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Abstract Objective: To put forward suggestions for China's scientific supervision in order to strengthen the
risk control on safety and protection on subjects during clinical trials of new drugs after comparing the differences
of pharmacovigilance supervision at home and abroad about the three key elements of clinical trial protocols,
investigator's brochure, and informed consent forms during clinical trials. Methods: Through literature search

and reviews of regulations, the differences in domestic and foreign regulations on pharmacovigilance about the
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three key elements of clinical trial protocols, investigator's brochure and informed consent forms were compared.

Discussions were conducted on how to better apply clinical trial protocols, investigator's brochure and informed

consent forms to protect subjects. Results and Conclusion: The clinical trial protocols, investigator's brochure,

and informed consent forms are the key safety management elements for risk control and protection on subjects in

clinical trials. The guidelines for the above three management requirements during clinical trials in China need to

be further improved. Most of the current regulations are formed only to meet the general requirements of ICH and

there is a lack of supervisions and guidances consistent with the current situation of the domestic industries.
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