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Study Group on Medical Devices at Department of Health, Education & Welfare, Medical Devices: A Legislative Plan (1970).
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A Model of Copper Committee’ s Plan in U.S. Medical Device Regulations

Pre— marketing After marketing

(1) notification of defects,
(2) adherence to good manufacturing practicing,

Pre—clinical application reviews by local levels
i (3) record and report keeping E

(4) factory inspection
(5) registration of establishments

_____________________________________________________
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Low risk devices

No special [
control General controls

Middle risk devices

Conformity of standards (materials,

performance, design and/or safety) General controls

Hi risk devices

General controls

Source: Study Group on Medical Devices at Department of Health, Education & Welfare, Medical Devices: A Legislative Plan (1970); Theodore Cooper, Device Legislation, 26 Food
Drug Cosm. L.J. 165 (1971); David M. Link, Cooper Committee Report and Its Effect on Current FDA Medical Device Activities, 27 Food Drug Cosm. L.J. 624 (1972)
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