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Comparative Study on the Current Situation of Pharmacovigilance in Pharmaceutical Manufacturers of
Different Scales in Jiangsu Province

WANG Jiayu', LIU Pengcheng’, CHEN Qiaoyun’, LI Ming', HUANG Qiangian', CHEN Jinmin®, SUN Jun'
China; 2. School of
International Pharmaceutical Business, China Pharmaceutical University, Nanjing 211198, China; 3. Jiangsu
Drug Administration, Nanjing 210000, China)

(1. Jiangsu Province Drug Adverse Reaction Monitoring Center, Nanjing 210002,

ABSTRACT OBIJECTIVE: To study the current situation of pharmacovigilance work in large, medium and small-scale
pharmaceutical manufacturers in Jiangsu Province, and to provide reference for the pharmacovigilance development of drug
manufacturers with different scales. METHODS: The situation of pharmacovigilance work in 108 manufacturers in Jiangsu province
was investigated through a questionnaire survey and related websites. The pharmacovigilance work (organization, personnel and
training, document, computer system) , drug safety monitoring (case report, regular safety update report, post-marketing safety

research) and drug risk management (signal management, risk management plan, tisk control measures, drug safety
communication) of different manufacturers were investigated to put forward the suggestions. RESULTS & CONCLUSIONS: There
was no significant difference in the organizational structure (independently established specialized agencies) among manufacturers
of different scales (P=0.60). Most of the manufacturers had less than 50% of the proportion in the independent establishment of
specialized institutions for pharmacovigilance. There was significant difference in personnel and training (situation and number of
full-time staff in charge, medical and clinical pharmacy personnel number) , document (formulating training management system,
entrusted management and key monitoring procedures) , computer system (P<<0.05). There was no difference in the main
collection ways of case reports among manufacturers of different scales; however, the number of independent reports in 2019 (P<
0.01), the proportion of quality control process for regular safety update reports (P=0.01), and the proportion of carrying out
post-marketing safety research in recent five years (P<<0.01) in large-scale manufacturers were all significantly higher than small-
and medium-scale manufacturers. The proportions of large-scale manufacturers (70.00% ) and medium-scale manufacturers
(84.38% ), which considered “lack of technical guidelines” as an important factor affecting signal management, were higher than
that of small-scale manufacturers (53.57% ) (P=0.01) ; the proportions of large-scale manufacturers (60.00% ) and medium-scale
manufacturers (50.00% ), which had carried out risk management plans in the past five years, were higher than that of small-scale
manufacturers (30.36% ) (P=0.04); the proportion of large-scale manufacturers (50.00% ), which adopted the measures in recent
5 year, was higher than medium-scale manufacturers (37.50% ) and small-scale manufacturers (25.00% ) ; the proportions of
large-scale manufacturers (70.00% ) and medium-scale manufacturers (59.38% ) , which carried out communication for
pharmacists, were higher than small-scale manufacturers (32.14% ) (P<<0.01). Large-scale manufacturers outperformed small- and
medium-scale manufacturers in terms of pharmacovigilance system, drug safety monitoring and drug risk management. Large-scale
manufacturers had a certain degree of lack of initiative on performing risk management plans, medium-scale manufacturers on
full-time staffs in charge, and small-scale manufacturers on pharmacovigilance system. So, it is recommended that large-scale
manufacturers take effective control of variety risk as the goal and actively risk management; medium-scale manufacturers should
continuously enhance the awareness of responsibility and improve the investment of resources on pharmacovigilance work;
small-scale manufacturers should pay more attention to improving the pharmacovigilance system and the compliance of specific
work.

KEYWORDS Pharmacovigilance; Holder of drug marketing authorization; Drug manufacturers; Manufacturer scale; Current
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