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Survey on pharmacovigilance functions and operational models in 66 tertiary medical institutions in China
SUN Xuelin', QIAN Dongfang”, ZHAO Wenjing’, WANG Chunting’, HU Xin', ZHANG Yatong' (1. Dept. of
Pharmacy, Beijing Hospital/National Center of Gerontology/Institute of Geriatric Medicine, Chinese Academy of
Medical Sciences, Beijing 100730, China; 2. Beijing North Medical Health Economic Research Center, Beijing
100021, China; 3. Center for Drug Reevaluation, NMPA/NMPA Key Laboratory for Research and Evaluation of
Pharmacovigilance, Beijing 100022, China)

ABSTRACT OBJECTIVE To provide practical basis and policy recommendations for improving the pharmacovigilance (PV)
system construction in medical institutions across China. METHODS A questionnaire survey was conducted using a mixed
sampling strategy of “online random sampling+offline supplementary sampling” to distribute questionnaires among pharmaceutical
professionals in tertiary medical institutions nationwide. The questionnaire covered aspects such as the construction of PV systems,
job position settings, information system support, operational practices, and multi-stakeholder collaboration. The data were
analyzed using descriptive methods and SPSS 20.0 statistical software. RESULTS A total of 70 valid questionnaires were collected
from 66 medical institutions, primarily Class A tertiary hospitals. The survey found that 90.00% had designated PV personnel and
74.29% routinely conducted PV activities. However, there were notable disparities in resource allocation and information system
capacity, with less than 50% of the institutions conducting post-marketing drug re-evaluation. PV activities were primarily focused
on the collection and reporting of adverse drug reactions, with limited capabilities in signal detection and risk assessment.
CONCLUSIONS Among the surveyed tertiary hospitals, PV systems have begun to take shape. However, challenges persist in
terms of system establishment, resource allocation, risk assessment, and inter-organizational coordination. Policy efforts should
focus on strengthening regulatory frameworks, improving information sharing mechanisms, enhancing professional training, and

strengthening collaboration between hospitals and market authorization holders to ensure the effective implementation of PV in

medical institutions.
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