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Overview of Federal Law

• The Federal Food, Drug, and Cosmetic Act (“FDCA”) prohibits the 
distribution or introduction into interstate commerce of foods, drugs 
and cosmetics that are adulterated or misbranded; the FDCA is 
designed to:

– Protect consumers by ensuring product safety and efficacy

– Inform consumers about the safe and proper usage via accurate 
labeling

– Empower FDA to protect consumers by taking action against 
products that can harm or mislead consumers

• To understand how FDA regulates cosmetics, foods and drugs, consider 
how they are defined by the FDCA



Definitions

• Cosmetics: “Articles intended to be rubbed, poured, sprinkled, or sprayed on, 
introduced into, or otherwise applied to the human body… for cleansing, 
beautifying, promoting attractiveness, or altering the appearance”…except that 
such term shall not include soap.  FDCA § 201(i)
– Examples: skin moisturizers, perfumes, lipsticks, fingernail polishes, eye and facial makeup 

preparations, shampoos, hair colors, deodorants, as well as any material intended for use as a 
component of a cosmetic (“Soap” defined at 21 CFR § 701.20)

• Drugs: “Articles intended for use in the diagnosis, cure, mitigation, treatment or 
prevention of disease..  or articles (other than food) intended to affect the 
structure or function of the body of man or other animals”, FDCA § 201(g)(1)

– Note: An article can be both a cosmetic and an OTC drug, e.g., anti-cavity toothpaste, anti dandruff 
shampoos, lotions containing sunscreen

• Food: “Articles used for food or drink for man or other animals” including 
chewing gum.  FDCA § 201(f)

- Case law holds that food is used for “taste, aroma, nutritive value”



Why Definitions?

• A product’s classification as a food, drug, or cosmetic dictates the 
regulatory requirements that the product must meet

– “Cosmetic” - Safe (no premarket review of product or ingredients, 
except for  color additives)

– “Drug” - Safe and effective, with either FDA premarket review 
(NDA) or compliance with an OTC drug monograph

– “Food” - Safe (no premarket review of product or ingredients, 
except for food and color additives)



Determining Product Type

• Many times, it is obvious whether a given product is a drug, 
device, cosmetic, etc. 
• Eye shadow, mascara, lipstick = Cosmetics

• Crutches, blood pressure monitor, catheter = Devices

• Advil, Pepto Bismol, Lipitor = Drugs

• However, a product’s type may not be as obvious as it 
seems.
• Sunscreen, toothpaste, antiperspirant 

• Band-Aid, toothbrush

• Anti-dandruff shampoo 

• FDA determines a product’s type based on its “intended use.”

= Drugs

= Devices

= Cosmetic and Drug



Intended Use 

• Whether an article is a “cosmetic” vs. “drug” is determined by its 
intended use

• Determined by objective evidence, i.e., the claims that the 
manufacturer or distributor makes for the product

– In labeling or advertising, e.g., promotional materials in-store or on 
the web and/or in social media

– Consumer perception

– The use of ingredients that have a well-known therapeutic use to 
consumers, e.g., fluoride in toothpaste



Cosmetic
Drug

DrugCosmetic

Same . . . But Different



Combination Products

• A product can be classified as an OTC drug and a cosmetic when it has 
cosmetic and therapeutic uses

– Such “combination” products must comply with the regulations for 
cosmetics and OTC drugs

– FDA does not recognize “cosmeceuticals” as a category.  A product 
can be considered a cosmetic, a drug, or a combination of both

Lotion / Sunscreen (SPF)

Anti-cavity toothpaste that also
whitens teeth and freshens breath

Moisturizing 
Anti-Dandruff Shampoo 



Adulterated Cosmetics

• FDCA § 601 provides that a cosmetic is adulterated if it:

– Bears or contains any poisonous or deleterious substance, which 
may injure users under prescribed or customary conditions of use

– Consists in whole or in part of any filthy or putrid substance

– Has been made, packed or held under insanitary conditions under 
which it may become contaminated or rendered injurious to health

– Uses a container with any substance that is poisonous or 
deleterious or may render it injurious

– Except for coal-tar hair dyes*, uses an unapproved color additive

*Coal-tar hair dyes must carry a prescribed statutory warning against skin irritation and the 

need for a preliminary test.  FDCA § 601(a)



Assuring Safety

• Companies that manufacture or sell cosmetics have a legal 
responsibility to assure the safety of each ingredient within the 
cosmetic and the finished product prior to marketing

• Manufacturers can substantiate safety in a number of ways, including 
toxicological assessments (including industry or third-party data) 
and/or safety testing

• FDA does not:

– Pre-approve cosmetics, with the important exception of color 
additives

– Specify how safety should be determined;

– Require that manufacturers share their data with the Agency.  



Safety Testing

Test methodologies to assess the safety of cosmetic products or 
ingredients can include:

• Animal Testing – Topical or oral applications to laboratory animals; not 
commonly used today except for novel ingredients or if required by law

• In Vitro - Testing performed on cell cultures outside the body

• Patch Testing – Repeat Insult Patch Test (48 hours): product applied 
to human skin under an occlusive patch

• In-Use Testing - Human subjects wear the product per use directions; 
experts assess irritation, consumers provide subjective feedback



Safety Warnings

• Any cosmetic ingredient or product whose safety has not been adequately substantiated prior 
to marketing is misbranded unless it contains the following statement on the principal display 
panel:

“WARNING: The safety of this product has not been determined” 

21 CFR § 740.10(a)

• If new information casts doubt on the safety of a cosmetic or cosmetic ingredient with a long 
history of safe use, the manufacturer must either use the above warning or conduct 
appropriate safety testing. 21 CFR § 740.10(b)

• Use of the prescribed warning does not constitute an exemption to the adulteration provisions 
of the FDCA or to any other requirement of the FDCA or applicable regulations. 21 CFR §
740.10(c)

• Warnings must be conspicuous and conspicuous, in bold type, contrasting background, at 

least 1/16 inch.  21 CFR § 740.2(a)

• Specific warnings are required for some products, e.g., products in pressurized containers, 
coal tar hair dyes with certain ingredients, alpha hydroxy acid (AHA) products, sun tan lotions 
that do not use approved OTC monograph sunscreen ingredients. 21 CFR §§ 740.11-740.19



Misbranded Cosmetics

• FDCA § 602 provides that a cosmetic is misbranded if:
– Its labeling is false or misleading in any particular

– It does not contain the name and place of business of the 
manufacturer / distributor 

– It does not contain a net weight statement

– Any required statement lacks prominence

– It is not in conformance with color additive approvals

– It is in violation of the Poison Packaging Protection Act 
standards for child-proof closures



Cosmetic Ingredient Labeling

• Cosmetics marketed to consumers at retail must be labeled with a list of 
ingredients. 21 CFR § 701.3

– Required by FDA regulation under the authority of the Fair Packaging and Labeling Act, 
15 U.S.C. 1456, governing consumer commodities sold at retail

– Cosmetics that fail to comply with the FPLA are considered misbranded under the 
FDCA

• Ingredients must be be listed in descending order of predominance 21 CFR §
701.3(a), except that 21 CFR § 701.3(f) allows the following order:

– Ingredients present at >1% in descending order of predominance

– Ingredients present at <1% in any order

– Approved color additives

• A “firmly affixed tag, tape or card” may be used where label space is insufficient, 
21 CFR §701.3(b)

• No requirement to declare “incidental additives,” i.e., ingredients with no 
technical or functional effect in the finished product, 21 CFR §701.3(l)

• Cosmetics distributed solely for professional use, institutional use (such as in 
schools or the workplace), or as free samples or hotel amenities do not have to 
bear an ingredient listing (items not subject to FPLA) 



What Name to Use?

• FDA specifies the hierarchy for name selection at 21 CFR §701.3(c):

– A name required by FDA; 21 CFR §701.30 lists names required for certain 
ingredients

– A name appearing in a scientific compendium, e.g., the Cosmetic Ingredient 
Dictionary / International Nomenclature of Cosmetic Ingredients (INCI), the 
USP dictionary, Food Chemical Codex or other listing, 21 CFR §
701.3(c)(2)(i)

– In the absence of a listing, a name generally recognized by consumers

– In the absence of any of the above, the chemical or technical name

• For botanicals, the Cosmetic Ingredient Dictionary requires use of the 
Latin name first, followed by the common or usual name in parenthesis, 
e.g., Mentha peperita (Peppermint) oil

• An ingredient used solely to impart a taste to a product can be declared 
as “Flavor”; a substance used solely to impart an odor can be declared 
as “Fragrance”



OTC Drugs-Cosmetics

• OTC drugs, including those that offer 
cosmetic uses, must be labeled according to 
the applicable OTC monograph and 21 CFR §
201.66

• “Drug Facts” must specify Uses, Warnings, 
Directions and other information to enable 
safe and effective consumer use

• List ingredients as follows:

– Active drug ingredients, i.e., ingredients 
with a therapeutic effect, must be listed 
alphabetically as "Active Ingredients” at 
the top of the “Drug Facts” 

– Cosmetic ingredients are listed as 
“Inactive Ingredients” at the end of the 
“Drug Facts”; in descending order of 
predominance, as required under 21 CFR 
§ 701.3



Voluntary Self-Regulation

• CIR is an industry-funded organization of scientific and medical 
and toxicology experts who conduct safety assessments of 
cosmetic ingredients

– Has worked with FDA and industry for over 40 years

– Studies ingredient compounds as they are used in cosmetics

• Meets quarterly to review the safety cosmetic ingredients in an 
open and unbiased manner. Their findings are published in peer-
reviewed journals. 

• Cosmetic manufacturers may use safety data that is available on 
individual ingredients from CIR to support the safety of their 
products. 

• Ingredient safety reports are available on CIR’s website: 
http://www.cir-safety.org/ingredients

http://www.cir-safety.org/ingredients


Voluntary Cosmetics Registration

• FDA does not have the authority to require manufacturers to 
register their cosmetic establishments, file data on ingredients, 
or report cosmetic-related injuries

• FDA maintains a voluntary data collection program, Voluntary 
Cosmetics Registration Program (VCRP)

• Companies that wish to participate in the program forward data 
to FDA; the rules for filing can be found at:

– 21 CFR part 710 (establishment registration)

– 21 CFR, part 720 (ingredient filing)

• Participation in the VCRP does not result 
in approval by the FDA, and companies 
may not imply or suggest in any way that 
their facilities or products are approved 
by the FDA because of registration



FDA Enforcement

FDA enforcement actions against adulterated and/or misbranded 
cosmetics can include

• Inspections of manufacturing facilities to assure product safety and 
sanitary conditions

• Warning Letters – Issued to establish notice, achieve prompt, 
voluntary corrective action.

• Seizures / Restraining Orders, obtained by the Department of Justice 
through the federal courts to remove or prevent distribution of 
adulterated and misbranded cosmetics

• For imported cosmetics, non-compliant cosmetics may be refused 
entry, held until they can be brought into compliance (if possible), re-
exported, or destroyed

– Import Alerts – allows FDA to detain, without physical 
examination, cosmetics that violate, or appear to violate the FD&C 
Act.



Emerging Regulation

• Restrictions on cosmetics, including ingredients and labeling, have 
recently been adopted on the federal and state levels, with the various 
states becoming increasingly active in several areas:

– Ingredient Safety and Transparency

• Banning or restricting certain substances

• Ingredient disclosure laws

• California Proposition 65

– Environmental Protections

• Federal ban on plastic microbeads

• Hawaii bans on sunscreens said to harm coral reefs

• California VOC restrictions

• New York 1,4 dioxane limits

– Ethical Concerns

• State animal testing bans and proposed federal ban

• Third party animal testing “cruelty-free” certifications



Protecting Children
• Several states require that  manufacturers of 

children’s personal care products with certain 
chemicals notify the state prior to distributing the 
product
– Cosmetics and personal care products marketed to 

children under 12

– Chemicals included on published lists; may vary from 
state to state

– In some cases, the manufacturer must remove or make a 
substitution

– Lists are subject to change and may include chemicals 
not intentionally added (e.g., impurities or by-products)

• Examples of laws designed to protect children:
– Minnesota: Toxic-Free Kids Act, MS 2021 §§116.9401-07

– Oregon: High Priority Chemicals of Concern for Children’s Health (Toxic-

Free Kids Act of 2005, Senate Bill 478; ORS 431A.250 )

– Vermont: Chemicals of High Concern to Children (18 V.S.A. chapter 38A 
§1773)

– Washington: Chemicals of High Concern to Children (WAC 173-334-
130); Children’s Safe Product Act (CSPA - Chapter 70.240 RCW)



California!

• Toxic-Free Cosmetic Act (AB 2762), signed into law in 2020

– Bans the sale of products with 24 ingredients linked to cancer, birth defects, 
reproductive harm, including mercury and formaldehyde (already banned in EU and 
other countries

• California Safe Cosmetics Act of 2005 (SB 484)

– Requires manufacturers, packers, and/or distributors of cosmetic products to report to the Department of 
Public Health (CDPH) products with ingredients known or suspected to cause cancer, birth defects, or other 
reproductive harm; 

– Reports go the publicly searchable California Safe Cosmetics Database; reportable ingredients are pulled 
from over 20 sources (including Prop 65, IARC, NTP, etc.)

• Cosmetic Fragrance And Flavor Ingredient Right To Know Act of 2020 (SB 312)

– Effective 01/22, requires reporting to the California Safe Cosmetics Program of 
products with certain fragrances and flavors

• Professional Cosmetics Labeling Requirement Act  (AB 2775) for professional, 
salon products (not required by FPLA / FDA)

https://www.cdph.ca.gov/Programs

https://www.cdph.ca.gov/Programs/CCDPHP/DEODC/OHB/CSCP/Pages/CSCP.aspx


California Prop 65

• The Safe Drinking Water and Toxic Enforcement Act of 1986, a “right to know” statute, 
added by voter initiative (a process well known in California) 

• Requires manufacturers who expose consumers to carcinogens or reproductive toxins 
provide a warning:

– “[n]o person in the course of doing business shall knowingly or intentionally expose any individual to 
a chemical known to the state to cause cancer or reproductive toxicity without first giving clear and 
reasonable warning to such individual.”

• Covers a broad range of products and materials found in many prodicts;

– Subject to specified defenses, including maximum allowable levels and thresholds of naturally 
occurring substances and   

• Administered by officials of the state’s Office of Environmental Health Hazard Assessment 
(OEEHA), www.oeeha.ca.gov/about-proposition-65

– Makes periodic assessments of chemicals, based on available data

– Publishes a list of substances whose use trigger a Prop 65 warning

– Public input is solicited and the list is updated annually

• Subject to private enforcement, i.e., any citizen can sue to enforce Prop 65

http://www.oeeha.ca.gov/about-proposition-65


New York Limits 1,4 Dioxane 
In Cosmetics, Household Products

• Recent amendments to NY Environmental Conservation Law 
(ECL) Article 35 and Article 37 limit the amount of 1,4-dioxane in 
household cleansing, personal care, and cosmetic products

• Phased introduction of maximum allowable concentrations, beginning 
later this year

• Not used as an ingredient, but may be present in trace amounts formed 
as a byproduct of manufacturing

• NY creating a rule to implement the law and is holding stakeholder 
meetings to seek input on proposed regulations.

https://www.nysenate.gov/legislation/laws/ENV/35-0105
https://www.nysenate.gov/legislation/laws/ENV/37-0117


Federal Ban on “Microbeads”

• In 2015, Congress enacted the Microbead-Free 
Waters Act, which prohibits the manufacturing, 
packaging, and distribution of rinse-off 
cosmetics containing plastic “microbeads”

– Small solid plastic particles used in cleansing 
scrubs, body scrubs, and toothpaste for 
cleansing

– 5 millimeters or less in size, and intended to 
be used to exfoliate or cleanse the body or 
any part of the body

• While “microbeads” are not harmful to humans, 
they can enter waterways, lakes, and oceans, 
where they can harm fish and wildlife 

• Phased prohibition on manufacturing and 
distribution took effect from 2017 through 2019



Volatile Organic Compounds (VOCs)

• Organic chemicals with a high vapor pressure at room 
temperature, found in some cosmetics and common 
household items:
– Aerosol sprays, e.g.,  antiperspirants, 

deodorants, fragrances, hair styling products

– Paints, varnishes, adhesives, building materials

• When VOCs are released, they react with other 
substances in the atmosphere to form ground level 
ozone, which can can irritate the eyes, nose, and throat, 
and  aggravate asthma and other conditions

• Regulated by EPA under the Clean Air Act; more 
restrictive limits have been adopted in numerous states 
and some localities

– California generally has the most restrictive limits, 
actively enforced by the California Air Resources 
Board (“CARB”), https://ww2.arb.ca.gov/

– New limits taking effect in CA in 2023 may require 
significant changes to existing formulations

https://ww2.arb.ca.gov/


Animal Testing

• No federal ban, yet; Humane Cosmetics Act (H.R. 6207), introduced in December 
2021, would generally prohibit animal testing in cosmetics; supported by the 
Personal Care Products Council

• As of February 2022, eight states (California, Illinois, Nevada, Virginia, Maryland, 
Maine New Jersey and Hawaii) have implemented bans. 
www.humanesociety.org

• Non-profit advocacy organizations are offering certification to “cruelty-free” 
standards and licensing use of logos in labeling and marketing, e.g., 

– PETA’s Beauty without Bunnies Program

– Leaping Bunny Certification via Coalition for Consumer Information 
on Cosmetics

http://www.humanesociety.org


Questions?

Contact Us!

Suzie Trigg
Suzie.Trigg@haynesboone.com

Steve Armstrong
Steven.Armstrong@haynesboone.com
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