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Zhejiang Taizhou's Practice in Pharmacovigilance Supervision Innovation for Marketing

Authorization Holders
GAO Xiaoxi,ZENG MaoﬁzA
(Zhejiang Taizhou Institute for Food and Drug Control,Taizhou,Zhejiang 318000, China)
Abstract: Objective To explore the pathways and practical effectiveness of enhancing pharmacovigilance supervision capabilities

through digital and intelligent technologies. Methods  The current construction status and institutional background of
pharmacovigilance supervision models were analyzed, combined with the current situation of pharmacovigilance supervision for
marketing authorization holders (MAH) and the requirements for enterprises to fullfill their primary responsibilities, the MAH
Pharmacovigilance Online Supervision System implemented in Taizhou,Zhejiang Province was taken as an example. By examining its
system architecture, core functional modules, and operational mechanisms, the effectiveness in improving regulatory efficiency,
strengthening enterprises’ primary responsibilities, and enabling risk early warning were evacuated. Results The efficiency of current
MAH pharmacovigilance supervision models in this city are low and the fulfillment of primary responsibitities for pharmacovigilance
is insufficient. The practice has reshaped the pharmacovigilance supervision process through digitalization,achieving a transformation in
work mode from "human sea tractis” to "data and intelligence — driven”,in data governance from "information silos” to "shared and co -
governance” , and in risk management from "retrospective tracing” to "proactive early warning”. Conclusion Digital and intelligent
empowerment is a key pathway to enhance MAH pharmacovigilance supervision effectiveness. Through the development of digital
systems, the pain points of traditional supervision models can be addressed, promoting the digital transformation of drug regulatory
systems. The Taizhou's practice provides replicable and scalable exemplary experience for nationwide implementation, offering a new
paradigm for drug safety governance.
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Tab.1 Typical cases of intelligent supervision of adverse drug

reactions pharmacovigilance from 2019 to 2024
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Data source: Collection Activity of Typical cases of Intelligent

Supervision, NMPA Information Center (nmpaic. org. cn)
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Fig. 1 Core workflow of the system
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Fig.2 Framework based on natural language processing technology
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