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Table 1. U.S. federal regulatory agencies and statutes for the food industry.

Agencies

Statutes

Regulation Authority

Department of Agriculture

Animal & Plant Health
Inspection Service(APHIS)

Agricultural Marketing
Service

Food Safety & Inspection
Service

Federal Plant Pest Act;
Plant Quarantine Act

Agricultural Marketing Act

Federal Meat Inspection Act

Grants permits for field trials.

Regulates genetically engineered plant
pests-importation, interstate movement,

and release into the environment. Commonly
used vectors(e.g., Agrobacterium tumefaciens
and A. rhizogene) and promoters(e. g., from
cauliflower mosaic virus) can trigger APHIS
review because they are derived from plant
disease organisms.

Grades and inspects foods.

Tests for drug and chemical residues and
pathogens in meat.

Environmental Protection

Agency

Federal Insecticide, Fungi-
cide & Rodenticide Act

Food, Drug, & Cosmetics Act

Toxic Substance Control Act

Regulates pesticides.

Establishes tolerances for pesticide residues
on food.

Regulates other chemicals and microorganisms;
regulates release of genetically engineered
organisms into the environment; grants Experi-
mental Use Permits.

Food and Drug Administra-
tion

Center for Food Safety &
Applied Nutrition

Center for Veterinary Medi-
cine

Food, Drug, & Cosmetics Act

Nutrition Labeling & Educa-
tion Act

Approves preclearance and listing of food addi-
tives; establishes tolerances for chemical resu-
dues (other than pesticides) on foods; grants
Generally Recognized as Safe Status.

Grants New Drug Applications required for
foods claiming health benefits.

Approves animal drugs and feeds.
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Table 2. Organization of Food and Drug Administration

1.

2.

FDA Headquarters

* Address: Parklawn Bldg., 5600 Fishers Lane,

Rockville, MD 20857, USA

+ Commissioner: David A. Kessler, M.D., ]J.D.

(301)443-2410

- Deputy Commissioner: James S. Benson

(301)443-2400

+ Executive Assistant: May Pendergast, ].D.

(301)443-2412

- Staff Assistant: Kay Hamric(301)443-2410
* Chief of Staff: Joseph A. Levitt, ]J.D.

(301)443-2410

* Director, Office of AIDS Coordination: Randy

Wykoff, M.D. (301)443-0104

- Director, Office of Biotechnology: Henry 1.

Miller, M.D., Ph.D. (301)443-7553

- Acting Director, Office of Small.Business,

Scientific and Trade Affairs: Mary Ann Da-
nello, Ph.D. & Jack M. Martin (301)443-6776

- Director, Office of Orphan Products Develo-

pment: Marlene Haffner, M.D.(301)443-4903

+ Associate Commissioners

Regulatory Affairs: Ronald Chesemore
(301)443-1594
Legislative Affairs: Hugh C. Cannon
(301)443-3150
Health Affairs: Stuart Nightingale, M.D.
(301)443-6143
Public Affairs: Jeff Nesbit(301)443-4177
Consumer Affairs: Alexander Grant
(301)443-5006
Planning & Evaluation: Gerald L. Barkdoll,
D.P.A.(301)443-4230
Center for Biologicals Evaluation & Research
(CBER)

- Address: Room 130, Bldg. 29, National Ins-

titutes of Health, Bethesda, MD 20892, USA
(301)496-3556

+ Acting Director: Gerald V. Quinnan, Jr., M.D.
- Acting Deputy Director: Janet Woodcock, M.D.
- Director, Office of Management: Russel Ab-

bott(301)443-4154

- Chief, Laboratory of Cellular Biology: Thomas

Hoffman, M.D. (301)443-4538

* Acting Director, Division of Product Certifi-

cation: Michael Beatrice(301)295-8428

. Center for Drug Evaluation & Research

(CDER)

- Address: Parklawn Bldg, 5600 Fishers Lane,

Rockville, MD 20857, USA(301)443-2894

* Director: Carl C. Peck, M.D.
* Deputy Director: Gerald F. Meyer
* Acting Deputy Director of Medical Affairs:

Bruce Burlington, M.D.(301)443-2544

. Center for Food Safety & Applied Nutrition

(CFSAN)

+ Address: 6815 Federal Bldg., No.8, 200C St.,

S.W., Washington, D.C. 20004, USA
(202)245-8850

* Director: Fred Shank, Ph.D.
+ Deputy Director: Doublas L. Archer, Ph.D.

(202)245-1057

* Biotechnology Coordinator: James H. Marya-

nski, Ph.D. (202)426-8950

. Center for Devices & Radiological Health

(CDRH)

* Address: 502 Twinbrook Bldg., 12720 Twin-

brook Pkwy, Rockville, MD 20857, USA
(301)443-4690

* Acting Director: Walter A. Gundaker
* Deputy Acting Director: Elizabeth D. Jacobson
+ Director, Office of Management: Linda Suy-

dam (301)443-2797

+ Senior Scientist for Biotechnology: Kiki B.

Hellman, Ph.D.(301)443-7158

. Center for Veterinary Medicine (CVM)
* Address: Parklawn Bldg.,, 5600 Fishers Lane,

Rockville, MD 20857, USA(301)443-3450

* Director: Gerald B. Guest, D.V.M.
- Deputy Director: Richard Teske, D.V.M.
* Acting Deputy Director, Division of Veterinary

Medical Research: Russel Frobish, Ph.D.
(301)344-2556

. National Center for Toxicological Research

(NCTR)

* Address: Country Road 3, Jefferson, AR 72079,

USA (501)541-4517

- Director: Ronald W. Hart, Ph.D. G
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Table 3. Examples of food crops
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under development.
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Trait

Genetic modification

Examples of food crops
with the trait

Herbicide tolerance Glyphosate
Glyphosate tolerance

Sulfonylurea/chlorsulfuron
tolerance
Glufosinate/bialophos tolerance

Bromoxynil tolerance
2,4-dichlorophenoxy acetic acid
tolerance

5’-enolpyruvylshikimate-3’' phosphate
synthase
Acetolactate synthase

Phosphinothricin acetyltransferase
Nitrilase from Klebsiella ozaenae

Alcaligenes autrophus / 2,4-D
mMonooxygenase

Tomato, cotton, soybean, corn,
rapeseed
Tomato, cotton

Corn, soybean, tomato, alfalfa,
repeseed

Cotton, potato

Potato

Disease/pest resistance
Resistance to lepidopteran insects

Resistance to viruses

Bacillus thuringiensis delta endotoxin

Various viral coat proteins

Tomato, cotton, corn, rapeseed,
rice, potato, apple, walnut

Cantaloupe, squash, tomato,
corn, potato, alfalfa

Increased solids or dry matter
content
Altered amino acid content

oil modification genes

Pectin methylesterase antisense gene;
metabolic enzymes

Seed storage proteins

Resistance to bacteria Cecropin Potato
Resistance to European corn Wheat germ agglutinin Corn
borer

Resistance to Rhizoctonia solani | Chitinase Potato
Other agronomic properties

Cold tolerance Fish “antifreeze protein” Tomato

Stress tolerance Stress-alleviating enzymes Potato

Altered ripening Polygalacturonase antisense gene Tomato
Post-harvest properties

Simple sugar increase Metabolic enzymes Potato

Starch increase Metabolic enzymes Potato

Altered fatty acid content Antisense desaturase and thioesterase | Rapeseed

Tomato, potato

Corn, soybean, rice, sunflower

Source: Federal Registernotices published by the Division of Biotechnology, Biologics, and Environmental Pro-

tection, Animal and Plant Health Inspection Service, U.S. Department of Agriculture.
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