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Abstract Objective: To analyze the current status of drug GMP inspector system in China, to compare and
analyze the GMP inspector systems in the United States, the European Union and the United Kingdom, and to
discuss how to establish a full-time GMP inspector system and build a full-time inspector team in China. Methods:
The drug GMP inspector systems at home and abroad were compared and analyzed from four aspects: positions,
rating system, work contents and training system of drug GMP inspectors. Results and Conclusion: In comparison
with other countries or organizations, the specialization of GMP inspectors in China has a clear gap in all aspects.
Therefore, The issues to be solved in the establishment of a full-time drug GMP inspector team in China are the
establishment of full-time inspectors, the reasonable setting of grading system, the refinement of the work contents
of full-time inspectors, and the scientific systematization of the training contents of full-time inspectors.
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