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[Abstract] Objective To explore the challenges faced by investigator-initiated clinical trials on radionuclides in manage-
ment and propose countermeasures, providing references for the standardized management of such trials. Methods Based on a
review of policies, regulations and literature, combined with practical work experience, this study reconstructed the manage-
ment framework starting from the risk points of these trials and proposed a comprehensive management strategy covering the
review of access qualification and dynamic process control. Results There were issues including insufficient regulatory adapta-
tion and ambiguous ethical review standards in the management of investigator-initiated clinical trials for radionuclide diagnosis
and treatment. This study focused on the risk points throughout the entire process of radionuclide research, and preliminarily
constructed a three-level review and management mechanism covering the department, hospital, and health administrative de-
partment, including access qualification review and full-cycle dynamic supervision, aiming to achieve coordinated risk control
and efficient supervision and management. Conclusions To better promote the standardized and high-quality development of in-
vestigator-initiated radionuclide diagnostic and treatment trials, it is necessary to establish appropriate standards and regula-
tions, optimize the ethical review model. strengthen the institutional supervision and management, and promote cross-depart-
mental and multi-field collaboration.
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