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Analysis of common problems identified during GLP inspections
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Abstract: Based on the analysis of inspection reports on 42 times of GLP compliance monitoring for GLP test facilities in the past 3

years, conducted by CCD (Center for Certification of Drug, CFDA), we listed 10 types of frequent defectives in such aspects as

organization and personnel, conduction of experiments, animals and experimental establishments, test samples and control substance,

instruments and equipments, animal supplies, SOP, etc. Besides analyzing the specific defectives, we put forward some solutions and

suggestions that are promising to help improve the management of GLP test facilities, promote the qualification rate of GLP

inspections, and consequently build the solid foundation for future clinical study on new drugs.
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