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FEDERAL FOOD, DRUG AND
COSMETIC ACT

Cross-references from the original sections of thAct
which were renumbered when codified in
Title 21 of the United States Code




FEDERAL FOOD, DRUG, AND COSMETIC ACT *

CHAPTER| — SHORT TITLE
Sec. 1. [301] SHORT TITLE

CHAPTERIl — DEFINITIONS
SEC. 201.[321] DEFINITIONS
SEC. . [321a] “BJTTER’ DEFINED
SEC. . [321b] “RACKAGE” DEFINED
SEC. . [321c] MONFAT DRY MILK ; “M ILK” DEFINED
SEC. . [321d] MARKET NAMES FORCATFISH AND GINSENG

CHAPTERIIl — PROHIBITED ACTS ANDPENALTIES
SEC. 301.[331] PROHIBITED ACTS
SEC. 302.[332] INJUNCTION PROCEEDINGS
SEC. 303.[333] PENALTIES
SEC. 304.[334] SEIZURE
SEC. 305. [335] HEARING BEFOREREPORT OFCRIMINAL VIOLATION
SEc. 306. [335a] [EBARMENT, TEMPORARY DENIAL OF APPROVAL, AND SUSPENSION
Sec. 307. [335b] @vIL PENALTIES
Sec. 308. [335¢] AJITHORITY TO WITHDRAW APPROVAL OFABBREVIATED DRUG
APPLICATIONS
SEC. 309. [336] FEPORT OFAMINOR VIOLATIONS
SEcC. 310. [337] ROCEEDINGS INNAME OF UNITED STATES; PROVISION AS TO
SUBPOENAS

CHAPTERIV — FOOD
SEC. 401. [341] DEFINITIONS AND STANDARDS FORFOOD
SEC. 402. [342] AULTERATED FOOD
SEC. 403. [343] MSBRANDED FOOD
SEC. 403A. [343-1] [INTITLED]
SEC. 403B. [343-2] DETARY SUPPLEMENTLABELING EXEMPTIONS
SEC. 403C. [343-3] DBCLOSURE
SEC. 404. [344] MERGENCY PERMIT CONTROL
SEC. 405. [345] REGULATIONS MAKING EXEMPTIONS
SEC. 406. [346] TOLERANCES FORPOISONOUSINGREDIENTS INFOOD
SEC. 407. [347] QEOMARGARINE ORMARGARINE
SEC. 408. [346a] DLERANCES ANDEXEMPTIONS FORPESTICIDE CHEMICAL RESIDUES
SEC. 409. [348] ©ODADDITIVES
SEC. 410. [349] BOTTLED DRINKING WATER STANDARDS
SEC. 411. [350] MTAMINS AND MINERALS
SEC. 412. [350a] RQUIREMENTS FORINFANT FORMULAS
SEC. 413. [350b] New DIETARY INGREDIENTS

“The original sections of the act were renumberedndodified in Title 21 of the United
States Code.



SEC. 414. [350c] MAINTENANCE AND INSPECTION OFRECORDS
SEC. 415. [350d] RGISTRATION OFFOOD FACILITIES

SEC. 416. [350e] BNITARY TRANSPORTATIONPRACTICES
SEC. 417. [350f] REPORTABLEFOOD REGISTRY

CHAPTERV — DRUGS ANDDEVICES
SUBCHAPTERA — DRUGS ANDDEVICES
SEC. 501. [351] AULTERATED DRUGS ANDDEVICES
SEC. 502. [352] MSBRANDED DRUGS ANDDEVICES
SEC. 503. [353] XEMPTIONS AND CONSIDERATION FORCERTAIN DRUGS DEVICES, AND
BIOLOGICAL PRODUCTS
SEC. 503A. [353a] RARMACY COMPOUNDING
SEC. 503B. RREREVIEW OFTELEVISION ADVERTISEMENT
SEC. 504. [354] \ETERINARY FEED DIRECTIVE DRUGS
SEC. 505. [355] New DRUGS
SEC. 505-1. [355-1] BSK EVALUATION AND MITIGATION STRATEGIES
SEC. 505A. [355a] BDIATRIC STUDIES OFDRUGS

SEC.  [355b] AVERSEEVENT REPORTING
SEC. 505B. [355¢] RSEARCH INTOPEDIATRIC USES FORDRUGS ANDBIOLOGICAL
PRODUCTS

SEC. 505C. [356¢]. NTERNAL COMMITTEE FORREVIEW OF PEDIATRIC PLANS,
ASSESSMENTSDEFERRALS ANDWAIVERS

SEC. 505D [355€e] RARMACEUTICAL SECURITY

SEC. 506. [356] FAST TRACK PRODUCTS

SEC. . [356-1] ACCELERATEDAPPROVAL OFPRIORITY COUNTERMEASURES

SEC. 506A. [356a] MANUFACTURING CHANGES

SEC. 506B. [356b] RPORTS OFPOSTMARKETING STUDIES

SEC. 506C. [356¢] MBCONTINUANCE OF ALIFE SAVING PRODUCT

SEC. 508. [358] AUTHORITY TO DESIGNATE OFFICIAL NAMES

SEC. 509. [359] NDNAPPLICABILITY TO COSMETICS

SEC. 510. [360] REGISTRATION OFPRODUCERS OFDRUGS ANDDEVICES

SEC. 511. [360a] CINICAL TRIAL GUIDANCE FORANTIBIOTIC DRUGS

SEC. 512. [360b] New ANIMAL DRUGS

SEC. 513. [360c] CASSIFICATION OFDEVICESINTENDED FORHUMAN USE

SEC. 514. 1360d] BRFORMANCESTANDARDS

SEC. 515. [360e] REMARKET APPROVAL

SEC. 515A. [360e-1PEDIATRIC USES OFDEVICES

SEC. 516.[360f] BANNED DEVICES

SEC. 517.[360g]JUDICIAL REVIEW

SEC. 518.[360h]NOTIFICATION AND OTHER REMEDIES

SEC. 519. [360i] RECORDS ANDREPORTS ONDEVICES

SEC. 520. [360]] GENERAL PROVISIONSRESPECTINGCONTROL OFDEVICESINTENDED FOR
HUMAN USE

SEC. 521. [360k] SATE AND LOCAL REQUIREMENTSRESPECTINGDEVICES

SEC. 522. [3601] BSTMARKET SURVEILLANCE
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SEC. 523. [360m] ACCREDITEDPERSONS

SUBCHAPTERB — DRUGS FORRARE DISEASES ORCONDITIONS

SEC. 524. [360n] RIORITY REVIEW TO ENCOURAGE TREATMENTS FORTROPICAL
DISEASES

SEC. 525. [360aa] RCOMMENDATIONS FORINVESTIGATIONS OFDRUGS FORRARE
DISEASES ORCONDITIONS

SEC. 526. [360bb] [ESIGNATION OFDRUGS FORRARE DISEASES ORCONDITIONS

SEC. 527. [360cc] ROTECTION FORDRUGS FORRARE DISEASES ORCONDITIONS

SEC. 528. [360dd] ®BENPROTOCOLS FORNVESTIGATIONS OFDRUGS FORRARE DISEASES

OR CONDITIONS

SEC. . [360ee] GANTS AND CONTRACTS FORDEVELOPMENT OFDRUGS FOR

RARE DISEASES ANDCONDITIONS

SUBCHAPTERC — ELECTRONICPRODUCTRADIATION CONTROL
SEc. 531. [360hh] EFINITIONS
SEC. 532. [360ii] EEECTRONICPRODUCT RADIATION CONTROL PROGRAM
SEC. 533. [360jj] SUDIES BY THE SECRETARY
SEC. 534. [360kk] ERFORMANCESTANDARDS FORELECTRONICPRODUCTS
Sec. 535. [360Il] NOTIFICATION OFDEFECTS IN AND REPAIR ORREPLACEMENT
OF, ELECTRONICPRODUCTS
SEC. 536. [360mm] MPORTS
SEC. 537. [360nn] NSPECTION ANDREPORTS
SEC. 538. [36000] ROHIBITED ACTS
SEc. 539. [360pp] RIFORCEMENT
SEC. 541. [360rr] FEDERAL-STATE COOPERATION
SEC. 542. [360ss] EFECT ONSTATE STANDARDS

SUBCHAPTERD — DISSEMINATION OF TREATMENT INFORMATION

SEC. 551. [360aaa] RQUIREMENTS FORDISSEMINATION OF TREATMENT INFORMATION
ON DRUGS ORDEVICES

SEC. 552. [360aaa-1]NFORMATION AUTHORIZED TOBE DISSEMINATED

SEC. 553. [360aaa-2] ETABLISHMENT OFLIST OFARTICLES AND PUBLICATIONS
DISSEMINATED AND LIST OFPROVIDERSTHAT RECEIVED ARTICLES AND
REFERENCEPUBLICATIONS

SEC. 554. [360aaa-3] RQUIREMENT REGARDING SUBMISSION OFSUPPLEMENTAL
APPLICATION FORNEW USE, EXEMPTION FROMREQUIREMENT

SEC. 555. [360aaa-4] GRRECTIVEACTIONS, CESSATION OFDISSEMINATION

SEC. 556. [360aaa-5] EFINITIONS

SEC. 557. [360aaa-6] BLES OFCONSTRUCTION

SUBCHAPTERE — GENERAL PROVISIONSRELATING TO DRUGS ANDDEVICES
SEC. 561. [360bbb] EPANDED ACCESS TOUNAPPROVEDTHERAPIES ANDDIAGNOSTICS
SEC. 562. [360bbb-1] Bs3PUTERESOLUTION
SEC. 563. [360bbb-2] CASSIFICATION OFPRODUCTS
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SEC. 564. [360bbb-3] ATHORIZATION FORMEDICAL PRODUCTS FORUSE IN
EMERGENCIES

SEC. 565. [360bbb-4] ECHNICAL ASSISTANCE

SEC. 566. [360bbb-5] @ITICAL PATH PUBLIC-PRIVATE PARTNERSHIPS

SEC. 567. [360bbb-6] K COMMUNICATION

SUBCHAPTERF — NEW ANIMAL DRUGS FORMINOR USE AND MINOR SPECIES
SEC. 571. [360ccc] ©ONDITIONAL APPROVAL OFNEW ANIMAL DRUGS FORMINOR USE
AND MINOR SPECIES
SEC. 572. [360ccc-1]NDEX OFLEGALLY MARKETED UNAPPROVEDNEW ANIMAL DRUGS
FORMINOR SPECIES
SeC. 573 [360ccc-2] BSIGNATEDNEW ANIMAL DRUGS FORMINOR USE ORMINOR
SPECIES

CHAPTERVI — COSMETICS
SEC. 601. [361] AULTERATED COSMETICS
SEC. 602. [362] MSBRANDED COSMETICS
SEC. 603. [363] REGULATIONS MAKING EXEMPTIONS

CHAPTERVII — GENERAL AUTHORITY
SUBCHAPTERA — GENERAL ADMINISTRATIVE PROVISIONS
SEC. 701. [371] REGULATIONS AND HEARINGS
SEC. 702. [372] EXAMINATIONS AND INVESTIGATIONS
SEC. 703. [373] RECORDS OHNTERSTATESHIPMENT
SEC. 704. [374] FACTORY INSPECTION
SEC. 705. [375] RBLICITY
SEC. 706. [376] EAFOODINSPECTION
SEC. 707. [378] AVERTISING OFCERTAIN FOODS
SEC. 708. [379] ®NFIDENTIAL INFORMATION
SEC. 709. [379a] RESUMPTION
SEC. 710. [379b] ONSOLIDATED ADMINISTRATIVE AND LABORATORY FACILITY
SEC. 711. [379d] AITOMATION OF FOOD AND DRUG ADMINISTRATION
SEC. 712. [379d-1] ©NFLICTS OFINTEREST
SEC. 713. [379d-2] BLICY ON THE REVIEW AND CLEARANCE OFSCIENTIFIC ARTICLES
PUBLISHED BY FDA EMPLOYEES

SUBCHAPTERB — COLORS
SEC. 721. [379€] ISTING AND CERTIFICATION OFCOLORADDITIVES FORFOODS DRUGS,
AND COSMETICS

SUBCHAPTERC — FEES

PART | — FREEDOM OFINFORMATION FEES
Sec. 731. [379f] RECOVERY AND RETENTION OFFEES FORFREEDOM OFINFORMATION
REQUESTS

PART 2 — FEESRELATING TO DRUGS



SEC. 735. [379g] EFINITIONS

SEC. 736. [379h] AUITHORITY TO ASSESS ANDUSEDRUG FEES

SEC. 736A. [379h-1] EESRELATING TO ADVISORY REVIEW OF PRESCRIPTIONDRUG

TELEVISION ADVERTISING

SEC. 7368. [379h-2] REAUTHORIZATION; REPORTINGREQUIREMENTS
PART 3— FEESRELATING TO DEVICES

SeC. 737. [379i] CEFINITIONS

SEC. 738. [379]] AUTHORITY TO ASSESS ANDUSEDEVICE FEES

SEC. 738&. [379j-1] REAUTHORIZATION; REPORTINGREQUIREMENTS
PART 4 — FEESRELATING TO ANIMAL DRUGS

SEC. 739. [379]-11] EFINITIONS

SEC. 740. [1379j-12] AITHORITY TO ASSESS ANDUSEANIMAL DRUG FEES

SUBCHAPTERD — INFORMATION AND EDUCATION
SEC. 741. [379K] NFORMATION SYSTEM
SEC. 742. [3791] BBUCATION

SUBCHAPTERE — ENVIRONMENTAL IMPACT REVIEW
SEC. 746. [3790] lWVIRONMENTAL IMPACT

SUBCHAPTERF — NATIONAL UNIFORMITY FORNONPRESCRIPTIONDRUGS ANDPREEMPTIONFOR
LABELING OR PACKAGING OF COSMETICS
SEC. 751. [379r] MATIONAL UNIFORMITY FORNONPRESCRIPTIONDRUGS
SEC. 752. [379s] REEMPTION FORLABELING OR PACKAGING OF COSMETICS

SUBCHAPTERG — SAFETY REPORTS
SEC. 756. [379v] BFETY REPORTDISCLAIMERS

SUBCHAPTERH — SERIOUSADVERSEEVENT REPORTS
SEC. 760. [379aa] BRIOUSADVERSEEVENT REPORTING FORNONPRESCRIPTIONDRUGS
SEC. 761. [379aa-1] SRIOUSADVERSEEVENT REPORTING FORDIETARY SUPPLEMENTS

SUBCHAPTERI — REAGAN-UDALL FOUNDATION FOR THEFOOD AND DRUG ADMINISTRATION
SEC. 770. [379dd] ETABLISHMENT AND FUNCTIONS OF THEFOUNDATION
SEC. 771. [379dd-1] IbDCATION OFFOUNDATION
SEC. 772. [379dd-2] ATIVITIES OF THEFOOD AND DRUG ADMINISTRATION

CHAPTERVIII — IMPORTS ANDEXPORTS
SEC. 801. [381] MPORTS ANDEXPORTS
SEC. 802. [382] EXPORTS OFCERTAIN UNAPPROVEDPRODUCTS
SEC. 803. [383] FFICE OFINTERNATIONAL RELATIONS
SEC. 804. [384] MPORTATION OFPRESCRIPTIONDRUGS
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