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Abstract Objective: To provide suggestions and thoughts for the establishment and improvement of the
quality management system for drug research and development (R&D)in pharmaceutical enterprises in China.
Methods: Inspection reports of drug regulatory agencies from FDA and China were analyzed, persons in charge
of R&D quality management were interviewed to understand the current status of quality management of R&D in
pharmaceutical enterprises in China and provide suggestions for the establishment and improvement of the quality
management system for R&D. Results and Conclusion: A perfect quality management system for drug R&D
should include the following aspects: (D to establish an independent R&D quality management department and
fully empower it; (2) to establish a document system to ensure that quality management has a rule to follow; 3 to
strengthen training and ensure the effectiveness of training; (4) to establish an effective quality assessment system
to ensure the effective operation of the quality system.
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