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CHAPTER I—FOOD AND DRUG 
ADMINISTRATION, DEPARTMENT OF HEALTH 

AND HUMAN SERVICES (CONTINUED) 

EDITORIAL NOTES: 1. Nomenclature changes to chapter I appear at 59 FR 14366, Mar. 28, 1994; 
68 FR 24879, May 9, 2003; and 69 FR 13717, Mar. 24, 2004. 

SUBCHAPTER H—MEDICAL DEVICES 

Part Page 
800 General .................................................................... 7 
801 Labeling .................................................................. 17 
803 Medical device reporting ......................................... 43 
806 Medical devices; reports of corrections and remov-

als ......................................................................... 59 
807 Establishment registration and device listing for 

manufacturers and initial importers of devices ... 63 
808 Exemptions from Federal preemption of State and 

local medical device requirements ....................... 78 
809 In vitro diagnostic products for human use ............ 88 
810 Medical device recall authority .............................. 96 
812 Investigational device exemptions .......................... 103 
813 [Reserved] 
814 Premarket approval of medical devices .................. 121 
820 Quality system regulation ...................................... 144 
821 Medical device tracking requirements .................... 158 
822 Postmarket surveillance ......................................... 163 
860 Medical device classification procedures ................ 172 
861 Procedures for performance standards development 184 
862 Clinical chemistry and clinical toxicology devices 188 
864 Hematology and pathology devices ......................... 227 
866 Immunology and microbiology devices ................... 249 
868 Anesthesiology devices ........................................... 293 
870 Cardiovascular devices ............................................ 314 
872 Dental devices ......................................................... 336 
874 Ear, nose, and throat devices .................................. 364 
876 Gastroenterology-urology devices .......................... 376 
878 General and plastic surgery devices ........................ 395 
880 General hospital and personal use devices .............. 412 
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21 CFR Ch. I (4–1–12 Edition) 

Part Page 
882 Neurological devices ............................................... 434 
884 Obstetrical and gynecological devices .................... 450 
886 Ophthalmic devices ................................................. 473 
888 Orthopedic devices .................................................. 497 
890 Physical medicine devices ....................................... 523 
892 Radiology devices .................................................... 540 
895 Banned devices ........................................................ 554 
898 Performance standard for electrode lead wires and 

patient cables ....................................................... 559 

SUBCHAPTER I—MAMMOGRAPHY QUALITY STANDARDS ACT 

900 Mammography ........................................................ 561 

SUBCHAPTER J—RADIOLOGICAL HEALTH 

1000 General .................................................................... 596 
1002 Records and reports ................................................. 605 
1003 Notification of defects or failure to comply ............ 613 
1004 Repurchase, repairs, or replacement of electronic 

products ............................................................... 617 
1005 Importation of electronic products ......................... 619 
1010 Performance standards for electronic products: 

General ................................................................. 622 
1020 Performance standards for ionizing radiation emit-

ting products ........................................................ 628 
1030 Performance standards for microwave and radio 

frequency emitting products ................................ 660 
1040 Performance standards for light-emitting products 663 
1050 Performance standards for sonic, infrasonic, and 

ultrasonic radiation-emitting products ............... 687 

SUBCHAPTER K—TOBACCO PRODUCTS 

1107 Establishment registration, product listing, and 
substantial equivalence reports ........................... 691 

1140 Cigarettes and smokeless tobacco ........................... 692 
1141 Cigarette package and advertising warnings; (Eff. 

9-22-12) .................................................................. 696 

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

1210 Regulations under the Federal Import Milk Act .... 701 
1230 Regulations under the Federal Caustic Poison Act 704 
1240 Control of communicable diseases .......................... 711 
1250 Interstate conveyance sanitation ........................... 717 
1251–1269 [Reserved] 
1270 Human tissue intended for transplantation ............ 728 
1271 Human cells, tissues, and cellular and tissue-based 

products ............................................................... 733 
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Food and Drug Administration, HHS 

Part Page 
1272–1299 [Reserved] 
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