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[ Abstract] Objective: To summarize and analyze the current situation of safety reporting requirements of
drug clinical trial institutions in China after the implementation of the new “Good Clinical Practice” (GCP). Methods :
Data processing and statistical analysis were conducted on the reporting procedures and management requirements of
safety events issued by 98 drug clinical trial institutions. Results; Fifty institutions (51.0% ) required investigators
to submit suspected unexpected serious adverse reactions ( SUSAR) to ethics committees. A high proportion of
institutions did not specify the media and time limit for SUSAR submission. There were 36 (36.7% ) institutions

that differentiated the time limit for SUSAR submission from sponsors to at least one role of investigators, ethics or
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trial management departments. The time limit for SUSAR at own hospitals was shorter than that from other hospitals

and 7 or 15 d was the most common time limit.

Forty-two (42.9% ) institutions required investigators to report

severe adverse events (SAE) to ethics committees and/or trial management departments. Conclusion: Drug clinical

trial institutions have timely updated the safety reporting requirements which focus on SUSAR and other safety events

at own hospitals. It is necessary to further improve the clarity and convenience of safety reporting procedures and explore

the management mechanism of safety events at the institution level.
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