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The Result of Quality System Documents Review of
Foreign Medical Device Manufacturers in Taiwan

GUAN-CHIEH HUANG, HSIN-YUAN LIN, JEN-HUNG TSENG,
WEN-HSIU CHIU, CHI-WEN HSIEH, YING-HUA CHEN
AND LAN-HUI CHIH

Division of Quality Compliance and Management, TFDA, MOHW

ABSTRACT

To strengthen the management of medical devices, the “Medical Device Management Act” was
implemented on May 1, 2021. This study analyzes the review results, classification of deficiencies, and
reasons for disapproval of quality system document review applications submitted by medical device firm
in 2023. The results show that the majority of manufacturers can fulfill the requirements of document
review and obtain manufacturing approval. In addition, common deficiency categories found from the
review results of disapproval applications are mainly original manufacturer’s declaration, document
master lists, and lists of medical device files. The analysis results can serve as references for Taiwan Food
and Drug Administration in organizing training activities for the industry. By strengthening advocacy
regarding the categories and patterns of deficiencies identified in the analysis results, we can enhance the

comprehensive effectiveness and review quality of medical device manufacturing quality management.

Key words: Medical device quality management system, quality system document review,
manufacturing license



