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Key Federal and State Agencies

• US Department of Health and Human Services

• Food and Drug Administration (FDA)

Regulates:

• Food, except meat, poultry, siluriformes seafood, certain egg products, and alcoholic 

beverages

• Dietary Supplements (a subset of food)

• Veterinary Products

• Drugs

• Biologics

• Medical Devices

• Electronic Products that emit radiation

• Cosmetics

• Tobacco Products
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Key Federal and State Agencies

• FDA – continued 
• Center for Food Safety and Applied Nutrition (CFSAN)

• Office of Food Policy & Response (food safety)

• Center for Veterinary Medicine (CVM) 

• Office of Regulatory Affairs (ORA)

• Centers for Disease Control and Prevention (CDC)

• US Department of Agriculture (USDA)

• Food Safety and Inspection Service (FSIS)

• Regulates meat, poultry, siluriformes seafood, and certain egg products

• Agricultural Marketing Service (AMS)

• Bioengineered food labeling

• National Organic Program (NOP)

• Various other issues, such as certain country-of-origin labeling, hemp, grading, etc.

• Animal Plant Health Inspection Service (APHIS)
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Key Federal and State Agencies

• US Department of the Treasury – Alcohol and Tobacco Tax and Trade Bureau (TTB)

• Alcoholic beverages

• US Customs and Border Protection

• Imports

• Country of origin labeling

• Environmental Protection Agency (EPA)

• Pesticides and permitted residue levels in foods

• US Federal Trade Commission

• Advertising

• Endorsements
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Key Federal and State Agencies

• States

• California

• Department of Public Health – Food and Drug Branch

• Office of Environmental Health Hazard Assessment – Proposition 65

• Attorneys General – Consumer protection laws

• Departments of Agriculture, Departments of Public Health or other agencies:

• Food Code

• Reporting requirements (e.g., GA food safety law)

• Labeling requirements (e.g., hemp)
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Key Statutes

• National food regulation began in the 19th century

• President Lincoln appoints a chemist to serve in the Department of Agriculture, 

1862

• Harvey Wiley leads USDA’s Bureau of Chemistry, 1883

• Oleomargarine Act, 1886

• Meat Inspection Act, 1891 (governing exports)

• Tea Importation Act, 1897

• Wiley called attention to unsafe food additives
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Harvey Wiley, 1844-1930
Chief Chemist, 1883-1912



Three meals a day, laced with borax; salicylic, sulphurous, 
and benzoic acids; formaldehyde . . .
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The Poison Squad -- 1902
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Exposed 
adulteration in 
the meatpacking 
industry

The Jungle -- 1906



Comprehensive Food Regulation began in 1906

• Federal Meat Inspection Act of 1906 

• Pure Food and Drugs Act of 1906

• USDA inspection:

• Federal Meat Inspection Act of 1906 (FMIA):  cattle, sheep, swine, goats

• Poultry Products Inspection Act of 1957

• Egg Products Inspection Act of 1970

• Siluriformes fish and fish products added to FMIA inspection in 2016
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• Interstate commerce

• Adulteration

• Misbranding

• Chemical examinations

• Seizure and criminal 
prosecution
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Pure Food and Drugs Act of 1906



• 1937:  Elixir of  
sulfanilamide 

• Made with 
diethylene glycol

• Over 100 deaths, 
including many 
children
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The Pure Food and Drugs Act of 1906 was 
inadequate to regulate rapidly evolving industries
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Federal Food, Drug, and Cosmetic Act of 1938

• Adulteration

• Misbranding

• Food Standards

• Tolerances for poisonous 
substances

• Factory inspections

• Enforcement options expanded 
to include injunction as well as 
seizure and prosecution

• Authority to issue regulations



 Charge:  Buffalo 
Pharmacal Co. and its 
president, Dotterweich, 
shipped adulterated 
and misbranded drugs

 Jury acquitted the 
company but convicted 
Dotterweich on all 
counts

 Dotterweich appeals:  
There was no proof that 
he knew of the crime or 
participated in it

 Result?
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Purpose of the FD&C Act



Justice Frankfurter:

 “The purposes of this legislation … touch the lives and health of 
people which, in the circumstances of modern industrialism, are 
largely beyond self-protection.  Regard for these purposes should 
infuse construction of the legislation if it is to be treated as a 
working instrument of government and not merely as a collection 
of English words.”

 “Such legislation dispenses with the conventional requirement for 
criminal conduct – awareness of some wrongdoing.  In the interest 
of the larger good it puts the burden of acting at hazard upon a 
person otherwise innocent but standing in responsible relation to a 
public danger ….”
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Purpose of the FD&C Act



Evolution of the FD&C Act –Principal Food Amendments
• Food Additives Amendment – 1958

• Color Additive Amendment – 1960

• Animal Drug Amendments – 1968

• Vitamins and Minerals Amendments – 1976

• Infant Formula Act – 1980

• Nutrition Labeling and Education Act – 1990

• Dietary Supplement Heath and Education Act –

1994

• Food Quality Protection Act – 1997

• Public Health Security and Bioterrorism 

Preparedness and Response Act – 2002

• Food Allergen Labeling and Consumer 

Protection Act -- 2004 

• Food Safety Modernization Act – 2011
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Other Important Federal Laws for Food Regulation

• Federal Trade Commission Act – 1914

• Fair Packaging and Labeling Act – 1966

• Federal Insecticide, Fungicide, and Rodenticide Act – 1947

• Food Quality Protection Act – 1997
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Relationship between State Law and FDA/USDA Regulations

• Food Safety

• State “FDA” laws

• State meat and poultry inspection laws (in 27 states, under cooperative agreements with 

USDA)

• Food Code – retail food service

• Laws governing reporting requirements, e.g., Georgia requirements for testing and reporting

• Laws governing warning requirements, e.g., California’s Proposition 65

• Laws governing labeling requirements, e.g., hemp labeling rules in various states

• Toxics in packaging laws (in 19 states)

• Consumer Protection

• State “FTC” laws

• Related laws governing consumer protection and false advertising

• California:  Unfair Competition Law and False Advertising Law, Cal. Bus. & Prof. Code 17200, 17500; 

Consumer Legal Remedies Act, Cal. Civil Code 1750 et seq.

• Consumer class-action lawsuits have increased significantly over the last 15 years:  over 300 filed in 2021
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Relationship between State Law and FDA/USDA Regulations

• Products liability

• Consumers may be able to sue for injuries due to contaminated food under state law

• Rules vary from state to state, but in general –

• A seller may be liable for negligence, i.e., failure to exercise reasonable care

• A seller may be strictly liable for a defective and unreasonably dangerous product

• A seller may be liable for breach of warranty (including implied warranty of conforming to 

an ordinary buyer’s expectations)

• Preemption

• Express preemption for state law requirements that are “not identical” to relevant federal 

requirements (21 U.S.C. § 343-1)

• Meat and poultry inspection laws also expressly preempt requirements that are in addition 

to or different from federal requirements

• Implied preemption – when Congress’ preemptive intent is implicit in the law’s structure and 

purpose
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Key Concepts

• Regulatory definitions – 21 U.S.C. §
321
• “Food” – “(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” (21 U.S.C. §
321(f))

• Nutrilab, Inc. v. Schweiker, 713 
F.2d 335 (7th Cir. 1983):  Foods are 
ordinarily used for taste, aroma, 
or nutritive value
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Key Concepts

• Regulatory definitions – 21 U.S.C. § 321

• “Drug” includes “articles (other than food) intended to affect the structure or any function of 

the body of man or other animals” (21 U.S.C. § 321(g)(1)(C)) – so a food may be intended to 

affect the structure or function of the body, based on its nutritive value, without becoming a 

drug
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• “Drug” also includes “articles intended for use 

in the diagnosis, cure, mitigation, treatment, or 

prevention of disease in man or other animals” 

(21 U.S.C. § 321(g)(1)(B)) – so a food intended 

for such use is a drug (unless covered by an 

exception)

• “Intended use” – the objective intent of the 

persons legally responsible for the labeling of 

an article (or their representatives) (21 CFR 

201.128 and 801.4)



Key Concepts
• Types of food:

• Conventional food

• Dietary supplement – 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 

(21 U.S.C. § 321(ff))

• Infant formula – 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 (21 U.S.C. § 321(z))

• Medical food – 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 (21 U.S.C. § 360ee(b)(3))
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Key Concepts

• Adulteration – 21 U.S.C. § 342

• Misbranding – 21 U.S.C. § 343

• Prohibited Acts - 21 U.S.C. § 331

• Includes “introduction or delivery for introduction into interstate commerce” of any food that 

is adulterated or misbranded

• 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

• FDA’s position:  it has jurisdiction over all products made from interstate components 

regardless of the amount present, even though the finished product has not moved in 

interstate commerce (CPG 100.200, Aug. 1989)

• FDA’s jurisdiction is presumed in enforcement actions (21 U.S.C. § 379a)
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The Relationship between Scientific Analysis and Legal Issues
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• United States v. Lexington Mill & Elevator Co., 232 U.S. 399 (1914)
• The owner, Terry, used the “Alsop Process” to bleach flour

• Left a low level of nitrites in the food

• The law said that a food is adulterated if it contains any added poisonous ingredient 
“which may render such article injurious to health”

• FDA argued:  Bread is consumed by old and young, weak and strong

• Is the bread adulterated?
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Lexington Mill



• Court:  “Everything which contains poison is not poison”

• Under current law, 21 U.S.C.§342(a)(1), a food is adulterated if (among 
other things) it contains –
• An added deleterious substance:  may render injurious to health

• A non-added deleterious substance:  ordinarily render injurious to health

• See 21 CFR 109.3 for definitions of “naturally occurring” and “added”
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Lexington Mill
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The Relationship between Scientific Analysis and Legal Issues

• Scientific analysis is needed in order to determine whether a food is adulterated

• Microbiological analysis for pathogens is particularly important

• Controlled through manufacturing procedures

• FDA adopted processing procedures for low-acid canned foods and acidified foods in 1973

• Codex issued Hazard Analysis and Critical Control Point (HACCP) guidelines in 1992

• The “Safe Quality Foods” (SQF) standard was developed in 1994 and other certification 

programs followed

• USDA adopted regulations requiring HACCP in 1996

• FDA and the National Advisory Committee on Microbiological Criteria for Foods provided 

guidance on HACCP in 1997

• FDA adopted regulations requiring HACCP for seafood and juice

• The Foods Safety Modernization Act required Hazard Analysis and Risk-Based Preventive 

Controls in 2011
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The Relationship between Scientific Analysis and Legal Issues

• Scientific analysis may also be needed in order to determine whether a food is 

misbranded

• Claims must be substantiated by a reasonable basis, and health-related claims must be 

substantiated by competent and reliable scientific evidence
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Food Facility Registration

• Facilities that manufacture, process, pack, or hold food for 
consumption in the US must register with FDA

• Includes an assurance that FDA will be permitted to inspect the facility

• Various exceptions, such as certain farms, and facilities regulated exclusively by 
USDA

• Foreign firms must register unless food from the facility undergoes further 
manufacturing/processing (including packaging) by another facility outside the 
US (other than adding labeling or any similar activity of a de minimis nature)

• Registration must be renewed every other year

• FDA may suspend registration in certain circumstances, e.g., if food 
has a reasonable probability of causing serious adverse health 
consequences or death to humans or animals
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Thank You


