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Abstract Objective: By comparing and analyzing the similarities and differences between domestic and foreign
regulations and guidelines on periodic safety reports during clinical trials, this study is to provide theoretical
references for strengthening the management of periodic safety reports during clinical trials of investigational
new drugs in China. Methods: With literature comparison method, the differences of regulatory requirements for
periodic safety reports during clinical trials of investigational drugs in various countries/regions were analyzed by

comparing the relevant regulations and guidelines for periodic safety reports during clinical trials in ICH, USA,
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EU and China. Results and Conclusion: In terms of periodic safety reports during clinical trials of new drugs,

China, FDA and EU have all issued clear regulatory requirements. Each country/region has accepted the format,

content and the regular reporting requirement of [CH E2F safety update reports during development, but each has

its own special requirements in the regional annex.

Keywords: periodic safety reports; Development Safety Update Reports (DSUR); annual reports; clinical trials;

drug regulation
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