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[Abstract] Objective
duced scientific review stage for project approval, this study aimed to explore strategies to standardize IIT management with the
goals of improving the quality of IIT. Methods
process in a tertiary hospital, and summarized practical implementation experiences. Data on the number of scientific review

In response to the rapid development of Investigator-Initiated Trials (IIT) and the newly intro-
Focusing on scientific review, we refined the IIT management system and the
projects and process duration from January 2024 to March 2025 were collected, and changes in scientific review-related indica-

The hos-

pital established and implemented institutional guidelines for IIT management and detailed scientific review protocols. Key

tors before and after the intervention were compared using the Chi-square test and Wilcoxon rank sum test. Results

measures comprised standardizing project approval processes, implementing risk-stratified management, and enforcing depart-
ment-level oversight. The results demonstrated a significant reduction in the time required for scientific review process while no
significant difference in approval rates, demonstrating that standardized management enhanced review efficacy without delaying
research initiation. Conclusions It is recommended to further refine the clinical research management system, optimize admin-
istrative workflows, establish a unified risk classification criterion, and strengthen training programs for research administra-
tors and investigators. These measures aim to enhance the quality and management efficiency of IIT, especially for the high risk
IIT, and thereby promote high-quality development of healthcare.
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