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[Abstract] Objective Exploring Common Issues and Resolution Strategies in the Scientific Review Process of Experi-
mental Investigator-Initiated Trials (EIITs) at a Tertiary Hospital. Methods A retrospective review was conducted on 63 EIIT
projects that underwent scientific review at the institution from January 2024 to June 2025. The 276 issues identified during the
review were categorized and analyzed for their causes, and countermeasures were proposed based on the management practices
of domestic institutions. Results Among the 63 EIIT projects, there was an average of 4. 4 scientific issues per project, cover-
ing five major categories: research foundation and theoretical basis, research design and methodology, research implementation
and quality control, research safety and risk prevention, and research norms and patient benefits. Among these, issues related
to research design and methodology account for the highest proportion. The causes of these issues involved four dimensions: re-
searchers’ insufficient core competencies, inadequate adaptability of the resource support system, an imperfect risk-based re-
view system, and poor coordination between scientific and ethical reviews. Conclusions By establishing a diversified scientific
research support system, improving the risk-based review mechanism, and creating a collaborative model between scientific and
ethical review, it is possible to promote the resolution of core issues in the scientific review of EIIT, providing certain refer-
ences for the standardized management of medical institutions and the improvement of research quality.
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