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Classification of
Medical Devices

Heather S. Rosecrans
Director, 510(k) Staff
Office of Device Evaluation
Center for Devices & Radiological Health
U.S. Food & Drug Administration

(240) 276-4040
Heather.Rosecrans@FDA.HHS.GOV

“The Poison Squad”
Harvey Washington Wiley, M.D.
(third from right) and the Division of
Chemistry Staff in 1883




Federal Food and Drug Act 1906
(The “Wiley Act”)

FDA U.S. Food and Drug Administration <€ 5%

FDA Home Paje | Search FOA SEa | FOA A-Z Index | Conlad FOA

FEDERAL FOOD AND DRUGS ACT OF 1906 (THE
"WILEY ACT")
PUBLIC LAW NUMBER 59-384
34 STAT. 768 (1906)
21 U.S.C. Sec 1-15 (1934)
(REPEALED IN 1938 BY 21 U.S.C. Sec 329 (a))

TABLE OF CONTENTS
FEDERAL FOOD AMD DRUGS ACT OF 1906

TITLE 21--FOOD AND DRUGS
CHAPTER 1--ADULTERATED OR MISBRANDED FOODS OR DRUGS
SUBCHAPTER I--FEDERAL FOOD AMD DRUGS ACT OF 1808

Federal, Food, Drug, and Cosmetic Act

* 1938

— President Roosevelt signed the Food, Drug, and
Cosmetic Act which superseded the “Wiley Act”, and
introduced “safety” as criterion for premarket
approval of drugs.

In 1962 “Effectiveness” was added.

K eosevelr
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Medical Device Amendments
to F,E,D, & C Act

May 28, 1976
Defined a device (201(h) of the Act)
* Required classification of devices

* Led to classification of approximately 1,700
different generic types of devices and grouped
them 1nto 19 medical specialties

* Required premarket review of devices

Safe Medical Devices Act

(SMDA)
* 1990
~ 513(i)
* Substantial Equivalence Defined
- 513(a)(1)(B)

* Special Controls




