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Abstract  Objective: By comparing and analyzing the similarities and differences between domestic and
foreign regulations and guidelines on individual case safety reports during clinical trials, this research is to provide
theoretical references for strengthening the regulatory requirements for individual case safety reports in China's
pharmacovigilance regulatory system. Methods: The regulations and guildlines for individual case safety reports
during clinical trials in ICH, the United States and European Union were analyzed and compared with the relevant
regulatory requirements in China. The differences of regulatory requirements for individual case safety reports in
various countries/regions during clinical trials of investigational drugs were studied. Results and Conclusion:

Compared with other countries and organizations, our country has preliminarily established the regulations
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of rapid reporting of individual case safety reports during clinical trials and the working procedures. The

corresponding guiding principles are comprehensive in content and basically meet the core technical requirements

of the international guidlines, of which the basic principles and core technical requirements are consistent, but

there is still a lack of detailed guidlines in terms of specific operations.
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