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Abstract Objective: Based on the research and analysis of pharmacovigilance and risk management systems in
Europe and America, references for scientific supervision of pharmacovigilance and the construction of sponsors'
pharmacovigilance system during clinical trial were provided by combining with the current development of
pharmacovigilance in clinical trials of new drugs in China, so as to effectively protect the safety and rights

of trial subjects. Methods: The pharmacovigilance supervision during clinical trials in Europe, America and
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China was studied, and the study provides references and suggestions for improving regulatory requirements of

pharmacovigilance and establishing pharmacovigilance system for sponsors during clinical trial in China. Results

and Conclusion: Pharmacovigilance in EU and US started early and is relatively mature. In order to protect the

safety, rights and interests of clinical trial subjects, China has continuously promoted the development of scientific

supervision of pharmacovigilance during clinical trials and the establishment and improvement of sponsors'

pharmacovigilance system through the gradual improvement of regulations in recent two years.
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