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[Abstract] Objective To develop essential documents for Investigator-Initiated Clinical Trials (IIT) and guide research
teams in project implementation and document management. Methods Expert consultation via questionnaire surveys was con-
ducted to evaluate the necessity and importance of documents in clinical trials across various stages. A list of core and auxiliary
documents was formulated based on the results of relevant evaluation indicators. Results A total of 26 questionnaires were dis-
tributed, with 21 (80.8%) returned and 19 (90.5%) included in the final analysis. The initial document pool comprised 90 i-
tems. After expert consultation, 49 core documents and 32 auxiliary documents were finalized. The expert positivity coefficient
was 80. 8% , and the authority coefficient was 0. 9. For clinical trials, the mean importance score of essential documents was
4.2 (3.4~4.9), the full-score ratio was 36.8% (5.3%~89.5%), the coefficient of variation was 16.7% (6.4%~36.0%),
the importance ratio was 89. 5% (47. 4% ~ 100. 0%), and the necessity ratio was 86. 8% (31. 6% ~ 100. 0%). The
Cronbach's o coefficient of necessity and importance assessments for essential documents were both over 0. 90. Core documents
such as the study protocol, ethics approval, signed informed consent forms, records/reports/treatment of adverse events, and
study progress report demonstrated 100 % necessity and importance agreement in clinical trials. Conclusions Establishing and
implementing a systematic quality management system within medical institutions is crucial for ensuring II'T quality. The pre-
liminary development of an IIT essential document list serves as a practical and feasible core tool for quality improvement, facil-
itating efficient internal management and external regulatory oversight.
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