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[ Abstract] Objective To explore approaches for improving the compensation liability mechanism for research participant
damages amid the rapid development of Investigator-Initiated Clinical Trials (IIT), thereby safeguarding their rights and inter-
ests. Methods Through the literature review method, international IIT damage compensation management practices were re-
viewed, and systematic countermeasures were proposed by addressing domestic challenges including insufficient II'T funding and
inadequate risk awareness, and unclear compensation scope and standards. Results Four core strategies were established: im-
plementing a clinical research insurance system, requiring ethics committees to provide insurance recommendations based on
risk stratification, establishing national/regional research risk funds, and creating clinical research special funds within research
institutions. Conclusions Protecting research participants is the shared responsibility of all stakeholders. The proposed mecha-
nisms balance researcher engagement with participant protection, ensuring clinical research quality and facilitating high-quality
hospital development.
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