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Acidifi ed Food, 174, 473–474, 550
Action levels, see defect action levels
Additives, approval process, 266–267
Additives, botanicals, 289
Additives, defi nition, 262
Additives, FDA Modernization Act of 

1997 (FDAMA), 277
Additives, Food Additive Amendment of 

1958, 261
Additives, generally recognized as safe 

(GRAS), 267–268
Additives, generally, 261
Additives, incidental additives, 276
Additives, indirect additives, 272
Additives, MSG, 278
Additives, preservatives, 283
Additives, prior-sanctioned substances, 

262
Additives, sulfi tes, 259
Administrative Procedures Act 

(APA), 14
Adulterated, defi nition, 150
Adulteration, blending, 179
Adulteration, see also aesthetic 

adulteration
Adulteration, see also economic 

adulteration
Advertising, 51, 56
Advertising, dietary supplements, 400
Advertising, Lanham Act actions, 605
Aesthetic adulteration, 170
Aesthetic adulteration, decomposition, 

183
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Aesthetic adulteration, fi lth, 179
Aesthetic adulteration, insanitary 

conditions, 186
Aesthetic adulteration, otherwise unfi t 

for food, 194
Afl atoxins, 179, 210, 214, 227
Alcohol and Tobacco Tax and Trade 

Bureau (TTB), 26
Alcohol and Tobacco Tax and Trade 

Bureau (TTB), imports, 482
Alcoholic beverages, jurisdiction, 88–89
Alcoholic beverages, labeling, 88–91
Allergens, 85
Androstenedione, see dietary 

supplements
Animal and Plant Health Inspection 

Service (USDA-APHIS), 480
Animal food, 66
Animal food, diversion of adulterated 

food, 179
Artifi cial coloring, see color additives

Bioterrorism Act, 457
Bioterrorism, see food terrorism
Bottled water, GMPs, 174
Bottled water, jurisdiction, 39

Carcinogens, afl atoxins, 198, 221, 223, 227
Carcinogens, Delaney Clause, 221–240
Centers for Disease Control and 

Prevention (CDC), 24
Chewing gum, 35
Cholesterol, claims, 101–103
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Cholesterol, daily reference value, 110
Cholesterol, labeling, 104
Civil liability, see private actions
Civil penalties, 509
Cloning, 413
Codex Alimentarius, 640–642
Color additives, 293
Color additives, Color Additive 

Amendments, 293
Color additives, provisional listing, 294
Common law, 10
Condemnation, 490
Condemnation, states, 557
Contaminants, see defect action levels
Contempt action, 518
Copyright, 88
Country-of-Origin Labeling, 483
Criminal liability, 525
Customs (CBP), 26, 480

Debarment, see enforcement
Deceptive packaging, 77
Defect action level, blending, 173
Defect action levels, 173
Delaney Clause, 221–229
Department of Justice (DOJ), generally, 

27
Destruction of products without a 

hearing, 579
Dietary supplements, adulteration, 

357
Dietary supplements, androstenedione, 

390
Dietary supplements, approval and 

safety, 352
Dietary supplements, claim 

substantiation, 400
Dietary supplements, defi nition, 

319, 323
Dietary supplements, ephedra, 388
Dietary supplements, generally, 314
Dietary supplements, good 

manufacturing practices (GMPs), 
359

Dietary supplements, health claims, 
363–368

Dietary supplements, labels, 361
Dietary supplements, new dietary 

ingredients, 355

Dietary supplements, problem 
supplements, 389–390

Drug, defi nition, 36
Due process, 14, 20–21

Economic adulteration, 149, 
152–157

Eggs, jurisdiction, 38–39
Eggs, warning statement, 79
Enforcement
Enforcement, civil actions, 605
Enforcement, civil penalties, 509
Enforcement, criminal actions, 524
Enforcement, debarment, 511
Enforcement, enforcement 

discretion, 498
Enforcement, FSIS inspection-related 

powers, 492
Enforcement, import detentions, 512
Enforcement, injunctions, 498
Enforcement, interstate commerce, 

499
Enforcement, jurisdiction, 485
Enforcement, publicity, 533
Enforcement, recalls, 504
Enforcement, role of DOJ, 498
Enforcement, seizure, 514
Enforcement, USDA generally, 495
Enforcement, warning letters, 527
Enforcement, withdrawal of product 

approvals, 513
Environmental contaminants, 214
Environmental Protection Agency 

(EPA), 23
Environmental Protection Agency 

(EPA), EPA and FIFRA, 212
Environmental Protection Agency 

(EPA), imports, 458
Ephedra, see dietary supplements
Ethics, generally, 653
European Union, food issues with 

US, 646
European Union, GE foods, 647
European Union, generally, 647
Export, export certifi cates, 491
Export, export exemption, 517
Export, generally, 517
Export, import for export, 518
Exports
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False or misleading as a matter of law, 
77

FDA Modernization Act of 1997, 
authoritative statement health claims, 
124

Federal Advisory Committee Act 
(FACA), 16

Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA), 213

Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA), genetically 
engineered food, 413

Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA), no private 
cause of action, 635

Federal Trade Commission (FTC), 27
Federal Trade Commission, advertising 
Federal Trade Commission, health 

claims, 145
Federal Trade Commission, jurisdiction
Federalism, 11
Flavorings, 63
Food additives, see Additives
Food and Drug Administration, 

inspectional observations (FDA 
form 483), 504

Food Safety and Inspection Service 
(FSIS), 25

Food Safety Inspection Service (FSIS), 
states role, 477

Food safety, US system generally, 457
Food standards, FD&C Act § 401, 157
Food standards, generally, 152
Food standards, temporary marketing 

permits, 169
Food tampering, pesticide poisoning, 462
Food terrorism, economic and trade 

effects, 460
Food terrorism, generally, 457
Food terrorism, Salmonella-tainted 

election, 461
Food terrorism, social and political 

implications, 460
Food terrorism, threat, 459
Food, defi nition, 149
Foodborne illness, burden, 242
Freedom of Information Act (FOIA), 

17

Generally recognized as safe, see GRAS
Genetically engineered foods, EPA’s 

role, 413
Genetically engineered foods, FDA 

Policy, 422
Genetically engineered foods, FIFRA, 

431
Genetically engineered foods, food 

safety, 413
Genetically engineered foods, generally, 

413, 423
Genetically engineered foods, labeling, 

423
Genetically engineered foods, the right 

to know, 434
Genetically engineered foods, USDA’s 

role, 429
Genetically modifi ed foods, see 

genetically engineered Foods
Good Agricultural Practices (GAPs), 

476
Good Manufacturing Practices (GMPs), 

262
GRAS (Generally Recognized as Safe), 

267

HACCP, 240
Health claims, authoritative statement 

claims, 124
Health claims, generally, 91, 93–94, 101, 

103, 113–118
Health claims, NLEA, 116
Health claims, qualifi ed, 125
Healthy claims, 106
Hydrogenated oil, petition to ban, 112

Imports, additional forms for certain 
foods, 473

Imports, basic import procedure, 471
Imports, enforcement, 477
Imports, food facility registration, 473
Imports, generally, 470
Imports, prior notice, 466, 472
Imports, USDA’s Import System, 477
Indirect additives, 272
Inspection, planning, 564
Inspections, constitutional limits, 528
Inspections, FSIS generally, 568
Inspections, FSIS Records Access, 571
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Inspections, generally, 537
Inspections, photographs, 551
Inspections, record access under the 

bioterrorism act, 541
Inspections, samples, 566
Inspections, scope, 550
International food law, 629
International food law, foreign 

regulatory systems, 645
International trade agreements, 643
Internet, webpages as labeling, 57
Irradiation, agricultural pests, 314
Irradiation, food additive under FD&C 

Act, 306
Irradiation, generally, 306
Irradiation, labeling, 313

Jurisdiction, restaurants, 576

Labeling, affi rmative requirements, 59
Labeling, alcoholic beverages, 88
Labeling, allergens, 95
Labeling, grades, 89
Labeling, information panel, 59
Labeling, ingredients, 67
Labeling, kosher, 92
Labeling, nutrition panel, 106
Labeling, principle display panel 

(PDP), 59
Labeling, quantity, 65
Labeling, responsible party, 70
Labeling, sell-by or use-by dates and 

codes, 71
Labeling, statement of identity, 60
Labeling, terminology, 51
Labeling, USDA “generic” approvals, 90
Labeling, USDA labeling approval, 90
Labeling, USDA safe food-handling 

instructions, 90
Labeling, warning statements, 82
Labeling, webpages as labeling, 56
Labeling, wine coolers versus fl avored 

wine, 89

McFat litigation, 95
Mercury, 214–220, 580
Misbranded food, prohibited 

representations, 71
Misbranded, defi nition, 151

National Marine Fisheries Service 
(NMFS), 27

National Oceanic and Atmospheric 
Administration (NOAA), 482

Nutrient content claims, 101
Nutrition and public health expenditures, 

94
Nutrition Labeling and Education Act 

(NLEA), 101

Organic, 92

Packaging, deceptive packages, 80
Packaging, deceptive, 80
Packaging, food additive defi nition, 36, 

150, 255, 262
Packaging, indirect additive, 272–273
Pesticide Residues, 212
Poisonous and deleterious substances, 

added substances, 201
Poisonous and deleterious substances, 

generally, 200
Poisonous and deleterious substances, 

nonadded substances, 204
Poisonous and deleterious substances, 

tolerances, 200
Precautionary Principle, 648
Preemption, see states and private 

actions
Private actions, False Claims Act, 605
Private actions, foreign-natural test 

versus reasonable expectation, 609
Private actions, generally, 605
Private actions, negligence per se, 621
Private actions, no private cause of 

action under the FD&C Act, 633
Private actions, preemption of tort 

claims, 630–631
Private actions, products liability, 606
Private actions, the hot coffee case, 606
Proposition 65 (California), 580
Pure Food and Drug Act of 1906, 5

Qui tam, see Private actions, False 
Claims Act

Registration, food facility, 466
Religious symbols, 92
Restaurants, jurisdiction, 473
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Risk Assessment, FQPA, 213
Rulemaking, 14–15

Standardized foods, 106
StarLink corn, 432
States, destruction of products without a 

hearing, 579
States, federal laws delegating authority 

to the states, 604
States, federal preemption of states, 

580–633
States, inspection and enforcement 

powers, 579
States, role generally, 483, 568
States, warning requirements, 580
Street drug alternatives, 391

Strict liability, 524
Structure-function claims, 115

Tampering, Anti-tampering Act, 220
Tampering, see also food tampering
Trade groups, 32
Trademarks, 91
Trans Fats, 111–113

Universal Product Code, 92
Unsanitary conditions, see insanitary 

conditions

Warning statements, products requiring 
warning labels, 82

World Trade Organization (WTO), 642
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