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Study on approval for medical devices in Korea, U.S.A and Japan
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Abstract

In this study, the characteristics of medical device review and approval system of Republic of Korea,
the U.S.,, and Japan were analyzed by researching on the related statistical data.

Followings are the research areas: (1) medical device classification system, (2) the number of product
codes for each device class, (3) approval or notification process for each device class, (4) the number of
approvals, (5) the average number of review cycles after acceptance of submission for review, approval
or clinical trials, (6) third party review program (The Accredited Persons Program), (7) mandatory list of
medical devices required clinical trial, (8) the time period of review and approval process.

From the analysis of those areas, the common things and differences of medical device review and

approval system of Republic of Korea, the U.S., and Japan were found.
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