

(2) APPliCAtiOn. —

(A) in geneRAl. — To be eligible to receive a grant under this subsection, a local educational agency shall 
submit an application to the Secretary at such time, in such manner, and including such information as the 
Secretary may reasonably require.

(B) COntentS. — Each application submitted under subparagraph (A) shall include —

(i) an assurance that the local educational agency has developed plans in accordance with the food 
allergy and anaphylaxis management guidelines described in subsection (b);

(ii) a description of the activities to be funded by the grant in carrying out the food allergy and 
anaphylaxis management guidelines, including —

(I) how the guidelines will be carried out at individual schools served by the local educational 
agency;

(II) how the local educational agency will inform parents and students of the guidelines in place;

(III) how school nurses, teachers, administrators, and other school-based staff will be made aware 
of, and given training on, when applicable, the guidelines in place; and

(IV) any other activities that the Secretary determines appropriate;

(iii) an itemization of how grant funds received under this subsection will be expended;

(iv) a description of how adoption of the guidelines and implementation of grant activities will be 
monitored; and

(v) an agreement by the local educational agency to report information required by the Secretary to 
conduct evaluations under this subsection.
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(3) USe Of fUndS. — Each local educational agency that receives a grant under this subsection may use the 
grant funds for the following:

(A) Purchase of materials and supplies, including limited medical supplies such as epinephrine and 
disposable wet wipes, to support carrying out the food allergy and anaphylaxis management guidelines 
described in subsection (b).

(B) In partnership with local health departments, school nurse, teacher, and personnel training for food 
allergy management.

(C) Programs that educate students as to the presence of, and policies and procedures in place related to, 
food allergies and anaphylactic shock.

(D) Outreach to parents.

(E) Any other activities consistent with the guidelines described in subsection (b).

(4) dURAtiOn Of AwARdS. — The Secretary may award grants under this subsection for a period of not more than 
2 years. In the event the Secretary conducts a program evaluation under this subsection, funding in the second 
year of the grant, where applicable, shall be contingent on a successful program evaluation by the Secretary after 
the first year.

(5) limitAtiOn On gRAnt fUnding. — The Secretary may not provide grant funding to a local educational 
agency under this subsection after such local educational agency has received 2 years of grant funding under this 
subsection.

(6) mAximUm AmOUnt Of AnnUAl AwARdS. — A grant awarded under this subsection may not be made in an 
amount that is more than $50,000 annually.

(7) PRiORity. — In awarding grants under this subsection, the Secretary shall give priority to local educational 
agencies with the highest percentages of children who are counted under section 1124(c) of the Elementary and 
Secondary Education Act of 1965 (20 U.S.C. 6333(c)).

(8) mAtCHing fUndS. —

(A) in geneRAl. — The Secretary may not award a grant under this subsection unless the local educational 
agency agrees that, with respect to the costs to be incurred by such local educational agency in carrying out 
the grant activities, the local educational agency shall make available (directly or through donations from 
public or private entities) non-Federal funds toward such costs in an amount equal to not less than 25 percent 
of the amount of the grant.

(B) deteRminAtiOn Of AmOUnt Of nOn-fedeRAl COntRiBUtiOn. — Non-Federal funds required under 
subparagraph (A) may be cash or in kind, including plant, equipment, or services. Amounts provided by 
the Federal Government, and any portion of any service subsidized by the Federal Government, may not be 
included in determining the amount of such non-Federal funds.

(9) AdminiStRAtive fUndS. — A local educational agency that receives a grant under this subsection may use 
not more than 2 percent of the grant amount for administrative costs related to carrying out this subsection.

(10) PROgReSS And evAlUAtiOnS. — At the completion of the grant period referred to in paragraph (4), a local 
educational agency shall provide the Secretary with information on how grant funds were spent and the status of 
implementation of the food allergy and anaphylaxis management guidelines described in subsection (b).

(11) SUPPlement, NOT SUPPlAnt. — Grant funds received under this subsection shall be used to supplement, 
and not supplant, non-Federal funds and any other Federal funds available to carry out the activities described 
in this subsection.

(12) AUtHORizAtiOn OF APPROPRiAtiOnS. — There is authorized to be appropriated to carry out this subsection 
$30,000,000 for fiscal year 2011 and such sums as may be necessary for each of the 4 succeeding fiscal years.

(d) vOlUntARy nAtURe Of gUidelineS. —

(1) in geneRAl. — The food allergy and anaphylaxis management guidelines developed by the Secretary 
under subsection (b) are voluntary. Nothing in this section or the guidelines developed by the Secretary under 
subsection (b) shall be construed to require a local educational agency to implement such guidelines.

(2) exCePtiOn. — Notwithstanding paragraph (1), the Secretary may enforce an agreement by a local educational 
agency to implement food allergy and anaphylaxis management guidelines as a condition of the receipt of a grant 
under subsection (c).
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SeC. 114. ReqUiRement fOR gUidAnCe RelAting tO POSt HARveSt PROCeSSing Of RAw OySteRS.

(a) in geneRAl. — Not later than 90 days prior to the issuance of any guidance, regulation, or suggested amendment 
by the Food and Drug Administration to the National Shellfish Sanitation Program’s Model Ordinance, or the 
issuance of any guidance or regulation by the Food and Drug Administration relating to the Seafood Hazard Analysis 
Critical Control Points Program of the Food and Drug Administration (parts 123 and 1240 of title 21, Code of Federal 
Regulations (or any successor regulations), where such guidance, regulation or suggested amendment relates to post 
harvest processing for raw oysters, the Secretary shall prepare and submit to the Committee on Health, Education, 
Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives a 
report which shall include —

(1) an assessment of how post harvest processing or other equivalent controls feasibly may be implemented in 
the fastest, safest, and most economical manner;

(2) the projected public health benefits of any proposed post harvest processing;

(3) the projected costs of compliance with such post harvest processing measures;

(4) the impact post harvest processing is expected to have on the sales, cost, and availability of raw oysters;

(5) criteria for ensuring post harvest processing standards will be applied equally to shellfish imported from all 
nations of origin;

(6) an evaluation of alternative measures to prevent, eliminate, or reduce to an acceptable level the occurrence 
of foodborne illness; and

(7) the extent to which the Food and Drug Administration has consulted with the States and other regulatory 
agencies, as appropriate, with regard to post harvest processing measures.

(b) limitAtiOn. — Subsection (a) shall not apply to the guidance described in section 103(h).

(c) Review And evAlUAtiOn. — Not later than 30 days after the Secretary issues a proposed regulation or guidance 
described in subsection (a), the Comptroller General of the United States shall —

(1) review and evaluate the report described in (a) and report to Congress on the findings of the estimates and 
analysis in the report;

(2) compare such proposed regulation or guidance to similar regulations or guidance with respect to other 
regulated foods, including a comparison of risks the Secretary may find associated with seafood and the instances 
of those risks in such other regulated foods; and

(3) evaluate the impact of post harvest processing on the competitiveness of the domestic oyster industry in the 
United States and in international markets.

(d) WAiveR. — The requirement of preparing a report under subsection (a) shall be waived if the Secretary issues 
a guidance that is adopted as a consensus agreement between Federal and State regulators and the oyster industry, 
acting through the Interstate Shellfish Sanitation Conference.

(e) PUBliC ACCeSS. — Any report prepared under this section shall be made available to the public.

SeC. 115. PORt SHOPPing.

Until the date on which the Secretary promulgates a final rule that implements the amendments made by section 
308 of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, (Public Law 107-
188), the Secretary shall notify the Secretary of Homeland Security of all instances in which the Secretary refuses 
to admit a food into the United States under section 801(a) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
381(a)) so that the Secretary of Homeland Security, acting through the Commissioner of Customs and Border 
Protection, may prevent food refused admittance into the United States by a United States port of entry from being 
admitted by another United States port of entry, through the notification of other such United States ports of entry.

SeC. 116. AlCOHOl-RelAted fACilitieS.

(a) in geneRAl. — Except as provided by sections 102, 206, 207, 302, 304, 402, 403, and 404 of this Act, and the 
amendments made by such sections, nothing in this Act, or the amendments made by this Act, shall be construed to 
apply to a facility that —
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(1) under the Federal Alcohol Administration Act (27 U.S.C. 201 et seq.) or chapter 51 of subtitle E of the 
Internal Revenue Code of 1986 (26 U.S.C. 5001 et seq.) is required to obtain a permit or to register with the 
Secretary of the Treasury as a condition of doing business in the United States; and

(2) under section 415 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 350d) is required to register as a 
facility because such facility is engaged in manufacturing, processing, packing, or holding 1 or more alcoholic 
beverages, with respect to the activities of such facility that relate to the manufacturing, processing, packing, or 
holding of alcoholic beverages.

(b) limited ReCeiPt And diStRiBUtiOn Of nOn-AlCOHOl fOOd. — Subsection (a) shall not apply to a facility 
engaged in the receipt and distribution of any non-alcohol food, except that such paragraph shall apply to a facility 
described in such paragraph that receives and distributes non-alcohol food, provided such food is received and 
distributed —

(1) in a prepackaged form that prevents any direct human contact with such food; and

(2) in amounts that constitute not more than 5 percent of the overall sales of such facility, as determined by the 
Secretary of the Treasury.

(c) RUle Of COnStRUCtiOn. — Except as provided in subsections (a) and (b), this section shall not be construed to 
exempt any food, other than alcoholic beverages, as defined in section 214 of the Federal Alcohol Administration Act 
(27 U.S.C. 214), from the requirements of this Act (including the amendments made by this Act).

title ii — imPROving CAPACity tO deteCt And ReSPOnd  
tO fOOd SAfety PROBlemS

SeC. 202. lABORAtORy ACCReditAtiOn fOR AnAlySeS Of fOOd.

(a) [Text not included. — Ed.]

(b) fOOd emeRgenCy ReSPOnSe netwORk. — The Secretary, in coordination with the Secretary of Agriculture, the 
Secretary of Homeland Security, and State, local, and tribal governments shall, not later than 180 days after the date 
of enactment of this Act, and biennially thereafter, submit to the relevant committees of Congress, and make publicly 
available on the Internet Web site of the Department of Health and Human Services, a report on the progress in 
implementing a national food emergency response laboratory network that —

(1) provides ongoing surveillance, rapid detection, and surge capacity for large-scale food-related emergencies, 
including intentional adulteration of the food supply;

(2) coordinates the food laboratory capacities of State, local, and tribal food laboratories, including the adoption 
of novel surveillance and identification technologies and the sharing of data between Federal agencies and State 
laboratories to develop national situational awareness;

(3) provides accessible, timely, accurate, and consistent food laboratory services throughout the United States;

(4) develops and implements a methods repository for use by Federal, State, and local officials;

(5) responds to food-related emergencies; and

(6) is integrated with relevant laboratory networks administered by other Federal agencies.

SeC. 203. integRAted COnSORtiUm Of lABORAtORy netwORkS.

(a) in geneRAl. — The Secretary of Homeland Security, in coordination with the Secretary of Health and Human 
Services, the Secretary of Agriculture, the Secretary of Commerce, and the Administrator of the Environmental 
Protection Agency, shall maintain an agreement through which relevant laboratory network members, as determined 
by the Secretary of Homeland Security, shall —

(1) agree on common laboratory methods in order to reduce the time required to detect and respond to foodborne 
illness outbreaks and facilitate the sharing of knowledge and information relating to animal health, agriculture, 
and human health;

(2) identify means by which laboratory network members could work cooperatively —

(A) to optimize national laboratory preparedness; and

(B) to provide surge capacity during emergencies; and
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(3) engage in ongoing dialogue and build relationships that will support a more effective and integrated response 
during emergencies.

(b) RePORting ReqUiRement. — The Secretary of Homeland Security shall, on a biennial basis, submit to the 
relevant committees of Congress, and make publicly available on the Internet Web site of the Department of Homeland 
Security, a report on the progress of the integrated consortium of laboratory networks, as established under subsection 
(a), in carrying out this section.

SeC. 204. enHAnCing tRACking And tRACing Of fOOd And ReCORdkeePing.

(a) PilOt PROjeCtS. —

(1) in geneRAl. — Not later than 270 days after the date of enactment of this Act, the Secretary of Health and 
Human Services (referred to in this section as the “Secretary”), taking into account recommendations from the 
Secretary of Agriculture and representatives of State departments of health and agriculture, shall establish pilot 
projects in coordination with the food industry to explore and evaluate methods to rapidly and effectively identify 
recipients of food to prevent or mitigate a foodborne illness outbreak and to address credible threats of serious 
adverse health consequences or death to humans or animals as a result of such food being adulterated under 
section 402 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 342) or misbranded under section 403(w) 
of such Act (21 U.S.C. 343(w)).

(2) COntent. — The Secretary shall conduct 1 or more pilot projects under paragraph (1) in coordination with 
the processed food sector and 1 or more such pilot projects in coordination with processors or distributors of 
fruits and vegetables that are raw agricultural commodities. The Secretary shall ensure that the pilot projects 
under paragraph (1) reflect the diversity of the food supply and include at least 3 different types of foods that 
have been the subject of significant outbreaks during the 5-year period preceding the date of enactment of this 
Act, and are selected in order to —

(A) develop and demonstrate methods for rapid and effective tracking and tracing of foods in a manner that 
is practicable for facilities of varying sizes, including small businesses;

(B) develop and demonstrate appropriate technologies, including technologies existing on the date of 
enactment of this Act, that enhance the tracking and tracing of food; and

(C) inform the promulgation of regulations under subsection (d).

(3) RePORt. — Not later than 18 months after the date of enactment of this Act, the Secretary shall report to 
Congress on the findings of the pilot projects under this subsection together with recommendations for improving 
the tracking and tracing of food.

(b) AdditiOnAl dAtA gAtHeRing. —

(1) in geneRAl. — The Secretary, in coordination with the Secretary of Agriculture and multiple representatives 
of State departments of health and agriculture, shall assess —

(A) the costs and benefits associated with the adoption and use of several product tracing technologies, 
including technologies used in the pilot projects under subsection (a);

(B) the feasibility of such technologies for different sectors of the food industry, including small businesses; 
and

(C) whether such technologies are compatible with the requirements of this subsection.

(2) ReqUiRementS. — To the extent practicable, in carrying out paragraph (1), the Secretary shall —

(A) evaluate domestic and international product tracing practices in commercial use;

(B) consider international efforts, including an assessment of whether product tracing requirements 
developed under this section are compatible with global tracing systems, as appropriate; and

(C) consult with a diverse and broad range of experts and stakeholders, including representatives of the 
food industry, agricultural producers, and nongovernmental organizations that represent the interests of 
consumers.

(c) PROdUCt tRACing SyStem. — The Secretary, in consultation with the Secretary of Agriculture, shall, as 
appropriate, establish within the Food and Drug Administration a product tracing system to receive information that 
improves the capacity of the Secretary to effectively and rapidly track and trace food that is in the United States or 
offered for import into the United States. Prior to the establishment of such product tracing system, the Secretary 
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shall examine the results of applicable pilot projects and shall ensure that the activities of such system are adequately 
supported by the results of such pilot projects.

(d) AdditiOnAl ReCORdkeePing ReqUiRementS fOR HigH RiSk fOOdS. —

(1) in geneRAl. — In order to rapidly and effectively identify recipients of a food to prevent or mitigate a 
foodborne illness outbreak and to address credible threats of serious adverse health consequences or death to 
humans or animals as a result of such food being adulterated under section 402 of the Federal Food, Drug, and 
Cosmetic Act or misbranded under section 403(w) of such Act, not later than 2 years after the date of enactment 
of this Act, the Secretary shall publish a notice of proposed rulemaking to establish recordkeeping requirements, 
in addition to the requirements under section 414 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 350c) 
and subpart J of part 1 of title 21, Code of Federal Regulations (or any successor regulations), for facilities that 
manufacture, process, pack, or hold foods that the Secretary designates under paragraph (2) as high-risk foods. 
The Secretary shall set an appropriate effective date of such additional requirements for foods designated as high 
risk that takes into account the length of time necessary to comply with such requirements. Such requirements 
shall —

(A) relate only to information that is reasonably available and appropriate;

(B) be science-based;

(C) not prescribe specific technologies for the maintenance of records;

(D) ensure that the public health benefits of imposing additional recordkeeping requirements outweigh the 
cost of compliance with such requirements;

(E) be scale-appropriate and practicable for facilities of varying sizes and capabilities with respect to costs 
and recordkeeping burdens, and not require the creation and maintenance of duplicate records where the 
information is contained in other company records kept in the normal course of business;

(F) minimize the number of different recordkeeping requirements for facilities that handle more than 1 type 
of food;

(G) to the extent practicable, not require a facility to change business systems to comply with such 
requirements;

(H) allow any person subject to this subsection to maintain records required under this subsection at a 
central or reasonably accessible location provided that such records can be made available to the Secretary 
not later than 24 hours after the Secretary requests such records; and

(I) include a process by which the Secretary may issue a waiver of the requirements under this subsection 
if the Secretary determines that such requirements would result in an economic hardship for an individual 
facility or a type of facility;

(J) be commensurate with the known safety risks of the designated food;

(K) take into account international trade obligations;

(L) not require —

(i) a full pedigree, or a record of the complete previous distribution history of the food from the point 
of origin of such food;

(ii) records of recipients of a food beyond the immediate subsequent recipient of such food; or

(iii) product tracking to the case level by persons subject to such requirements; and

(M) include a process by which the Secretary may remove a high-risk food designation developed under 
paragraph (2) for a food or type of food.

(2) deSignAtiOn Of HigH-RiSk fOOdS. —

(A) in geneRAl. — Not later than 1 year after the date of enactment of this Act, and thereafter as the 
Secretary determines necessary, the Secretary shall designate high-risk foods for which the additional 
recordkeeping requirements described in paragraph (1) are appropriate and necessary to protect the public 
health. Each such designation shall be based on —

(i) the known safety risks of a particular food, including the history and severity of foodborne illness 
outbreaks attributed to such food, taking into consideration foodborne illness data collected by the 
Centers for Disease Control and Prevention;
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(ii) the likelihood that a particular food has a high potential risk for microbiological or chemical 
contamination or would support the growth of pathogenic microorganisms due to the nature of the food 
or the processes used to produce such food;

(iii) the point in the manufacturing process of the food where contamination is most likely to occur;

(iv) the likelihood of contamination and steps taken during the manufacturing process to reduce the 
possibility of contamination;

(v) the likelihood that consuming a particular food will result in a foodborne illness due to contamination 
of the food; and

(vi) the likely or known severity, including health and economic impacts, of a foodborne illness 
attributed to a particular food.

(B) liSt Of HigH-RiSk fOOdS. — At the time the Secretary promulgates the final rules under paragraph 
(1), the Secretary shall publish the list of the foods designated under subparagraph (A) as high-risk foods on 
the Internet website of the Food and Drug Administration. The Secretary may update the list to designate new 
high-risk foods and to remove foods that are no longer deemed to be high-risk foods, provided that each such 
update to the list is consistent with the requirements of this subsection and notice of such update is published 
in the Federal Register.

(3) PROteCtiOn Of SenSitive infORmAtiOn. — In promulgating regulations under this subsection, the Secretary 
shall take appropriate measures to ensure that there are effective procedures to prevent the unauthorized disclosure 
of any trade secret or confidential information that is obtained by the Secretary pursuant to this section, including 
periodic risk assessment and planning to prevent unauthorized release and controls to —

(A) prevent unauthorized reproduction of trade secret or confidential information;

(B) prevent unauthorized access to trade secret or confidential information; and

(C) maintain records with respect to access by any person to trade secret or confidential information 
maintained by the agency.

(4) PUBliC inPUt. — During the comment period in the notice of proposed rulemaking under paragraph (1), 
the Secretary shall conduct not less than 3 public meetings in diverse geographical areas of the United States to 
provide persons in different regions an opportunity to comment.

(5) RetentiOn Of ReCORdS. — Except as otherwise provided in this subsection, the Secretary may require that 
a facility retain records under this subsection for not more than 2 years, taking into consideration the risk of 
spoilage, loss of value, or loss of palatability of the applicable food when determining the appropriate timeframes.

(6) limitAtiOnS. —

(A) fARm tO SCHOOl PROgRAmS. — In establishing requirements under this subsection, the Secretary 
shall, in consultation with the Secretary of Agriculture, consider the impact of requirements on farm to 
school or farm to institution programs of the Department of Agriculture and other farm to school and farm 
to institution programs outside such agency, and shall modify the requirements under this subsection, as 
appropriate, with respect to such programs so that the requirements do not place undue burdens on farm to 
school or farm to institution programs.

(B) identity-PReSeRved lABelS witH ReSPeCt tO fARm SAleS Of fOOd tHAt iS PROdUCed And 
PACkAged On A fARm. — The requirements under this subsection shall not apply to a food that is produced 
and packaged on a farm if —

(i) the packaging of the food maintains the integrity of the product and prevents subsequent contamination 
or alteration of the product; and

(ii) the labeling of the food includes the name, complete address (street address, town, State, country, 
and zip or other postal code), and business phone number of the farm, unless the Secretary waives the 
requirement to include a business phone number of the farm, as appropriate, in order to accommodate 
a religious belief of the individual in charge of such farm.

(C) fiSHing veSSelS. — The requirements under this subsection with respect to a food that is produced 
through the use of a fishing vessel (as defined in section 3(18) of the Magnuson-Stevens Fishery Conservation 
and Management Act (16 U.S.C. 1802(18))) shall be limited to the requirements under subparagraph (F) 
until such time as the food is sold by the owner, operator, or agent in charge of such fishing vessel.
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(D) COmmingled RAw AgRiCUltURAl COmmOditieS. —

(i) limitAtiOn On extent Of tRACing. — Recordkeeping requirements under this subsection with 
regard to any commingled raw agricultural commodity shall be limited to the requirements under 
subparagraph (F).

(ii) DEFINITIONS. — For the purposes of this subparagraph —

(I) the term “commingled raw agricultural commodity” means any commodity that is combined or 
mixed after harvesting, but before processing;

(II) the term “commingled raw agricultural commodity” shall not include types of fruits and 
vegetables that are raw agricultural commodities for which the Secretary has determined that 
standards promulgated under section 419 of the Federal Food, Drug, and Cosmetic Act (as added 
by section 105) would minimize the risk of serious adverse health consequences or death; and

(III) the term “processing” means operations that alter the general state of the commodity, such 
as canning, cooking, freezing, dehydration, milling, grinding, pasteurization, or homogenization.

(E) exemPtiOn Of OtHeR fOOdS. — The Secretary may, by notice in the Federal Register, modify 
the requirements under this subsection with respect to, or exempt a food or a type of facility from, the 
requirements of this subsection (other than the requirements under subparagraph (F), if applicable) if 
the Secretary determines that product tracing requirements for such food (such as bulk or commingled 
ingredients that are intended to be processed to destroy pathogens) or type of facility is not necessary to 
protect the public health.

(F) ReCORdkeePing RegARding PReviOUS SOURCeS And SUBSeqUent ReCiPientS. — In the case of a 
person or food to which a limitation or exemption under subparagraph (C), (D), or (E) applies, if such 
person, or a person who manufactures, processes, packs, or holds such food, is required to register with the 
Secretary under section 415 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 350d) with respect to 
the manufacturing, processing, packing, or holding of the applicable food, the Secretary shall require such 
person to maintain records that identify the immediate previous source of such food and the immediate 
subsequent recipient of such food.

(G) gROCeRy StOReS. — With respect to a sale of a food described in subparagraph (H) to a grocery store, 
the Secretary shall not require such grocery store to maintain records under this subsection other than 
records documenting the farm that was the source of such food. The Secretary shall not require that such 
records be kept for more than 180 days.

(H) fARm SAleS tO COnSUmeRS. — The Secretary shall not require a farm to maintain any distribution 
records under this subsection with respect to a sale of a food described in subparagraph (I) (including a sale of 
a food that is produced and packaged on such farm), if such sale is made by the farm directly to a consumer.

(I) SAle Of A fOOd. — A sale of a food described in this subparagraph is a sale of a food in which —

(i) the food is produced on a farm; and

(ii) the sale is made by the owner, operator, or agent in charge of such farm directly to a consumer or 
grocery store.

(7) nO imPACt On nOn-HigH-RiSk fOOdS. — The recordkeeping requirements established under paragraph 
(1) shall have no effect on foods that are not designated by the Secretary under paragraph (2) as high-risk 
foods. Foods described in the preceding sentence shall be subject solely to the recordkeeping requirements under 
section 414 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 350c) and subpart J of part 1 of title 21, 
Code of Federal Regulations (or any successor regulations).

(e) evAlUAtiOn And ReCOmmendAtiOnS. —

(1) RePORt. — Not later than 1 year after the effective date of the final rule promulgated under subsection (d) 
(1), the Comptroller General of the United States shall submit to Congress a report, taking into consideration the 
costs of compliance and other regulatory burdens on small businesses and Federal, State, and local food safety 
practices and requirements, that evaluates the public health benefits and risks, if any, of limiting —

(A) the product tracing requirements under subsection (d) to foods identified under paragraph (2) of such 
subsection, including whether such requirements provide adequate assurance of traceability in the event of 
intentional adulteration, including by acts of terrorism; and

(B) the participation of restaurants in the recordkeeping requirements.
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(2) deteRminAtiOn And ReCOmmendAtiOnS. — In conducting the evaluation and report under paragraph (1), 
if the Comptroller General of the United States determines that the limitations described in such paragraph do 
not adequately protect the public health, the Comptroller General shall submit to Congress recommendations, if 
appropriate, regarding recordkeeping requirements for restaurants and additional foods, in order to protect the 
public health.

(f) fARmS. —

(1) ReqUeSt fOR infORmAtiOn. — Notwithstanding subsection (d), during an active investigation of a 
foodborne illness outbreak, or if the Secretary determines it is necessary to protect the public health and prevent 
or mitigate a foodborne illness outbreak, the Secretary, in consultation and coordination with State and local 
agencies responsible for food safety, as appropriate, may request that the owner, operator, or agent of a farm 
identify potential immediate recipients, other than consumers, of an article of the food that is the subject of such 
investigation if the Secretary reasonably believes such article of food —

(A) is adulterated under section 402 of the Federal Food, Drug, and Cosmetic Act;

(B) presents a threat of serious adverse health consequences or death to humans or animals; and

(C) was adulterated as described in subparagraph (A) on a particular farm (as defined in section 1.227 of 
chapter 21, Code of Federal Regulations (or any successor regulation)).

(2) mAnneR Of ReqUeSt. — In making a request under paragraph (1), the Secretary, in consultation and 
coordination with State and local agencies responsible for food safety, as appropriate, shall issue a written notice 
to the owner, operator, or agent of the farm to which the article of food has been traced. The individual providing 
such notice shall present to such owner, operator, or agent appropriate credentials and shall deliver such notice 
at reasonable times and within reasonable limits and in a reasonable manner.

(3) deliveRy Of infORmAtiOn ReqUeSted. — The owner, operator, or agent of a farm shall deliver the 
information requested under paragraph (1) in a prompt and reasonable manner. Such information may consist of 
records kept in the normal course of business, and may be in electronic or non-electronic format.

(4) limitAtiOn. — A request made under paragraph (1) shall not include a request for information relating to 
the finances, pricing of commodities produced, personnel, research, sales (other than information relating to 
shipping), or other disclosures that may reveal trade secrets or confidential information from the farm to which 
the article of food has been traced, other than information necessary to identify potential immediate recipients 
of such food. Section 301(j) of the Federal Food, Drug, and Cosmetic Act and the Freedom of Information Act 
shall apply with respect to any confidential commercial information that is disclosed to the Food and Drug 
Administration in the course of responding to a request under paragraph (1).

(5) ReCORdS. — Except with respect to identifying potential immediate recipients in response to a request 
under this subsection, nothing in this subsection shall require the establishment or maintenance by farms of new 
records.

(g) nO limitAtiOn On COmmingling Of fOOd. — Nothing in this section shall be construed to authorize the 
Secretary to impose any limitation on the commingling of food.

(h) SmAll entity COmPliAnCe gUide. — Not later than 180 days after promulgation of a final rule under subsection 
(d), the Secretary shall issue a small entity compliance guide setting forth in plain language the requirements of the 
regulations under such subsection in order to assist small entities, including farms and small businesses, in complying 
with the recordkeeping requirements under such subsection.

(i) flexiBility fOR SmAll BUSineSSeS. — Notwithstanding any other provision of law, the regulations promulgated 
under subsection (d) shall apply —

(1) to small businesses (as defined by the Secretary in section 103, not later than 90 days after the date of 
enactment of this Act) beginning on the date that is 1 year after the effective date of the final regulations 
promulgated under subsection (d); and

(2) to very small businesses (as defined by the Secretary in section 103, not later than 90 days after the date 
of enactment of this Act) beginning on the date that is 2 years after the effective date of the final regulations 
promulgated under subsection (d).
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SeC. 205. SURveillAnCe.

(a) definitiOn Of fOOdBORne illneSS OUtBReAk. — In this Act, the term “foodborne illness outbreak” means the 
occurrence of 2 or more cases of a similar illness resulting from the ingestion of a certain food.

(b) fOOdBORne illneSS SURveillAnCe SyStemS. —

(1) in geneRAl. — The Secretary, acting through the Director of the Centers for Disease Control and Prevention, 
shall enhance foodborne illness surveillance systems to improve the collection, analysis, reporting, and usefulness 
of data on foodborne illnesses by —

(A) coordinating Federal, State and local foodborne illness surveillance systems, including complaint 
systems, and increasing participation in national networks of public health and food regulatory agencies 
and laboratories;

(B) facilitating sharing of surveillance information on a more timely basis among governmental agencies, 
including the Food and Drug Administration, the Department of Agriculture, the Department of Homeland 
Security, and State and local agencies, and with the public;

(C) developing improved epidemiological tools for obtaining quality exposure data and microbiological 
methods for classifying cases;

(D) augmenting such systems to improve attribution of a foodborne illness outbreak to a specific food;

(E) expanding capacity of such systems, including working toward automatic electronic searches, for 
implementation of identification practices, including fingerprinting strategies, for foodborne infectious 
agents, in order to identify new or rarely documented causes of foodborne illness and submit standardized 
information to a centralized database;

(F) allowing timely public access to aggregated, de-identified surveillance data;

(G) at least annually, publishing current reports on findings from such systems;

(H) establishing a flexible mechanism for rapidly initiating scientific research by academic institutions;

(I) integrating foodborne illness surveillance systems and data with other biosurveillance and public health 
situational awareness capabilities at the Federal, State, and local levels, including by sharing foodborne 
illness surveillance data with the National Biosurveillance Integration Center; and

(J) other activities as determined appropriate by the Secretary.

(2) wORking gROUP. — The Secretary shall support and maintain a diverse working group of experts and 
stakeholders from Federal, State, and local food safety and health agencies, the food and food testing industries, 
consumer organizations, and academia. Such working group shall provide the Secretary, through at least annual 
meetings of the working group and an annual public report, advice and recommendations on an ongoing and 
regular basis regarding the improvement of foodborne illness surveillance and implementation of this section, 
including advice and recommendations on —

(A) the priority needs of regulatory agencies, the food industry, and consumers for information and analysis 
on foodborne illness and its causes;

(B) opportunities to improve the effectiveness of initiatives at the Federal, State, and local levels, including 
coordination and integration of activities among Federal agencies, and between the Federal, State, and local 
levels of government;

(C) improvement in the timeliness and depth of access by regulatory and health agencies, the food industry, 
academic researchers, and consumers to foodborne illness aggregated, de-identified surveillance data 
collected by government agencies at all levels, including data compiled by the Centers for Disease Control 
and Prevention;

(D) key barriers at Federal, State, and local levels to improving foodborne illness surveillance and the utility 
of such surveillance for preventing foodborne illness;

(E) the capabilities needed for establishing automatic electronic searches of surveillance data; and

(F) specific actions to reduce barriers to improvement, implement the working group’s recommendations, 
and achieve the purposes of this section, with measurable objectives and timelines, and identification of 
resource and staffing needs.

(3) AUtHORizAtiOn Of APPROPRiAtiOnS. — To carry out the activities described in paragraph (1), there is 
authorized to be appropriated $24,000,000 for each fiscal years 2011 through 2015.
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(c) imPROving fOOd SAfety And defenSe CAPACity At tHe StAte And lOCAl level. —

(1) in geneRAl. — The Secretary shall develop and implement strategies to leverage and enhance the food 
safety and defense capacities of State and local agencies in order to achieve the following goals:

(A) Improve foodborne illness outbreak response and containment.

(B) Accelerate foodborne illness surveillance and outbreak investigation, including rapid shipment of clinical 
isolates from clinical laboratories to appropriate State laboratories, and conducting more standardized illness 
outbreak interviews.

(C) Strengthen the capacity of State and local agencies to carry out inspections and enforce safety standards.

(D) Improve the effectiveness of Federal, State, and local partnerships to coordinate food safety and defense 
resources and reduce the incidence of foodborne illness.

(E) Share information on a timely basis among public health and food regulatory agencies, with the food 
industry, with health care providers, and with the public.

(F) Strengthen the capacity of State and local agencies to achieve the goals described in section 108.

(2) Review. — In developing of the strategies required by paragraph (1), the Secretary shall, not later than 1 year 
after the date of enactment of the FDA Food Safety Modernization Act, complete a review of State and local 
capacities, and needs for enhancement, which may include a survey with respect to —

(A) staffing levels and expertise available to perform food safety and defense functions;

(B) laboratory capacity to support surveillance, outbreak response, inspection, and enforcement activities;

(C) information systems to support data management and sharing of food safety and defense information 
among State and local agencies and with counterparts at the Federal level; and

(D) other State and local activities and needs as determined appropriate by the Secretary.

(d) fOOd SAfety CAPACity BUilding gRAntS. — Section 317R(b) of the Public Health Service Act (42 U.S.C. 
247b-20(b)) is amended —

(1) by striking “2002” and inserting “2010”; and

(2) by striking “2003 through 2006” and inserting “2011 through 2015”.

SeC. 206. mAndAtORy ReCAll AUtHORity.

(a) – (d) [Text not included. — Ed.]

(e) GAO Review. —

(1) in geneRAl. — Not later than 90 days after the date of enactment of this Act, the Comptroller General of the 
United States shall submit to Congress a report that —

(A) identifies State and local agencies with the authority to require the mandatory recall of food, and 
evaluates use of such authority with regard to frequency, effectiveness, and appropriateness, including 
consideration of any new or existing mechanisms available to compensate persons for general and specific 
recall-related costs when a recall is subsequently determined by the relevant authority to have been an error;

(B) identifies Federal agencies, other than the Department of Health and Human Services, with mandatory 
recall authorityandexamines use of thatauthority with regard to frequency, effectiveness, andappropriateness, 
including any new or existing mechanisms available to compensate persons for general and specific recall- 
related costs when a recall is subsequently determined by the relevant agency to have been an error;

(C) considers models for farmer restitution implemented in other nations in cases of erroneous recalls; and

(D) makes recommendations to the Secretary regarding use of the authority under section 423 of the Federal 
Food, Drug, and Cosmetic Act (as added by this section) to protect the public health while seeking to 
minimize unnecessary economic costs.

(2) effeCt Of Review. — If the Comptroller General of the United States finds, after the review conducted 
under paragraph (1), that the mechanisms described in such paragraph do not exist or are inadequate, then, not 
later than 90 days after the conclusion of such review, the Secretary of Agriculture shall conduct a study of the 
feasibility of implementing a farmer indemnification program to provide restitution to agricultural producers for 
losses sustained as a result of a mandatory recall of an agricultural commodity by a Federal or State regulatory 
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agency that is subsequently determined to be in error. The Secretary of Agriculture shall submit to the Committee 
on Agriculture of the House of Representatives and the Committee on Agriculture, Nutrition, and Forestry of the 
Senate a report that describes the results of the study, including any recommendations.

(f) AnnUAl RePORt tO COngReSS. —

(1) in geneRAl. — Not later than 2 years after the date of enactment of this Act and annually thereafter, the 
Secretary of Health and Human Services (referred to in this subsection as the “Secretary”) shall submit a report 
to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and 
Commerce of the House of Representatives on the use of recall authority under section 423 of the Federal Food, 
Drug, and Cosmetic Act (as added by subsection (a)) and any public health advisories issued by the Secretary 
that advise against the consumption of an article of food on the ground that the article of food is adulterated and 
poses an imminent danger to health.

(2) COntent. — The report under paragraph (1) shall include, with respect to the report year —

(A) the identity of each article of food that was the subject of a public health advisory described in paragraph 
(1), an opportunity to cease distribution and recall under subsection (a) of section 423 of the Federal Food, 
Drug, and Cosmetic Act, or a mandatory recall order under subsection (b) of such section;

(B) the number of responsible parties, as defined in section 417 of the Federal Food, Drug, and Cosmetic 
Act, formally given the opportunity to cease distribution of an article of food and recall such article, as 
described in section 423(a) of such Act;

(C) the number of responsible parties described in subparagraph (B) who did not cease distribution of or 
recall an article of food after given the opportunity to cease distribution or recall under section 423(a) of the 
Federal Food, Drug, and Cosmetic Act;

(D) the number of recall orders issued under section 423(b) of the Federal Food, Drug, and Cosmetic Act; 
and

(E) a description of any instances in which there was no testing that confirmed adulteration of an article of 
food that was the subject of a recall under section 423(b) of the Federal Food, Drug, and Cosmetic Act or a 
public health advisory described in paragraph (1).

SeC. 208. deCOntAminAtiOn And diSPOSAl StAndARdS And PlAnS.

(a) in geneRAl. — The Administrator of the Environmental Protection Agency (referred to in this section as the 
“Administrator”), in coordination with the Secretary of Health and Human Services, Secretary of Homeland Security, 
and Secretary of Agriculture, shall provide support for, and technical assistance to, State, local, and tribal governments 
in preparing for, assessing, decontaminating, and recovering from an agriculture or food emergency.

(b) develOPment Of StAndARdS. — In carrying out subsection (a), the Administrator, in coordination with the 
Secretary of Health and Human Services, Secretary of Homeland Security, Secretary of Agriculture, and State, 
local, and tribal governments, shall develop and disseminate specific standards and protocols to undertake clean-up, 
clearance, and recovery activities following the decontamination and disposal of specific threat agents and foreign 
animal diseases.

(c) develOPment Of mOdel PlAnS. — In carrying out subsection (a), the Administrator, the Secretary of Health 
and Human Services, and the Secretary of Agriculture shall jointly develop and disseminate model plans for —

(1) the decontamination of individuals, equipment, and facilities following an intentional contamination of 
agriculture or food; and

(2) the disposal of large quantities of animals, plants, or food products that have been infected or contaminated by 
specific threat agents and foreign animal diseases.

(d) exeRCiSeS. — In carrying out subsection (a), the Administrator, in coordination with the entities described under 
subsection (b), shall conduct exercises at least annually to evaluate and identify weaknesses in the decontamination 
and disposal model plans described in subsection (c). Such exercises shall be carried out, to the maximum extent 
practicable, as part of the national exercise program under section 648(b)(1) of the Post-Katrina Emergency 
Management Reform Act of 2006 (6 U.S.C. 748(b)(1)).

(e) mOdifiCAtiOnS. — Based on the exercises described in subsection (d), the Administrator, in coordination with 
the entities described in subsection (b), shall review and modify as necessary the plans described in subsection (c) 
not less frequently than biennially.
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(f) PRiORitizAtiOn. — The Administrator, in coordination with the entities described in subsection (b), shall develop 
standards and plans under subsections (b) and (c) in an identified order of priority that takes into account —

(1) highest-risk biological, chemical, and radiological threat agents;

(2) agents that could cause the greatest economic devastation to the agriculture and food system; and

(3) agents that are most difficult to clean or remediate.

SeC. 209. imPROving tHe tRAining Of StAte, lOCAl, teRRitORiAl, And tRiBAl fOOd SAfety OffiCiAlS.

(a) [Text not included. — Ed.]

(b) nAtiOnAl fOOd SAfety tRAining , edUCAtiOn, extenSiOn, OUtReACH, And teCHniCAl ASSiStAnCe PROgRAm.
— Title IV of the Agricultural Research, Extension, and Education Reform Act of 1998 is amended by inserting 
after section 404 (7 U.S.C. 7624) the following:

“SeC. 405. nAtiOnAl fOOd SAfety tRAining, edUCAtiOn, extenSiOn, OUtReACH, And teCHniCAl ASSiStAnCe 
PROgRAm.

“(a) IN GENERAL. — The Secretary shall award grants under this section to carry out the competitive grant program 
established under section 1011(d) of the Federal Food, Drug, and Cosmetic Act, pursuant to any memoranda of 
understanding entered into under such section.

“(b) integRAted APPROACH. — The grant program described under subsection (a) shall be carried out under this 
section in a manner that facilitates the integration of food safety standards and guidance with the variety of agricultural 
production systems, encompassing conventional, sustainable, organic, and conservation and environmental practices.

“(c) PRiORity. — In awarding grants under this section, the Secretary shall give priority to projects that target small 
and medium-sized farms, beginning farmers, socially disadvantaged farmers, small processors, or small fresh fruit 
and vegetable merchant wholesalers.

“(d) PROGRAM COORDINATION. —

“(1) IN GENERAL. — The Secretary shall coordinate implementation of the grant program under this section with 
the National Integrated Food Safety Initiative.

“(2) INTERACTION. — The Secretary shall —

“(A) in carrying out the grant program under this section, take into consideration applied research, education, 
and extension results obtained from the National Integrated Food Safety Initiative; and

“(B) in determining the applied research agenda for the National Integrated Food Safety Initiative, take into 
consideration the needs articulated by participants in projects funded by the program under this section.

“(e) GRANTS. —

“(1) IN GENERAL. — In carrying out this section, the Secretary shall make competitive grants to support training, 
education, extension, outreach, and technical assistance projects that will help improve public health by increasing 
the understanding and adoption of established food safety standards, guidance, and protocols.

“(2) ENCOURAGED FEATURES. — The Secretary shall encourage projects carried out using grant funds under this 
section to include co-management of food safety, conservation systems, and ecological health.

“(3) mAximUm TERM AND Size OF GRANT. —

“(A) IN GENERAL. — A grant under this section shall have a term that is not more than 3 years.

“(B) LIMITATION ON GRANT FUNDING. — The Secretary may not provide grant funding to an entity under 
this section after such entity has received 3 years of grant funding under this section.

“(f) gRAnt eligiBility. —

“(1) IN GENERAL. — To be eligible for a grant under this section, an entity shall be —

“(A) a State cooperative extension service;

“(B) a Federal, State, local, or tribal agency, a nonprofit community-based or non-governmental organization, 
or an organization representing owners and operators of farms, small food processors, or small fruit and 
vegetable merchant wholesalers that has a commitment to public health and expertise in administering 
programs that contribute to food safety;
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“(C) an institution of higher education (as defined in section 101(a) of the Higher Education Act of 1965 (20 
U.S.C. 1001(a))) or a foundation maintained by an institution of higher education; 

“(D) a collaboration of 2 of more eligible entities described in this subsection; or 

“(E) such other appropriate entity, as determined by the Secretary.

“(2) MULTISTATE PARtneRSHiPS. — Grants under this section may be made for projects involving more than 1 State.

“(g) REGIONAL BALANCE. — In making grants under this section, the Secretary shall, to the maximum extent 
practicable, ensure —

“(1) geographic diversity; and

“(2) diversity of types of agricultural production.

“(h) teCHniCAl ASSISTANCE. — The Secretary may use funds made available under this section to provide technical 
assistance to grant recipients to further the purposes of this section.

“(i) BEST PRACtiCeS AND MODEL PROgRAmS. — Based on evaluations of, and responses arising from, projects funded 
under this section, the Secretary may issue a set of recommended best practices and models for food safety training 
programs for agricultural producers, small food processors, and small fresh fruit and vegetable merchant wholesalers.

“(j) AUtHORizAtiOn OF APPROPRiAtiOnS. — For the purposes of making grants under this section, there are authorized 
to be appropriated such sums as may be necessary for fiscal years 2011 through 2015.”.

SeC. 210. enHAnCing fOOd SAfety.

(a) [Text not included. — Ed.]

(b) CenteRS Of exCellenCe. — Part P of the Public Health Service Act (42 U.S.C. 280g et seq.) is amended by 
adding at the end the following:

“SeC. 399v-5. fOOd SAfety integRAted CenteRS Of exCellenCe.

“(a) IN GENERAL. — Not later than 1 year after the date of enactment of the FDA Food Safety Modernization Act, 
the Secretary, acting through the Director of the Centers for Disease Control and Prevention and in consultation with 
the working group described in subsection (b)(2), shall designate 5 Integrated Food Safety Centers of Excellence 
(referred to in this section as the ‘Centers of Excellence’) to serve as resources for Federal, State, and local public 
health professionals to respond to foodborne illness outbreaks. The Centers of Excellence shall be headquartered at 
selected State health departments.

“(b) SELECTION OF CENTERS OF exCellenCe. —

“(1) ELIGIBLE ENTITIES. — To be eligible to be designated as a Center of Excellence under subsection (a), an 
entity shall —

“(A) be a State health department;

“(B) partner with 1 or more institutions of higher education that have demonstrated knowledge, expertise, 
and meaningful experience with regional or national food production, processing, and distribution, as well 
as leadership in the laboratory, epidemiological, and environmental detection and investigation of foodborne 
illness; and

“(C) provide to the Secretary such information, at such time, and in such manner, as the Secretary may 
require.

“(2) wORking gROUP. — Not later than 180 days after the date of enactment of the FDA Food Safety 
Modernization Act, the Secretary shall establish a diverse working group of experts and stakeholders from 
Federal, State, and local food safety and health agencies, the food industry, including food retailers and food 
manufacturers, consumer organizations, and academia to make recommendations to the Secretary regarding 
designations of the Centers of Excellence.

“(3) ADDITIONAL CENTERS OF exCellenCe. — The Secretary may designate eligible entities to be regional Food 
Safety Centers of Excellence, in addition to the 5 Centers designated under subsection (a).

“(c) ACTIVITIES. — Under the leadership of the Director of the Centers for Disease Control and Prevention, each 
Center of Excellence shall be based out of a selected State health department, which shall provide assistance to other 
regional, State, and local departments of health through activities that include —
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“(1) providing resources, including timely information concerning symptoms and tests, for frontline health 
professionals interviewing individuals as part of routine surveillance and outbreak investigations;

“(2) providing analysis of the timeliness and effectiveness of foodborne disease surveillance and outbreak 
response activities;

“(3) providing training for epidemiological and environmental investigation of foodborne illness, including 
suggestions for streamlining and standardizing the investigation process;

“(4) establishing fellowships, stipends, and scholarships to train future epidemiological and food-safety leaders 
and to address critical workforce shortages;

“(5) training and coordinating State and local personnel;

“(6) strengthening capacity to participate in existing or new foodborne illness surveillance and environmental 
assessment information systems; and

“(7) conducting research and outreach activities focused on increasing prevention, communication, and education 
regarding food safety.

“(d) RePORt TO CONGRESS. — Not later than 2 years after the date of enactment of the FDAFood Safety Modernization 
Act, the Secretary shall submit to Congress a report that —

“(1) describes the effectiveness of the Centers of Excellence; and

“(2) provides legislative recommendations or describes additional resources required by the Centers of 
Excellence.

“(e) AUtHORizAtiOn OF APPROPRiAtiOnS. — There is authorized to be appropriated such sums as may be necessary 
to carry out this section.

“(f) NO dUPliCAtiOn OF EFFORT. — In carrying out activities of the Centers of Excellence or other programs under 
this section, the Secretary shall not duplicate other Federal foodborne illness response efforts.”.

title iii — imPROving tHe SAfety Of imPORted fOOd

SeC. 305. BUilding CAPACity Of fOReign gOveRnmentS witH ReSPeCt tO fOOd SAfety.

(a) in geneRAl. — The Secretary shall, not later than 2 years of the date of enactment of this Act, develop a 
comprehensive plan to expand the technical, scientific, and regulatory food safety capacity of foreign governments, 
and their respective food industries, from which foods are exported to the United States.

(b) COnSUltAtiOn. — In developing the plan under subsection (a), the Secretary shall consult with the Secretary of 
Agriculture, Secretary of State, Secretary of the Treasury, the Secretary of Homeland Security, the United States Trade 
Representative, and the Secretary of Commerce, representatives of the food industry, appropriate foreign government 
officials, nongovernmental organizations that represent the interests of consumers, and other stakeholders.

(c) PlAn. — The plan developed under subsection (a) shall include, as appropriate, the following:

(1) Recommendations for bilateral and multilateral arrangements and agreements, including provisions to 
provide for responsibility of exporting countries to ensure the safety of food.

(2) Provisions for secure electronic data sharing.

(3) Provisions for mutual recognition of inspection reports.

(4) Training of foreign governments and food producers on United States requirements for safe food.

(5) Recommendations on whether and how to harmonize requirements under the Codex Alimentarius.

(6) Provisions for the multilateral acceptance of laboratory methods and testing and detection techniques.

(d) RUle Of COnStRUCtiOn. — Nothing in this section shall be construed to affect the regulation of dietary 
supplements under the Dietary Supplement Health and Education Act of 1994 (Public Law 103-417).

SeC. 306. inSPeCtiOn Of fOReign fOOd fACilitieS.

(a) [Text not included. — Ed.]

(b) inSPeCtiOn By tHe SeCRetARy Of COmmeRCe. —
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(1) in geneRAl. — The Secretary of Commerce, in coordination with the Secretary of Health and Human 
Services, may send 1 or more inspectors to a country or facility of an exporter from which seafood imported 
into the United States originates. The inspectors shall assess practices and processes used in connection with 
the farming, cultivation, harvesting, preparation for market, or transportation of such seafood and may provide 
technical assistance related to such activities.

(2) inSPeCtiOn RePORt. —

(A) in geneRAl. — The Secretary of Health and Human Services, in coordination with the Secretary of 
Commerce, shall —

(i) prepare an inspection report for each inspection conducted under paragraph (1);

(ii) provide the report to the country or exporter that is the subject of the report; and

(iii) provide a 30-day period during which the country or exporter may provide a rebuttal or other 
comments on the findings of the report to the Secretary of Health and Human Services.

(B) diStRiBUtiOn And USe Of RePORt. — The Secretary of Health and Human Services shall consider the 
inspection reports described in subparagraph (A) in distributing inspection resources under section 421 of 
the Federal Food, Drug, and Cosmetic Act, as added by section 201.

SeC. 308. fOReign OffiCeS Of tHe fOOd And dRUg AdminiStRAtiOn.

(a) in geneRAl. — The Secretary shall establish offices of the Food and Drug Administration in foreign countries 
selected by the Secretary, to provide assistance to the appropriate governmental entities of such countries with 
respect to measures to provide for the safety of articles of food and other products regulated by the Food and Drug 
Administration exported by such country to the United States, including by directly conducting risk-based inspections 
of such articles and supporting such inspections by such governmental entity.

(b) COnSUltAtiOn. — In establishing the foreign offices described in subsection (a), the Secretary shall consult with 
the Secretary of State, the Secretary of Homeland Security, and the United States Trade Representative.

(c) RePORt. — Not later than October 1, 2011, the Secretary shall submit to Congress a report on the basis for the 
selection by the Secretary of the foreign countries in which the Secretary established offices, the progress which such 
offices have made with respect to assisting the governments of such countries in providing for the safety of articles 
of food and other products regulated by the Food and Drug Administration exported to the United States, and the 
plans of the Secretary for establishing additional foreign offices of the Food and Drug Administration, as appropriate.

SeC. 309. SmUggled fOOd.

(a) in geneRAl. — Not later than 180 days after the enactment of this Act, the Secretary shall, in coordination with 
the Secretary of Homeland Security, develop and implement a strategy to better identify smuggled food and prevent 
entry of such food into the United States.

(b) nOtifiCAtiOn tO HOmelAnd SeCURity. — Not later than 10 days after the Secretary identifies a smuggled 
food that the Secretary believes would cause serious adverse health consequences or death to humans or animals, 
the Secretary shall provide to the Secretary of Homeland Security a notification under section 417(n) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 350f(k)) describing the smuggled food and, if available, the names of the 
individuals or entities that attempted to import such food into the United States.

(c) PUBliC nOtifiCAtiOn. — If the Secretary —

(1) identifies a smuggled food;

(2) reasonably believes exposure to the food would cause serious adverse health consequences or death to 
humans or animals; and

(3) reasonably believes that the food has entered domestic commerce and is likely to be consumed,

the Secretary shall promptly issue a press release describing that food and shall use other emergency communication 
or recall networks, as appropriate, to warn consumers and vendors about the potential threat.

(d) effeCt Of SeCtiOn. — Nothing in this section shall affect the authority of the Secretary to issue public 
notifications under other circumstances.

(e) definitiOn. — In this subsection, the term “smuggled food” means any food that a person introduces into the 
United States through fraudulent means or with the intent to defraud or mislead.
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title ii—develOPment

SUBtitle B—AdvAnCing PReCiSiOn mediCine

SeC. 2014. dAtA SHARing

[Sec. (a), omitted here, codified at Sec. 402(b) of the P.H.S.A. (42 U.S.C. 282(b)) —Ed.]

(b) COnfidentiAlity.—Nothing in the amendments made by subsection (a) authorizes the Secretary of Health and Human 
Services to disclose any information that is a trade secret, or other privileged or confidential information, described in 
section 552(b)(4) of title 5, United States Code, or section 1905 of title 18, United States Code, or be construed to require 
recipients of grants or cooperative agreements through the National Institutes of Health to share such information.

SUBtitle d—nAtiOnAl inStitUteS Of HeAltH PlAnning And AdminiStRAtiOn

SeC. 2036. HigH-RiSk, HigH-RewARd ReSeARCH.

[Sec. (a), omitted here, codified at Sec. 402(n) of the P.H.S.A. (42 U.S.C. 282(n)). –Ed.]

(b) rEporT To CongrEss.—Not later than September 30, 2020, the Secretary of Health and Human Services, acting 
through the Director of the National Institutes of Health, shall conduct an evaluation of the activities under subsection 
(n) of section 402 of the Public Health Service Act (42 U.S.C. 282), as added by subsection (a), and submit a 
report to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and 
Commerce of the House of Representatives on the results of such evaluation.

(c) duTiEs of dirECTors of insTiTuTEs.—Section 405(b)(1) of the Public Health Service Act (42 U.S.C. 284(b)(1)) 
is amended—

(1) by redesignating subparagraphs (C) through (L) as subparagraphs (D) through (M), respectively; and

(2) by inserting after subparagraph (B), the following:

‘‘(C) shall, as appropriate, conduct and support research that has the potential to transform the scientific field, has 
inherently higher risk, and that seeks to address major current challenges;’’.

SUBtitle e—AdvAnCement Of tHe nAtiOnAl inStitUteS Of HeAltH ReSeARCH And dAtA ACCeSS

SeC. 2052. COmPliAnCe ACtivitieS RePORtS.

(a) DefinitiOnS.—In this section:

(1) APPliCABle CliniCAl TRiAl.—The term “applicable clinical trial” has the meaning given the term in 
section 402(j) of the Public Health Service Act (42 U.S.C. 282(j)).

(2) SeCRetARy.—The term “Secretary” means the Secretary of Health and Human Services.

(b) RePORt On ACtivitieS tO enCOURAge COmPliAnCe.— Not later than 2 years after the date of enactment of 
this Act, the Secretary, acting through the Director of the National Institutes of Health and in collaboration with 
the Commissioner of Food and Drugs, shall submit to the Committee on Health, Education, Labor, and Pensions of 
the Senate and the Committee on Energy and Commerce of the House of Representatives, a report that describes 
education and outreach, guidance, enforcement, and other activities undertaken to encourage compliance with section 
402(j) of the Public Health Service Act (42 U.S.C. 282(j)).

(c) RePORtS On CliniCAl tRiAlS.—

(1) in geneRAl.—Not later than 2 years after the final compliance date under the final rule implementing 
section 402(j) of the Public Health Service Act, and every 2 years thereafter for the next 4 years, the Secretary, 
acting through the Director of the National Institutes of Health and in collaboration with the Commissioner of 
Food and Drugs, shall submit to the Committee on Health, Education, Labor, and Pensions of the Senate and the 
Committee on Energy and Commerce of the House of Representatives, a report describing—
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(A) the total number of applicable clinical trials with complete data bank registration information registered 
during the period for which the report is being prepared (broken down by each year of such reporting period);

(B) the total number of applicable clinical trials registered during the period for which the report is being 
prepared for which results have been submitted to the data bank (broken down by each year of such reporting 
period);

(C) the activities undertaken by the Secretary to educate responsible persons about data bank registration 
and results submission requirements, including through issuance of guidance documents, informational 
meetings, and training sessions; and

(D) the activities described in the report submitted under subsection (b).

(2) ACtiOnS tO enfORCe COmPliAnCe.—After the Secretary has undertaken the educational activities 
described in paragraph (1)(C), the Secretary shall include in subsequent reports submitted under paragraph (1) 
the number of actions taken by the Secretary during the period for which the report is being prepared to enforce 
compliance with data bank registration and results submission requirements.

title iii—develOPment

SUBtitle A—PAtient-fOCUSed dRUg develOPment

SeC. 3002. PAtient-fOCUSed dRUg develOPment gUidAnCe.

(a) PUBliCAtiOn Of gUidAnCe dOCUmentS.— Not later than 180 days after the date of enactment of this Act, 
the Secretary of Health and Human Services (referred to in this section as the ‘‘Secretary’’), acting through the 
Commissioner of Food and Drugs, shall develop a plan to issue draft and final versions of one or more guidance 
documents, over a period of 5 years, regarding the collection of patient experience data, and the use of such data 
and related information in drug development. Not later than 18 months after the date of enactment of this Act, the 
Secretary shall issue a draft version of at least one such guidance document. Not later than 18 months after the public 
comment period on the draft guidance ends, the Secretary shall issue a revised draft guidance or final guidance.

(b) PAtient exPeRienCe dAtA.— For purposes of this section, the term ‘‘patient experience data’’ has the meaning 
given such term in section 569C of the Federal Food, Drug, and Cosmetic Act (as added by section 3001).

(c) COntentS.— The guidance documents described in subsection (a) shall address—

(1) methodological approaches that a person seeking to collect patient experience data for submission to, and 
proposed use by, the Secretary in regulatory decisionmaking may use, that are relevant and objective and ensure 
that such data are accurate and representative of the intended population, including methods to collect meaningful 
patient input throughout the drug development process and methodological considerations for data collection, 
reporting, management, and analysis;

(2) methodological approaches that may be used to develop and identify what is most important to patients with 
respect to burden of disease, burden of treatment, and the benefits and risks in the management of the patient’s 
disease;

(3) approaches to identifying and developing methods to measure impacts to patients that will help facilitate 
collection of patient experience data in clinical trials;

(4) methodologies, standards, and technologies to collect and analyze clinical outcome assessments for purposes 
of regulatory decisionmaking;

(5) how a person seeking to develop and submit proposed draft guidance relating to patient experience data for 
consideration by the Secretary may submit such proposed draft guidance to the Secretary;

(6) the format and content required for submissions under this section to the Secretary, including with respect to 
the information described in paragraph (1);

(7) how the Secretary intends to respond to submissions of information described in paragraph (1), if applicable, 
including any timeframe for response when such submission is not part of a regulatory application or other 
submission that has an associated timeframe for response; and

(8) how the Secretary, if appropriate, anticipates using relevant patient experience data and related information, 
including with respect to the structured risk-benefit assessment framework described in section 505(d) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355(d)), to inform regulatory decisionmaking.
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SUBtitle B—AdvAnCing new dRUg tHeRAPieS

SeC. 3011. qUAlifiCAtiOn Of dRUg develOPment tOOlS.

[Sec. (a), omitted here, codified at Sec. 507(a)-(e) of the F.D.C.A. (21 U.S.C. 357 (a)-(e))—Ed.]

(b) gUidAnCe.—

(1) in geneRAl.—The Secretary of Health and Human Services (referred to in this section as the ‘‘Secretary’’) 
shall, in consultation with biomedical research consortia (as defined in subsection (e) of section 507 of the Federal 
Food, Drug, and Cosmetic Act (as added by subsection (a)) and other interested parties through a collaborative 
public process, issue guidance to implement such section 507 that—

(A) provides a conceptual framework describing appropriate standards and scientific approaches to support 
the development of biomarkers delineated under the taxonomy established under paragraph (3);

(B) with respect to the qualification process under such section 507— 

(i) describes the requirements that entities seeking to qualify a drug development tool under such 
section shall observe when engaging in such process;

(ii) outlines reasonable timeframes for the Secretary’s review of letters, qualification plans, or full 
qualification packages submitted under such process; and

(iii) establishes a process by which such entities or the Secretary may consult with biomedical research 
consortia and other individuals and entities with expert knowledge and insights that may assist the 
Secretary in the review of qualification plans and full qualification submissions under such section; and 

(C) includes such other information as the Secretary determines appropriate.

(2) timing.—Not later than 3 years after the date of the enactment of this Act, the Secretary shall issue draft 
guidance under paragraph (1) on the implementation of section 507 of the Federal Food, Drug, and Cosmetic Act 
(as added by subsection (a)). The Secretary shall issue final guidance on the implementation of such section not 
later than 6 months after the date on which the comment period for the draft guidance closes.

(3) tAxOnOmy.—

(A) in geneRAl.—For purposes of informing guidance under this subsection, the Secretary shall, in 
consultation with biomedical research consortia and other interested parties through a collaborative public 
process, establish a taxonomy for the classification of biomarkers (and related scientific concepts) for use 
in drug development.

(B) PUBliC AvAilABility.—Not later than 2 years after the date of the enactment of this Act, the Secretary 
shall make such taxonomy publicly available in draft form for public comment. The Secretary shall finalize 
the taxonomy not later than 1 year after the close of the public comment period.

(c) meeting And RePORt.—

(1) meeting.—Not later than 2 years after the date of the enactment of this Act, the Secretary shall convene a 
public meeting to describe and solicit public input regarding the qualification process under section 507 of the 
Federal Food, Drug, and Cosmetic Act, as added by subsection (a).

(2) RePORt.—Not later than 5 years after the date of the enactment of this Act, the Secretary shall make publicly 
available on the Internet website of the Food and Drug Administration a report. Such report shall include, with 
respect to the qualification process under section 507 of the Federal Food, Drug, and Cosmetic Act, as added by 
subsection (a), information on—

(A) the number of requests submitted, as a letter of intent, for qualification of a drug development tool (as 
defined in subsection (e) of such section 507);

(B) the number of such requests accepted and determined to be eligible for submission of a qualification plan 
or full qualification package (as such terms are defined in subsection (e) of such section 507), respectively;

(C) the number of such requests for which external scientific experts were utilized in the development of a 
qualification plan or review of a full qualification package;

(D) the number of qualification plans and full qualification packages, respectively, submitted to the 
Secretary; and

(E) the drug development tools qualified through such qualification process, specified by type of tool, such as 
a biomarker or clinical outcome assessment (as such terms are defined in subsection (e) of such section 507).
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SUBtitle C—mOdeRn tRiAl deSign And evidenCe develOPment

SeC. 3021. nOvel CliniCAl tRiAl deSignS.

(a) PROPOSAlS fOR USe Of nOvel CliniCAl tRiAl deSignS fOR dRUgS And BiOlOgiCAl PROdUCtS.—For 
purposes of assisting sponsors in incorporating complex adaptive and other novel trial designs into proposed clinical 
protocols and applications for new drugs under section 505 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
355) and biological products under section 351 of the Public Health Service Act (42 U.S.C. 262), the Secretary of 
Health and Human Services (referred to in this section as the “Secretary”) shall conduct a public meeting and issue 
guidance in accordance with subsection (b).

(b) gUidAnCe AddReSSing USe Of nOvel CliniCAl tRiAl deSignS.—

(1) In geneRAl.—The Secretary, acting through the Commissioner of Food and Drugs, shall update or issue 
guidance addressing the use of complex adaptive and other novel trial design in the development and regulatory 
review and approval or licensure for drugs and biological products.

(2) COntentS.—The guidance under paragraph (1) shall address—

(A) the use of complex adaptive and other novel trial designs, including how such clinical trials proposed or 
submitted help to satisfy the substantial evidence standard under section 505(d) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 355(d));

(B) how sponsors may obtain feedback from the Secretary on technical issues related to modeling and 
simulations prior to—

(i) completion of such modeling or simulations; or

(ii) the submission of resulting information to the Secretary;

(C) the types of quantitative and qualitative information that should be submitted for review; and

(D) recommended analysis methodologies.

(3) PUBliC meeting.—Prior to updating or issuing the guidance required by paragraph (1), the Secretary 
shall consult with stakeholders, including representatives of regulated industry, academia, patient advocacy 
organizations, consumer groups, and disease research foundations, through a public meeting to be held not later 
than 18 months after the date of enactment of this Act.

(4) timing.—The Secretary shall update or issue a draft version of the guidance required by paragraph (1) not 
later than 18 months after the date of the public meeting required by paragraph (3) and finalize such guidance not 
later than 1 year after the date on which the public comment period for the draft guidance closes.

SUBtitle d—PAtient ACCeSS tO tHeRAPieS And infORmAtiOn

SeC. 3033. ACCeleRAted APPROvAl fOR RegeneRAtive AdvAnCed tHeRAPieS.

[Sec. (a), omitted here, codified at Sec. 506(g) of the F.D.C.A. (21 U.S.C. 356(g)). —Ed.]

(b) RUle Of COnStRUCtiOn.—Nothing in this section and the amendments made by this section shall be construed 
to alter the authority of the Secretary of Health and Human Services—

(1) to approve drugs pursuant to the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) and section 
351 of the Public Health Service Act (42 U.S.C. 262) as authorized prior to the date of enactment of the 21st 
Century Cures Act [December 13, 2016 —Ed.], including the standards of evidence, and applicable conditions, 
for approval under such Acts; or

(2) to alter the authority of the Secretary to require postapproval studies pursuant to such Acts, as authorized 
prior to the date of enactment of the 21st Century Cures Act [December 13, 2016 —Ed.].

[Sec. (c), omitted here, codified at Sec. 506(e)(1) of the F.D.C.A. (21 U.S.C. 356(e)(1)). —Ed.]
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SeC. 3034. gUidAnCe RegARding deviCeS USed in tHe ReCOveRy, iSOlAtiOn, OR deliveRy Of RegeneRAtive  
AdvAnCed tHeRAPieS.

(a) dRAft gUidAnCe.—Not later than 1 year after the date of enactment of the 21st Century Cures Act [December 
13, 2016 —Ed.], the Secretary of Health and Human Services, acting through the Commissioner of Food and Drugs, 
shall issue draft guidance clarifying how, in the context of regenerative advanced therapies, the Secretary will evaluate 
devices used in the recovery, isolation, or delivery of regenerative advanced therapies. In doing so, the Secretary shall 
specifically address—

(1) how the Food and Drug Administration intends to simplify and streamline regulatory requirements for 
combination device and cell or tissue products;

(2) what, if any, intended uses or specific attributes would result in a device used with a regenerative therapy 
product to be classified as a class III device;

(3) when the Food and Drug Administration considers it is necessary, if ever, for the intended use of a device to 
be limited to a specific intended use with only one particular type of cell; and

(4) application of the least burdensome approach to demonstrate how a device may be used with more than one 
cell type.

(b) finAl gUidAnCe.—Not later than 12 months after the close of the period for public comment on the draft guidance 
under subsection (a), the Secretary of Health and Human Services shall finalize such guidance.

SeC. 3038. COmBinAtiOn PROdUCt innOvAtiOn.

[Sec. (a) and (b), omitted here, codified at Sec. 503(g) of the F.D.C.A. (21 U.S.C. 353(g)) and Sec. 520(h)(4) of the 
F.D.C.A. (21 U.S.C. 360j(h)(4)). —Ed.]

(c) vARiAtiOnS fROm CgmP StReAmlined APPROACH.— Not later than 18 months after the date of enactment of 
this Act, the Secretary of Health and Human Services (referred to in this subsection as the ‘‘Secretary’’) shall identify 
types of combination products and manufacturing processes with respect to which the Secretary proposes that good 
manufacturing processes may be adopted that vary from the requirements set forth in section 4.4 of title 21, Code 
of Federal Regulations (or any successor regulations) or that the Secretary proposes can satisfy the requirements in 
section 4.4 through alternative or stream- lined mechanisms. The Secretary shall identify such types, variations from 
such requirements, and such mechanisms, in a proposed list published in the Federal Register. After a public comment 
period regarding the appropriate good manufacturing practices for such types, the Secretary shall publish a final list 
in the Federal Register, notwithstanding section 553 of title 5, United States Code. The Secretary shall evaluate such 
types, variations, and mechanisms using a risk-based approach. The Secretary shall periodically review such final 
list.

SUBtitle e—AntimiCROBiAl innOvAtiOn And StewARdSHiP

SeC. 3044. SUSCePtiBility teSt inteRPRetive CRiteRiA fOR miCROORgAniSmS; AntimiCROBiAl SUSCePtiBility  
teSting deviCeS.

[Sec. (a), codified at Sec. 511A of the F.D.C.A.; Sec. (b)(1), repealing Section 1111 of the Food and Drug Administration 
Amendments Act of 2007 (42 U.S.C. 247d-5a); Sec. (b)(2), codified at Sec. 502 of the F.D.C.A. (21 U.S.C. 352); and Sec. 
(b)(3), codified at Sec. 514 (c)(1)(A) of the F.D.C.A. (21 U.S.C. 360(c)(1)(A)), omitted here. –Ed.] 

(c) RePORt tO COngReSS.— Not later than 2 years after the date of enactment of this Act, the Secretary of Health 
and Human Services shall submit to the Committee on Health, Education, Labor, and Pensions of the Senate and the 
Committee on Energy and Commerce of the House of Representatives a report on the progress made in implementing 
section 511A of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360a), as added by subsection (a).

(d) ReqUeStS fOR UPdAteS tO inteRPRetive CRiteRiA weBSite.— Chapter 35 of title 44, United States Code, 
shall not apply to the collection of information from interested parties regarding updating the lists established 
under section 511A(b) of the Federal Food, Drug, and Cosmetic Act and posted on the Interpretive Criteria Website 
established under section 511A(c) of such Act.

10_FDCA_BM.indd   647 29/01/18   10:41 AM



648 FOOD AND DRUG LAW INSTITUTE

Appendix 21st Century Cures Act

SUBtitle g—imPROving SCientifiC exPeRtiSe And OUtReACH At FDA

SeC. 3072. HiRing AUtHORity fOR SCientifiC, teCHniCAl, And PROfeSSiOnAl PeRSOnnel.

[Sec. (a), codified at Sec. 714A of the F.D.C.A. (21 U.S.C. 379d-3A), omitted here. –Ed.]

(b) GAO StUdy And RePORt.—

(1) in geneRAl.—The Comptroller General of the United States shall conduct a study of the ability of the 
Food and Drug Administration to hire, train, and retain qualified scientific, technical, and professional staff, 
not including contractors, necessary to fulfill the mission of the Food and Drug Administration to protect and 
promote public health. Not later than January 1, 2022, the Comptroller General shall submit a report on such 
study to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy 
and Commerce of the House of Representatives.

(2) COntentS Of StUdy.—The Comptroller General shall include in the study and report under paragraph (1)—

(A) information about the progress of the Food and Drug Administration in recruiting and retaining qualified 
scientific, technical, and professional staff outstanding in the field of biomedical research, clinical research 
evaluation, and biomedical product assessment;

(B) the extent to which critical staffing needs exist at the Food and Drug Administration, and barriers to 
hiring, training, and retaining qualified staff, if any;

(C) an examination of the recruitment and retention strategies of the Food and Drug Administration, including 
examining any strategic workforce plan, focused on improving scientific, technical, and professional staff 
recruitment and retention; and

(D) recommendations for potential improvements that would address staffing needs of the Food and Drug 
Administration.
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