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Establishement of a Hierarchical Supervision Model for Pharmaceutical
Manufacturing Enterprises Based on Regulatory Perspective

Qu Haopeng, Zhao Zhenyu (Beijing Drug Certification Administration Center, Beijing 102300, China)

Abstract

manufacturing enterprises, and to provide references for establishing a hierarchical supervision strategy suitable

Objective: To establish a hierarchical classification supervision model for pharmaceutical
for the drug production supervision in China. Methods: The hierarchical supervision model and its parameters of
pharmaceutical manufacturing enterprises were established and optimized based on the classification management
theory and the analysis of risk level of enterprises, supervision records and frequencies. Results and Conclusion:
In response to the increasing prominent contradiction between the regulatory needs of pharmaceutical
manufacturers and the regulatory capacity of drug supervision departments, a good match between regulatory
capacity and its needs has been achieved upon the establishment and optimization of a hierarchical model.
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