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Common problems in on-site inspection of
drug clinical trials

YU Liang-yu, GUAN Zhi-mei, LI Jing-xi, ZHANG Si-wei, HU Lin" (Hunan Drug Inspection Center,
Changsha 410001)

Abstract: Objective To provide reference for improving the inspection of drug registration in drug
clinical trials. Methods We summarized the relevant situation of clinical trial institutions joint
verification of drug registration (Bioequivalence trial and clinical trial of new drugs) completed by
Hunan Drug Inspection Center in 2024, sorted out the problems with on-site inspection, analyzed
causes and provided suggestions. Results Totally 39 clinical trial institutions were verified and
246 problems were found, mainly involving clinical trial data collection and reporting, security
information processing and reporting, subject screening and protocol implementation. Conclusion
Clinical trial institutions should strengthen personnel training, improve the quality control system,
improve management efficiency and data interoperability in the information system. The supervision
department should monitor inspectors, explore the working mode of cross sectional and regional
inspection to strengthen the capacity building.
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Tab 1 Tasks of joint verification of drug registration
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Fig 1 Number of inspections received by institutions
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Fig2 Number of inspections by regional institutions
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Tab 2 Summary of problems (clinical trial institutions)
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