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Analysis and suggestions on current situation of serious adverse events in clinical
trials of registered drugs
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Abstract: Serious adverse event reports have certain value in reflecting the scientific, truthful, and reliable nature of clinical trial data
and results of registered drugs, as well as protecting the rights and safety of subjects. The relevant national regulations require
regulations on serious adverse event reports, but the ethics committee still faces many confusions and urgent problems in the acceptance
and review of serious adverse events. This article conducts research and analysis on the reporting requirements for serious adverse
events in clinical trials of registered drugs in 20 domestic hospitals’ ethics committees, providing reference for ethics committees to
control the risks of safety events, standardize and improve the safety information reporting process.
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