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[ Abstract] Objective To analyze the challenges faced in safety review, the weakest aspect of ethical follow-up review for
Investigator-Initiated Trials(IIT) in China, and to propose solutions. Methods We reviewed relevant Chinese regulations and
literature and combined this with practical work experience to summarize the problems existing in investigator-initiated trials
safety review and to propose countermeasures. Results Several problems existed in investigator-initiated trials safety review.
These included a lack of standardized mechanisms for safety review at the national level, insufficient management by healthcare
institutions, weak awareness of safety reporting among researchers, absence of relevant systems in ethics committees, unclear
compensation mechanisms for harm, and lack of independent monitoring mechanisms. To address these issues, multi-dimen-
sional advancements were needed. These included improving top-level institutional design for investigator-initiated trials safety
review, strengthening full-process management of safety review in healthcare institutions, optimizing safety review mechanisms
of ethics committees, enhancing training for researchers on safety events, and clarifying compensation and indemnification re-
sponsibilities for participant’s harm. Conclusions By systematically improving the policy framework, strengthening supervi-
sion, and enhancing safety review capabilities to address existing problems, we can effectively ensure the safety of research par-
ticipants, improve research quality. and promote the healthy and orderly development of investigator-initiated trials in China.
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