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The Analysis of Medical Device Manufacturer’s
Quality Management Systems in Taiwan

HSIAO-CHI CHENG, YU-HSUAN HSIAO, HSIANG-HSUAN CHIU,
SZU-YU LEE, CHI-WEN HSIEH, YING-HUA CHEN AND LAN-HUI CHIH

Division of Quality Compliance and Management, TFDA, MOHW

ABSTRACT

To improve the quality management abilities of medical device manufacturers, as well as to
harmonize the quality management requirements with international standards, the Taiwan Food and
Drug Administration (TFDA) announced new medical device regulations that incorporate international
standards specific for medical device quality management systems issued by the International
Organization for Standardization (ISO 13485:2016). This research aimed to investigate current state
of the medical device industry in Taiwan, including number of authorized manufacturers, distribution
of medical device categories, and common nonconformities. The results showed that nearly half of
the nonconformities were related to “Product Realization”, with the “Production and Process Control”
issues being the primary source of nonconformities. Overall, this study can provide information on the
current compliance status of domestic manufacturers with the new regulations, thereby TFDA can more

effectively allocate inspection resources and reinforce the domestic medical device management system.

Key words: medical device quality management system regulations, findings of nonconformity



