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[Abstract] Objective To standardize the management of Investigator-Initiated Trials (IITs) and improve the quality of research
projects, this study takes a tertiary hospital in Beijing as an example to analyze the key risk points in the implementation process
of IITs and proposes countermeasures based on the issues identified during the management process. Methods The study ana-
lyzed the IITs conducted at in the hospital from 2022 to 2023, focusing on 4 aspects: project classification evaluation and man-
agement (risk management), project implementation quality (process management), collaboration and support conditions(con-
tract review and execution) , and participant protection (medical ethics). It examined the key points and difficulties in project
process management to standardize the quality management of IITs. Results The implementation process management of 1ITs
in medical institutions was an essential component for standardized clinical research management and an effective means to en-
sure the scientific nature of clinical research and the quality of data. Conclusions Medical institutions should establish an effec-
tive and feasible IIT quality management system to comprehensively enhance the quality of IIT project, aiming to produce high-
quality clinical research outcomes.
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