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Optimization of on-site supervision strategy based on big data of quality risk in drug enterprises
QI Liang', WANG Qi*, LIU Yahui', XIA Xueqin', GUO Wengqiong' (1. Jiangxi Center for Drug Certification and
Evaluation, Nanchang 330006, China;2. Jiangxi Branch of Taiji Computer Co., Ltd., Nanchang 330096, China)

ABSTRACT On-site supervision is a risk-based regulatory system that requires the scientific development of supervision plans for
quality risks and hidden dangers in pharmaceutical enterprises, the rational allocation of supervision resources based on their risk
levels, and the implementation of classified supervision measures. In this study, the quality risk monitoring business support system
is set up for pharmaceutical enterprises by establishing the quality risk expert database and quality risk monitoring index system for
pharmaceutical enterprises based on the difficulty analysis of on-site drug supervision. Based on this support system, the quality risk
classification method, the differentiated spot check strategy and business auxiliary visualization system are established. This support
system is used to learn the risk level of pharmaceutical enterprises, so as to innovate supervision methods and optimize monitoring
strategies. Taking Jiangxi Province as an example, it is verified that the support system can guide the risk assessment of sample
enterprises, can improve the targeting of on-site drug supervision in the process of technical review, scheme editing, on-site
implementation and comprehensive evaluation, and can effectively improve the quality and efficiency of supervision.

KEYWORDS pharmaceutical enterprises; drug supervision; quality risk; big data; on-site supervision; strategy optimization
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