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Abstract: Objective
holder (MAH) in China. Methods

Hainan Province,the special ADR inspection for MAH was carried out in Hainan Province from 2019 to 2021. The defects in the

To provide a reference for the improvement of pharmacovigilance system of drug marketing authorization

According to the Key Points for Adverse Drug Reaction (ADR) Reporting and Monitoring in

inspection were statistically analyzed from the distribution of MAH non — conformance (NCR) items and specific problems, the
existing problems of MAH pharmacovigilance system were sorted out, countermeasures and suggestions were put forward.
Results From 2019 to 2021,84 MAH cases were inspected in Hainan Province, and NCR items were found in 83 cases. The
number of NCR items was mainly 1 -5 (42.86%),followed by 6 — 10 (26.19%). NCR items were mainly concentrated in quality
management system, personnel management and institution, accounting for 71.14% of the total. The proportion of MAH with more
than six NCR items, the proportion of NCR items in the institution and quality management system, and individual ADR reports
showed a downward trend, while the reporting, evaluation and control of adverse events of drug groups showed an upward trend. In
terms of the construction of the MAH pharmacovigilance system,there were mainly problems such as imperfect system construction,
insufficient attention paid by MAH to ADR monitoring report,and weak risk evaluation and control ability of MAH. Conclusion At
present, the construction of the MAH pharmacovigilance system in Hainan Province needs to be further strengthened. MAH should
assume the main responsibility of drug safety risk in the whole life cycle,and strengthen the construction of the scientific system,
system implementation and risk prevention,so as to further improve the pharmacovigilance system.
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Fig.1 MAH types and commissioned pharmacovigilance
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