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ABSTRACT Objective
explore the establishment of a scientific, standardized, and reasonable management institution and system. It aims to actively
Methods By conducting a

To adapt to the requirements of medical technology innovation under the new situation. To

promote the development of Investigator Initiate Trials (IITs) in medical and health institutions.
literature review, policy interpretation, and examing work practices, this study identified the pain points and difficulties in IIT
management. It sorted out the core requirements and elements needed for effective IIT management and proposed measures.
Results The study proposed the development of five support systems for IIT management. A functional responsibility system for
implementing classified and tiered management of IITs with clear delineation of responsibilities and authority; A quality
supervision system that introduces a third-party co-management mechanism to fill the gaps of IIT quality management in the three-
level quality control system; A fund support system that reduces or waives the hospital management fees for lITs, and incorporate
the IIT undertaking into the annual evaluation metrics for optimized SMO; A collaborative innovation system that connect with
external enterprises and coordinates internal departments to jointly promote the efficient operation of IITs; A risk early warning
system that establishes IIT risk assessment criteria and conducts real-time dynamic supervision, strengthening IIT data
management, and ensuring IIT data security. Conclusions Currently, IIT management generally lacks sufficient attention in
China, and there is no complete framework or practice. By constructing the five IIT system construction scheme. It is conducive to
optimizing the process, improving efficiency, ensuring quality and reducing risk, which has certain reference significance for the
improvement and development of IIT management.
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