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Analysis of the development course and trends of pharmacovigilance in China
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ABSTRACT Pharmacovigilance runs through the whole life cycle of drugs. This paper systematically sorts out the development
course of pharmacovigilance in China, from the initial establishment of the adverse drug reaction reporting system to the gradual
construction of a complete pharmacovigilance system aligned with international standards. It focuses on analyzing the evolutionary
features of the organizational system, legal system and monitoring system during this process. On this basis, this paper further
discusses the future development trends of pharmacovigilance in China. In general, remarkable progress has been achieved in both
regulatory construction and practical implementation of China’s pharmacovigilance system. In the future, efforts should be
continuously made to improve the pharmacovigilance system, such as accelerating the implementation of the “one-body with two-
wings” working framework and strengthening the primary responsibility of marketing authorization holders. It is also necessary to
cultivate and reserve professional talents and promote information-based construction, including optimizing the spontaneous
reporting system and establishing active monitoring systems. These measures can provide more solid support for ensuring public
drug safety and facilitating high-quality development of the pharmaceutical industry.

KEYWORDS pharmacovigilance; adverse drug reaction; whole life cycle of medicinal products; information-based construction;
development course
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