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Title 21—Food and
Drugs

(This book contains Parts 800 to 1299)

Part

CHAPTER I—Food and Drug Administration, Department of
Health and Human Services (Continued) ........................... 800

CROSS REFERENCES: Food Safety and Inspection Service, Department of Agriculture: See 9
CFR chapter III.
Federal Trade Commission: See Commercial Practices, 16 CFR chapter I.
U.S. Customs Service, Department of the Treasury: See Customs Duties, 19 CFR chapter I.
Internal Revenue Service, Department of the Treasury: See Internal Revenue, 26 CFR chap-

ter I. Bureau of Alcohol, Tobacco, and Firearms, Department of the Treasury: See Alcohol,
Tobacco Products and Firearms, 27 CFR chapter I.
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CHAPTER I—FOOD AND DRUG
ADMINISTRATION,

DEPARTMENT OF HEALTH AND HUMAN
SERVICES—(Continued)

SUBCHAPTER H—MEDICAL DEVICES

Part Page
800 General .................................................................... 5
801 Labeling .................................................................. 13
803 Medical device reporting ......................................... 38
806 Medical devices; reports of corrections and remov-

als ......................................................................... 55
807 Establishment registration and device listing for

manufacturers and initial importers of devices ... 59
808 Exemptions from Federal preemption of State and

local medical device requirements ....................... 74
809 In vitro diagnostic products for human use ............ 84
810 Medical device recall authority .............................. 90
812 Investigational device exemptions .......................... 97
813 [Reserved]
814 Premarket approval of medical devices .................. 115
820 Quality system regulation ...................................... 137
821 Medical device tracking requirements .................... 150
860 Medical device classification procedures ................ 156
861 Procedures for performance standards development 168
862 Clinical chemistry and clinical toxicology devices 172
864 Hematology and pathology devices ......................... 209
866 Immunology and microbiology devices ................... 230
868 Anesthesiology devices ........................................... 266
870 Cardiovascular devices ............................................ 286
872 Dental devices ......................................................... 306
874 Ear, nose, and throat devices .................................. 330
876 Gastroenterology-urology devices .......................... 342
878 General and plastic surgery devices ........................ 359
880 General hospital and personal use devices .............. 373
882 Neurological devices ............................................... 390
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Part Page
884 Obstetrical and gynecological devices .................... 406
886 Ophthalmic devices ................................................. 427
888 Orthopedic devices .................................................. 449
890 Physical medicine devices ....................................... 473
892 Radiology devices .................................................... 489
895 Banned devices ........................................................ 502
898 Performance standard for electrode lead wires and

patient cables ....................................................... 507

SUBCHAPTER I—MAMMOGRAPHY QUALITY STANDARDS ACT

900 Mammography ........................................................ 509

SUBCHAPTER J—RADIOLOGICAL HEALTH

1000 General .................................................................... 541
1002 Records and reports ................................................. 550
1003 Notification of defects or failure to comply ............ 559
1004 Repurchase, repairs, or replacement of electronic

products ............................................................... 562
1005 Importation of electronic products ......................... 564
1010 Performance standards for electronic products:

General ................................................................. 568
1020 Performance standards for ionizing radiation emit-

ting products ........................................................ 573
1030 Performance standards for microwave and radio

frequency emitting products ................................ 602
1040 Performance standards for light-emitting products 605
1050 Performance standards for sonic, infrasonic, and

ultrasonic radiation-emitting products ............... 629

SUBCHAPTER K [RESERVED]

SUBCHAPTER L—REGULATIONS UNDER CERTAIN OTHER ACTS
ADMINISTERED BY THE FOOD AND DRUG ADMINISTRATION

1210 Regulations under the Federal Import Milk Act .... 633
1230 Regulations under the Federal Caustic Poison Act 636
1240 Control of communicable diseases .......................... 643
1250 Interstate conveyance sanitation ........................... 651
1251–1269 [Reserved]
1270 Human tissue intended for transplantation ............ 661
1271–1299 [Reserved]
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