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Analysis of key points and deficiencies in complaint management of pharmaceutical
guality management
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Abstract: Complaint management is one of the core elements of the quality assurance system in pharmaceutical production enterprises.
In the practice and supervision of drug production, a series of prominent problems are still exposed in the complaint management
process. This article summarizes the regulatory requirements and core points of GMP on complaint management at home and abroad,
and combines about 60 complaint management deficiencies discovered in drug inspections in recent years to summarize them into five
typical problems: defects in complaint management procedures and plans, defects in complaint management personnel and
organizations, defects in complaint investigation and handling processes, defects in complaint records and ledgers, and defects in the
linkage between complaint results and corrective and preventive measures. The aim is to provide reference for enterprises to improve
the effectiveness of complaint management and perfect their quality management system.
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Table 1 Requirements for complaint management in GMP
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