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Abstract

The local jurisdiction conducted unannounced inspections of 32 medical device manufacturers,
during which both common and individual issues were identified in the quality management sys-
tems of these enterprises. This paper aims to summarize and analyze the problems discovered dur-
ing the inspections, propose corresponding recommendations, provide guidance for subsequent
regulatory work, and further mitigate operational risks for enterprises.
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Figure 1. Distribution of non-compliance items in medical device unannounced inspections by chapter from 2022 to 2024
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Figure 2. Annual distribution of critical and general non-conformities identified during unannounced
inspections of medical devices, 2022~2024
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Table 1. The key discrepancy is between the project overview and frequency statistics
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Table 2. Overview and frequency statistics of common non-conformities
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