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Analysis of the Current Situation of GDP
Management System for Medical Devices in Taiwan

WEI-LING CHEN, HAO-AN LIAO, WEN-HSIU CHIU, CHI-WEN HSIEH,
YING-HUA CHEN AND LAN-HUI CHIH

Division of Quality Compliance and Management, TFDA, MOHW

ABSTRACT

To enhance the effectiveness of quality management during the distribution phase of medical
devices, Taiwan has extended its regulatory framework to cover the entire lifecycle of medical devices,
thereby ensuring product quality is maintained from post-manufacturing through end use. On April 13,
2021, the Ministry of Health and Welfare announced the implementation of the “Regulations of Medical
Device Good Distribution Practice” (GDP) and began conducting GDP compliance inspections on the
same day. This study aimed to evaluate the current status of GDP inspections in Taiwan as of the end of
2024. According to official data, a total of 331 medical device distributors have passed GDP inspections
and received regulatory approval for distribution. The most frequently identified non-compliance issues
were associated with subsystems related to product and process control and management. These findings
can serve as a valuable reference for the TFDA in further advancing GDP implementation, enhancing
compliance oversight, and ultimately contributing to public health protection and the safe use of medical

devices.

Key words: Medical Device, Good Distribution Practice, GDP





