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Abstract

Objective: To summarize common issues, explore strategies and precautions for protecting partici-
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pants’ safety, maximizing benefits, and minimizing risks of participants in clinical trials. Methods:
Based on the requirements of clinical research related management laws and regulations, norma-
tive documents, and the author’s practical experience, analyze the risks and common issues related
to clinical trial participants caused by the clinical trial process and operations, stakeholder respon-
sibilities and behaviors. Results: Clinical trial design, supplier selection, personnel training, partic-
ipants screening and follow-up, supervision and management, and other clinical trial related oper-
ations may affect the rights and safety of participants. Conclusions: Collaborating with relevant par-
ties such as sponsors, clinical trial institutions, ethics committees, recruiters, and site management
organizations, fully mobilizing the initiative of participants and their accompanying personnel, strictly
implementing protocols, can effectively reduce issues related to participants in clinical trials.
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