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Practice and Reflections on Investigator-Initiated Trial Approval Management with a Focus on Risk

Prevention and Control

LIU Zhen, HU Junyu, TIAN Yucui, JU Rui, DAI Yinmei" ( GCP Office, Beijing Maternal and Child Health Care Hospital,
Beijing Obstetrics and Gynecology Hospital, Capital Medical University, Beijing 100026, China)

ABSTRACT :OBJECTIVE To explore investigator-initiated trial (IIT) approval management with a focus on risk prevention and
control in the absence of guidelines for IIT approval management. METHODS Through a combination of literature review and practi-
cal experiences, this study analyzed the challenges encountered in the approval process and explored its potential risks, outlined the
approval process following the promulgation of the management regulations, summarized its key aspects, and assessed the significance
of the approval process with a focus on risk prevention and control. RESULTS  There exist inherent risks in areas such as research
design, participant protection, research team dynamics, and research funding. The authors advocate for the implementation of compli-
ance review, peer expert evaluation, and a hierarchical approval review by expert technical committee, emphasizing scrutiny of scientif-
ic validity, feasibility, and funding adequacy. CONCLUSION

lighted as crucial benefits of the approval management. Centralized management of IIT projects, development of data management plat-

The proactive identification and prevention of potential risks are high-

forms, and diversification of funding channels to enhance risk mitigation should be further explored.

KEY WORDS:: investigator-initiated trials; risk control; approval management; data quality; scientific research management
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