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Operation Status and Regulatory Countermeasures of Quality Management Systems in

Pharmaceutical Manufacturers in Qinghai Province
HAN Dabin,WANG Yongming ,WEN Jing ,WANG Yongjing ,HAN Shaoping,Ll Yingying,CHENG Xiaoping ,QI Yankai,LIU Xueliang®
(Qinghai Center for Drug Evaluation and Inspection ,Qinghai ,Xining 810007, China)
Abstract: Objective To investigate the operation status of the quality management systems (QMS) in pharmaceutical manufacturers
in Qinghai Province,to analyze common issues,and to provide a reference for improving drug quality,optimizing regulatory oversight,
and promoting industrial development. Methods Based on the analysis framework of the 4M1E (man, machine, material, method, and
environment) , and combined with questionnaire surveys and on — site verification, 40 pharmaceutical manufacturers holding drug
production licenses were systematically evaluated. Data were collected from multiple dimensions including men, machines, materials,
documentation, and environmental conditions. Spearman’s rank correlation analysis was used to examine the correlation between
talent quality indicators and quality inspection capabilities. An independent sample ¢ — test was used to compare the difference in
training frequency between manufacturers with quality notifications and those without, and the correlation analysis was conducted to

validate the association strength between the training frequency and the effectiveness of the quality control. Chi — square (x2) test
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was used to analyze the association between the QMS self — inspection and the completeness of risk management closed — loop
process. Results A total of 3 406 employees were employed in 40 pharmaceutical manufacturers, of which 19.70% were
pharmaceutical professionals and 76.45% had a college diploma or lower education,and the average annual training frequency was
18.9 times. Spearman rank correlation analysis results showed that the proportion of highly educated personnel (with a bachelor's
degree or above) in manufactures was significantly positively correlated with the inspection ability for purchased raw and auxilirry
materials (p = 0.441,P < 0.01),and the proportion of personnel with intermediate — senior professional titles in manufactures was
significantly positively correlated with the full inspection ability for finished products (p = 0.319, P < 0.05). There was no
significant negative correlation between training frequency and quality reporting (p = 0.176,P = 0.277). The t — test results showed
no statistically significant difference in the average annual training frequency between manufacturers with quality notifications and
those without (P > 0.05). The x? test results showed a significant correlation between the QMS self — inspection and the level of
product risk assessment (y* = 14.194,P < 0.05). At present, pharmaceutical manufacturers in Qinghai Province faced difficulties in
retaining, cultivating, and attracting professional talents, lacking significant improvement in quality control effects through training
investment and the widespread "idle operation" of the quality management system of manufacturers. Conclusion It is recommended
to promote manufaturers’ transition from passive compliance to active continuous improvement by strengthening talent cultivation,
enhancing quality awareness, focusing on innovation in traditional Chinese and Tibetan medicines, and implementing differentiated
regulation,which can systematically reduce drug safety risks and facilitate high — quality industrial development.
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Tab.2 Spearman’s rank correlation analysis results of talent

quality indicators and quality inspection capabilities
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Tab.4 Cross — analysis results of the QMS self — inspection

and product risk assessment levels [n (%) ]
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