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Discussion on Standard Operating Procedures of Clinical Trials of Drugs
According to the New Edition of Drug Administration Law
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Abstract: The new edition of the Drug Administration Law of the People's Republic of China (hereinafter
referred to as the "Drug Administration Law") proposes that clinical trials of drugs should comply with the Good
Clinical Practices (GCP) formulated by the drug regulatory department of the State Council in conjunction with
relevant departments of the State Council so as to ensure the standardization, scientificity, reliability, integrity
and credibility of clinical trials of drugs and to ensure the rights and safety of subjects. In order to comply with
the requirements of the new law, authors of the paper discuss how to formulate standard operating procedure
(SOP) for clinical trials of drugs, the scope of SOP, how to manage SOP, how to train and review SOP, etc.
according to the new edition of the Drug Administration Law in order to provide references for developing rules
of implementation for the new law.
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