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Analysis and Countermeasures of High — Frequency Defects in On — Site Inspections for

Pharmaceutical Commissioned Production
YE Liuping ,RUI Xue,ZHU Qiangian,ZHANG Ran,HU Shigao®
(Anhui Center for Drug Evaluation and Inspection ,Hefei,Anhui 230051, China)
Abstract: Objective To provide a reference for marketing authorization holders (MAHs) of pharmaceutical commissioned
production to improve their quality system and whole — process supervision systems. Methods The defects identified during
263 rounds of on — site inspections for pharmaceutical commissioned production from 2022 to 2025 were summarized to identify
the causes of high - frequency defects, and targeted countermeasures were put forward. Results A total of 1 997 defects were
found during the on — site inspections for pharmaceutical commissioned production, mainly distributed in 398 items (19.93%) of
the quality management system of MAHs, 390 items (19.53%) of the management of contract manufacturers, 364 items
(18.23% ) of system alignment, 269 items (13.47%) of organization and personnel, 232 items (11.62%) of quality agreements,
103 items (5.16%) of on — site audits,70 items (3.51%) of liability compensation, 60 items (3.00%) of self — inspection, 56
items (2.80%) of product shipments and recall, and 55 items (2.75%) of others. Conclusion The high — frequency defects
mentioned above were mainly due to lack of proven experience and reference in the design and integration of quality systems for
commissioned production, weak quality management awareness in guiding and supervising the whole — process of commissioned

production, failure to consider systemic integration between both parties from the selection of commissioned manufacturers,
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inappropriate selection of personnel in key posts, and insufficient recognition of the legal status and importance of quality

agreements. It is recommended that MAHs engaged in commissioned production continuously enhance the competency of personnel

in key posts, strengthen the dual mechanism of qualification and on - site audits of contract manufacturers, continuously improve

the integration and fit of quality agreements, quality systems, and their actual implementation, and formulate a supervision and

control strategy for the whole — process of commissioned production.

Key words:commissioned production;on — site inspection;marketing authorization holder;drug administration
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