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Development and application of core competence assessment index system among drug clinical trial quality
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ABSTRACT OBJECTIVE To establish a core competency evaluation system for drug clinical trial quality management personnel
in China and validate its application. METHODS Based on the scope of work, responsibilities, and role positioning of quality
management personnel in drug clinical trials, a preliminary draft of the core competency evaluation system was constructed through
literature analysis and expert consultation. The draft was refined through a Delphi method involving 17 experts who provided
feedback and revisions, ultimately forming a complete evaluation system. The developed system was applied to conduct electronic
surveys from March to May 2024 among 110 quality management personnel from 38 drug clinical trial institutions, comparing their
scores on indicator importance and self-assessed capabilities. RESULTS The response rate of both rounds of questionnaire survey
was 100%, with Kendall’s W coefficients of 0.256 and 0.277 (P<<0.001 for both), and an expert authority coefficient of 0.946.
The finalized evaluation system for core competencies of clinical trial quality management personnel comprised 9 primary

indicators, covering individual professional competence, communication skills, implementation condition verification, informed

consent process review, clinical trial execution monitoring,
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adverse event disposal, reporting and documentation, trial
record examination, trial report auditing, and inspection of

other tasks, and 107 secondary indicators. Empirical research
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among 110 respondents (P<<0.05). Indicators with relatively notable gaps between importance scores and self-assessed competency

scores included in-depth understanding of Good Clinical Practice (GCP) requirements (0.34-point gap) , familiarity with national

and institutional clinical trial inspection priorities (0.24-point gap) , etc. CONCLUSIONS The indicator system constructed in this

study has good scientificity and reliability. Clinical trial quality management personnel demonstrate deficiencies in multiple critical

competencies, highlighting the urgent need for targeted training programs to enhance their overall professional capabilities.
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