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acidified food, 153, 178, 330, 395
action levels, see defect action levels
additives
approval process, 206, 208
botanicals, 22, 120, 230–231, 245, 262
colors, see color additives
definition, 202, 205–206
FDA Modernization Act of 1997 (FDAMA), 227
Food Additive Amendment of 1958, 205–206
generally, 201, 203
generally recognized as safe (GRAS), 220–222
incidental additives, 44, 55–56, 226
indirect additives, 224–231
MSG, 43, 230
preservatives, 230
prior-sanctioned substances, 220
sulfites, 9, 44, 57, 65, 204, 230

Administrative Procedures Act (APA), 9–10, 90, 351, 449, 458
adulteration
aesthetic adulteration, 150
blending, 153, 155
decomposition, 130, 157
definition, 129
economic 148–150
filth, 129
insanitary conditions, 129, 159–161
otherwise unfit for food, 163–164

adverse event reporting, 197, 270–271, 395, 396
adverse publicity, see enforcement, adverse publicity
advertising, 34, 35, 47, 57, 58, 117–126
dietary supplements, 117–123, 273
Lanham Act actions, 52, 112, 125–126, 425–431

aflatoxin, 155, 172, 175, 215, 282, 339, 465
Alcohol and Tobacco Tax and Trade Bureau (TTB), 14, 16,
56–57, 117, 124–125, 208, 327, 333

imports, 335

alcoholic beverages, jurisdiction, 16, 56–57
allergens, 44, 55–56, 188, 228, 279, 280, 284–285, 292, 293,

297, 305
androstenedione, see dietary supplements
Animal and Plant Health Inspection Service
(USDA-APHIS), 238, 278, 286, 288, 311, 317, 325
327, 332, 472, 475

animal food, 334, 339–358, 466
diversion of adulterated food, 150–155, 373

antibiotics, 5, 23, 110, 114, 192, 245, 345–357, 461
antibiotic claims, see USDA process verified
artificial coloring, see color additives
American Association of Feed Control Officials (AAFCO), 342,

343, 344
artificial, 40, 43, 46, 49, 50, 110–111, 204, 233, 234,

304, 452

Baytril, see enrofloxacin
beef hormones, 114, 339, 344, 345, 485–486
beer, 57, 222, 489
non-malt, 57

Better Business Bureau, see National Advertising Division
Bioterrorism Act, 322, 327, 328, 329, 335
bioterrorism, see food terrorism
black currant oil, 208–209
blending, 153, 155, 364, 464
botanicals, 22, 230, 245–246, 262, 272
bovine growth hormone, see bovine somatotropin
bovine somatotropin (BST), 291, 301, 302–305, 344–345
bovine spongiform encephalopathy (BSE), 357–358, 487
bottled water, GMPs, 153, 178
bottled water, jurisdiction, 14, 23
breach
of express warranty, 433
of implied warranty, 432

BSE, see bovine spongiform encephalopathy

507

Food Regulation: Law, Science, Policy, and Practice, Second Edition. Neal D. Fortin.
 2017 Neal D. Fortin. Published 2017 by John Wiley & Sons, Inc.

CO
PYRIG

HTED
 M

ATERIA
L

htt
p:/

/w
ww.pb

oo
ks

ho
p.c

om



caffeine, 24, 27, 124, 177, 221, 224, 228, 230, 252, 271, 276
California Proposition 65, see Proposition 65
carcinogens, aflatoxins, see aflatoxin
Carcinogens, Delaney Clause, 6, 18, 54, 203–204, 215–219,
229, 231, 258, 340, 489–490

CARVER+Shock, 323
caseinate, 44, 147
cease and desist letters, 125
Centers for Disease Control and Prevention (CDC), 15, 87, 96,

319, 345
certified colors, see color additives, certified
chewing gum, 21, 23, 25, 68, 159, 224
Children’s Advertising Review Unit (CARU), 125–126
cholesterol
claims, 71, 75–77
daily reference value, 67
labeling, 68, 74

civil liability, see private actions
civil penalties, 124, 371–372
claims
authoritative statement, see Health claims
dietary guidance, 83
disease related, see Health claims
general well-being, 82
NLEA, see Health claims
nutrient content, 74–77
qualified, see Health claims
structure-function, 82
substantiation, 99–105, 107, 118–123, 125, 265, 297–298

cloning, 277, 313–315, 342
Clostridium botulinum, 161, 178, 186, 369, 453
Codex Alimentarius, 16, 114, 181, 279, 292, 341, 482–483, 486
color additives,
artificial 43, 46, 110–111, 233, 234, 418, 452
certified, 231
provisional listing, 232

coloring, animal feed, 234
colors, Southampton, see Southampton colors
comfrey, 220, 271
common law, 7
Conference for Food Protection (CFP), 342, 411
confidentiality, 320, 468, 495
consent decree, see, enforcement, consent decree
contaminants, see defect action levels
contempt action, 376
copyright, 115
country-of-origin labeling, 108
credence claims, 107
criminal liability, 378
Customs and Border Protection (CBP), 16, 326, 332, 371, 383
cyber letters, 368

daily value (DV), 67–68, 76, 78, 79, 86, 262
debarment, see enforcement
deceptive packaging, 52–53
deceptive trade practices, see Unfair trade practices
decomposition, see adulteration, decomposition
defect action level, blending, 155–156

defect action levels, 153–155
Delaney Clause, see Carcinogens, Delaney Clause
Department of Justice (DOJ), see U.S. Department of Justice
De minimis filth, 155–157, 218
denial of import entry, 371
destruction of products without a hearing, 374
detention, see Enforcement, detention
dietary guidance, see claims, dietary guidance
dietary supplements
adulteration, 259– 260
androstenedione, 271
approval and safety, 257–259
aristolochic acid, 271
claim substantiation, 99–105, 265
definition, 243–253
ephedra, 270–271
generally, 243
good manufacturing practices (GMPs), 261
health claims, 81–105, 264–270
labels, 262–264
new dietary ingredients (NDI), 258
problem supplements, 270–271

disguised administrative rule, 460
drug, definition, 21–23
drug residue, 345
due process, 9–10, 12–14, 19, 147, 326, 373

economic adulteration, see Adulteration, economic
Egg Products Inspection Act, 18
eggs, jurisdiction, 15
egg safety rules, 180
enforcement
adverse publicity, 382
civil actions, 376–377
civil penalties, 371–372
consent decree, 372
criminal actions, 377–382
debarment, 370
detention, 370–371
discretion, 363
FSIS inspection-related powers, 372
import detentions, 370–371
injunctions, 374
interstate commerce, 363–364
jurisdiction, 363–366
publicity, 382
recalls, 368–370
role of DOJ, 363
seizure, see enforcement, detention
suspension of inspection, 406
USDA generally, 406
warning letters, 366–368
withdrawal of inspection, 406
withdrawal of product approvals, 372

enrichment, see fortification
enrofloxacin (Baytril), 346, 461
environmental assessment, 284, 292–293, 306, 307, 469–479
environmental contaminants, 175–178
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environmental impact statement, 471–478
Environmental Protection Agency (EPA), 173–174, 289–290,

317, 326, 333
ephedra, see dietary supplements
ethics, generally, 493–498
European Union
food issues with US, 485
GE-derived foods, 488–489
generally, 485

expiration date, 45, 261
export
certificates, 336
exemption, 334
generally, 334
import for, 335

false or misleading as a matter of law, 49
Farm Bill, 107–109, 337
FDA Modernization Act of 1997 (FDAMA), 61, 75, 78, 82, 87,

88, 227, 264, 303
FDAMA claims, see Health claims, authoritative statement
health claims

FDA inspectional observations, see Form 483
Federal Advisory Committee Act (FACA), 10–11
Federal Communications Commission (FCC), 124
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), 173
genetically engineered food, 288–289

Federal Meat Inspection Act, 17, 23, 362, 404, 410
Federal Trade Commission (FTC), 14, 16, 32, 35, 52, 112, 117–124
federalism, 7–9
feed, see animal food
First Amendment, 12, 88–97, 112, 267–275, 303, 304, 310
flavoring, 40, 43, 46, 55, 56, 64, 110–112, 150,
flavor enhancer, 43–44, 230
FOIA, see, Freedom of Information Act
food additives, see additives
Food Contact Notification, 227
food defense, 317–323
food facility registration, see registration
food grades, 115
Food Quality Protection Act (FQPA), 18, 174
food standards, generally, 130
temporary marketing permits, 145

food tampering, see tampering
food terrorism
economic and trade effects, 319
generally, 318–321
preventive controls, 188, 322–323
Salmonella-tainted election, 319–320
social and political implications, 319
threat, 318– 319

food, definition, 21
foodborne illness, burden,165
Form 402–404, 481
fortification, 142, 202, 231, 265, 489–490
Freedom of Information Act (FOIA), 9, 11, 366, 468–469
Freedom of Information Act, reverse FOIA, 468
generally recognized as safe, see GRAS

genetically engineered animals, 291–292
genetically engineered foods, 277–290
EPA’s role, 289
FDA Policy, 283
food safety, 280
labeling, 293–312
right to know, 301–312
USDA’s role, 286–289

genetically modified foods, see genetically engineered Foods
geographical indications, 113–114
grades, see Food grades
GRAS (Generally Recognized as Safe), 220–222, 233

HACCP, 181–187
Halal, see labeling, halal
hard look doctrine, 477,
HARPC, 188–189
health claims
authoritative statement (FDAMA), 78, 82, 87
classical nutrient-deficiency disease and nutrition, 264
dietary guidance, 83
disease related, 105
general well-being, 83
NLEA, 84–87
qualified, 88–98

high fructose corn syrup (HFCS), 44–45, 112, 221
hydrogenated oil, 70–71, 141, 224
hydrolysates, 43–44, 53, 86

imitation, 40, 130, 134, 137, 139, 145–147
imports
additional forms for certain foods, 328
basic import procedure, 326-327
denial of entry, 371
enforcement, 333
food facility registration, 322, 328
generally, 326
prior notice, 328
USDA’s Import System, 333
Voluntary Qualified Importer Program, 330

in vitro meat, see meat
indirect additives, see additives, Indirect
insanitary conditions, 10, 159–162, 171, 184–187, 367, 378, 380,

395, 404, 407, 455
inspection
constitutional limits, 385
frequency, 387–388
FSIS generally, 406
FSIS Records Access, 410
generally, 386
notice, 396, 398, 402
photographs, 395
planning, 401 –404
record access under the bioterrorism act, 393
risk-based, 387
samples, 404
warrantless, 388

international food law, 481–490
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international trade agreements, 483
Internet, webpages as labeling, 35–36
interstate commerce, 365
interstate commerce, unreasonable burden, 421
irradiation, agricultural pests, 238
Irradiation, food additive under FD&C Act, 236–237
irradiation, generally, 236
irradiation, labeling, 238

jurisdiction, restaurants, 366
justice, see U.S. Department of Justice

Konjac, 164
kosher, see labeling, kosher

labeling
affirmative requirements, 31, 36
alcoholic beverages, 56
allergens, 55
halal, 113
information panel, 36
ingredients, 42
kosher, 113
menu, 73–74
natural, see natural
nutrition panel, 67
organic, see organic
principle display panel (PDP), 36
quantity, 41
responsible party, 45
sell-by or use-by dates and codes, 45
statement of identity, 36
terminology, 32
USDA “generic” approvals, 58
USDA labeling approval, 58
USDA safe food-handling instructions, 58
vending machine, 73
warning statements, 53–54
webpages as labeling, 35
wine coolers versus flavored wine, 57

Lanham Act, 51, 52, 112, 117, 125, 126, 425–433
LFTB, 39–40
LibertyLink rice, 311
Listeria monocytogenes, 170, 191, 406

mad cow disease, see bovine spongiform encephalopathy (BSE)
market withdrawal, 370
McFat litigation, 62
meat, in vitro, 313
mechanically tenderized meat, 58
melamine, 6, 197, 343
mercury, 175–178, 411
medical food, 70, 253
menu labeling, see labeling, menu
metric, 41–42, 66, 69
misbranded food, prohibited representations, 45–52
misbranded, definition, 45
moisture loss, 42

MSG, 43, 230
nanotechnology, 312–313
natural claims, 110–112
National Advertising Division (NAD), 112, 117, 125–126
National Conference on Interstate Milk Shipments (NCIMS), 344
National Marine Fisheries Service (NMFS), 16, 328, 336
National Oceanic and Atmospheric Administration (NOAA), 334
National Antimicrobial Resistance Monitoring System

(NARMS), 346
National Shellfish Sanitation Program (NSSP), 410
negligence, see private actions
National Environmental Policy Act, 284, 292, 293, 311, 469, 475,

478
new dietary ingredient (NDI), see dietary supplement, new dietary

ingredient
nutrient content claims, see claims, nutrient content
Nutrition Labeling and Education Act (NLEA), 41, 61, 65, 66,

71, 82, 83, 427–429

Open Meetings Act, 469
organic, 109–110, 111, 175, 288–289, 293, 298, 304, 311, 472,

474, 476
organoleptic evidence, 160
otherwise unfit for food, see adulteration, otherwise unfit for food

packaging, deceptive, see deceptive packaging
packaging, food additive definition, 203, 205–207
packaging, indirect additive, 204, 224–225
Pasteurized Milk Ordinance (PMO), 410
performance standards, 191–192
pesticide residues, 173–174, 175
photographs, see inspections
pink slime, see LFTB
Poisonous and deleterious substances,
added substances, 167
generally, 168
nonadded substances, 175
tolerances, 171

Poultry Products Inspection Act (PPIA), 18, 362, 372, 373, 374,
404, 410, 413

precautionary principle, 486, 487, 488, 489–490
preemption, see states and private actions
Prescription Drug Marketing Act of 1987, 422
preservatives, 4, 46, 110, 202, 204, 230
prior notice, 322, 327–328, 331
prior sanctioned substance, see additives, prior-sanctioned substances
private actions
False Claims Act, 444
foreign-natural test versus reasonable expectation, 433–434
generally, 425
hot coffee case, 431
negligence per se, 439
negligence, 433–434
no private cause of action under the FD&C Act, 445
preemption of tort claims, 443
products liability, 431–432

processed verified, see USDA process verified
produce safety standards, 189–191
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products liability, see private actions, products liability
prohibited acts, 363
Proposition 65 (California), 410
preservatives, 4, 111, 202, 205, 230
pre-emption of tort claims, see private actions
Proxmire Amendment, 250
puffery, 49, 98
Pure Food and Drug Act of 1906, 4–5, 18, 47

qualified claims, see claims, qualified
Qui tam, see private actions, False Claims Act

ractopamine, 114
rBST, see bovine somatotropin
recalls, 6, 15, 18, 31, 101, 179, 196–198, 290, 368–370, 383
records access, 393–394, 406
recordkeeping, 59, 178, 181, 182, 189–191, 298, 323,

393–394
recombinant DNA (rDNA), 110, 112, 277
reconditioning, 329, 333, 335, 373
reference daily intake (RDI), 67, 76, 87
refusal to permit access, 394
registration, food facility, 322
registration, suspension, 371
Regulatory Control Action, 372
religious symbols, 112–113
Reportable Food Registry (RFR), 196–199
restaurants, jurisdiction, 409–410
reverse FOIA, see Freedom of Information Act, reverse FOIA
risk assessment, FQPA, 174
risk-based inspections, see inspections
risk categorization, 387–388
rulemaking, 9–10, 448

saccharin, 54, 132, 210, 224
safe food handling instructions, 58–59
scurvy, see health claims, classical nutrient-deficiency disease and

nutrition
seizures, see enforcement, detention
Shiga-toxin producing E. coli, 192–196
significant scientific agreement, 87, 90–97, 99, 264
Sorghum beer, 57
Southampton colors, 233–234
SPS, see WTO
Standardized foods, 37, 77–78, 131–139
StarLink corn, 290
states
destruction of products without a hearing, 412
federal laws delegating authority to the states, 422
federal preemption of states, 412–413
inspection and enforcement powers, 412
role generally, 362, 409

steroid hormone, see hormone
street drug alternatives, 272
strict liability, 377–381

strict liability in tort, see private actions
structure-function claims, see claims, structure-function
substantiation, see claim substantiation,
sulfanilamide, 5
suspension, see Registration suspension, and Enforcement,

suspension of inspection

tampering
Anti-tampering Act, 318
pesticide poisoning, 320

Tariff Act of 1930, 36, 107–108, 326, 333
TBT, see WTO
temporary marketing permit, see food standards, temporary

marketing permits
terrorism, see Food terrorism, 318–321
threshold of regulation, 202, 227–229
tolerances, 153, 171–172, 216, 333, 448
traceability, 300, 393, 488
traceback, see traceability
trade groups, 19, 196, 238
trademarks, 114, 115, 426
trans fats, 70–71
transparency, 40, 280, 286, 301, 447
TRIPS, 113

unfair trade practices, 125, 431
Universal Product Code (UPC), 115
unsanitary conditions, see insanitary conditions
USDA
food grades, see food grades
labeling, see labeling, USDA labeling
major enforcement powers, 405
process verified, 114, 300

U.S. Department of Justice, 16, 317, 363, 498
U.S. Postal Service, 17, 124
untitled correspondence, 368

vending machine labeling, see labeling, vending machine
Vitamin-Mineral Amendment, see Proxmire Amendment
Voluntary Qualified Importer Program, see imports

warranty claims, see private actions
warning letters, 368
warning statements, products requiring warning

labels, 53–54
warrantless inspections, see inspections
wine, 14, 57
cooler, 57

withdrawal of inspection, 372
withdrawal of product approval, 372
withholding action, 372, 405
World Trade Organization (WTO),
agreement on Technical Barriers to Trade (TBT), 109,
482, 484

Sanitary and Phytosanitary Agreement (SPS), 484, 485, 487
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