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[ Abstract] Objective: To construct a scientifically sound four-level classification system for quality control
(QC) findings in drug clinical trials, in order to optimize the clinical trial quality management system. Methods:
A four-level classification system was established by analyzing the clinical trial process, clarifying the relationship
among risk assessment and improvement measures, and applying the scenario reverse verification method. Results;
The four-level classification enabled the quantification and multi-dimensional comparison of clinical trial quality
risks, as well as accurate root cause analysis of quality issues and rapid closed-loop improvement. Conclusion: The

optimized quality management system can efficiently identify core risks in clinical trial quality and improve the
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efficiency of risk assessment and corrective actions.
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