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[Abstract] Objective

that need to be focused on in order to propose solutions to ensure the quality of drug clinical trial. Methods A

To analyze protocol violations in drug clinical trials,identify protocol violations

total of 815 cases of drug clinical trial protocol violation report data were collected from January to December
2022 in this hospital,including categories,number of cases,and so on. Excel2007 software was used to analyze
the data,draw Pareto charts,and identify the main factors constituting protocol violations. Results Drug o-
mission/underdose/overdose,examination omission,and visit over-window were the major factors for protocol
violation in 815 drug clinical trials. 61. 84 % (504/815) of the responsible subjects for protocol violations were
subjects and 25. 64 % (209/815) were investigators., Conclusion During the implementation of drug clinical
trials,emphasis need to be placed on drug use,completeness of examinations and visit window issues,and in-
vestigator and paticipant training should be strengthened to standardize the management of drug clinical trials
and improve the quality of drug clinical trials.
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