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Abstract: Since the reform of drug and medical device review and
approval system was launched in 2015 great changes have taken place in
the field of drug supervision in China. The supervision of drug clinical
trials is no exception. The supervision of drug clinical trials in China has
gradually changed from Good Clinical Practice ( GCP) certification before
drug clinical trials implementation to the whole process supervision ( filing
of clinical trial institutions before clinical trials implementation - risk
control in the process of clinical trials — on — site inspection after clinical
trials implementation) which is more scientific. With the continuous
deepening of the reform of the drug registration supervision system and
mechanism by the State Council and National Medical Products
Administration in recent years a series of relevant documents or
supporting systems have been issued and implemented. China has also
preliminarily established the working procedure of on — site inspection of
clinical trials based on risk based on specific reality and international
advanced experience. This paper introduces the procedure in order to
let the applicants clinical trial institutions and contract research
organization better understand meanwhile discusses the existing
problems and challenges.
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