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Abstract: Objective To establish the quality management evaluation systems for drug clinical trial institutions based on ISO9001:
2015. Methods Using the Delphi method, 14 experts will be invited to conduct two rounds of consultation to determine the indicators
at all levels, and the weight of each indicator will be calculated using the analytic hierarchy process. Results A quality management
evaluation system for drug clinical trial institutions was established with 4 first-level indicators, 15 second-level indicators, and 46
third-level indicators. The weights of leadership and planning, support and operation, effect evaluation, and continuous improvement
of the first-level indicators are 0.210 3, 0.330 3, 0.183 5, and 0.275 9, respectively. The top three combined weights in the second-level
indicators are prevention and correction (0.155 4), leadership (0.114 3), and the institution regularly conducts quality control inspections
(0.080 6). Among the three-level indicators, the top three in combination weights are regularly evaluated for preventive and corrective
effects (0.069 6), with corresponding data or measures to reflect the improvement effect (0.048 7), and with requirements and guidelines
for quality management of drug clinical trials (0.037 8). Conclusion The established quality management evaluation systems is
scientific and practical, which can be used to evaluate the quality management ability of drug clinical trial institutions.
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Table 3 Quality management evaluation index system and weight of drug clinical trial institutions based on 1SO9001:2015
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