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Introduction of GLP Regulatory System of Medical Devices in Japan and Its Implications for China
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(National Institute for Food and Drug Control,Beijing,China 102629)
Abstract: Objective To provide a reference for the construction of Good Laboratory Practice (GLP) for medical devices in China.
Methods The relevant studies were reviewed to summarize the regulatory system and GLP - related content of medical devices in
Japan. The current status of non - clinical safety research on medical devices in China and the challenges faced by GLP
construction were analyzed. Results As a quality management standard for non - clinical safety studies of medical devices in
Japan,GLP ensured the authenticity and validity of the results of pre — clinical safety trials for medical devices in Japan. The non —
clinical safety research of medical devices in China mainly conducted safety tests according to the GB / T 16886 series standards,
but there were no laws, regulations, or rules requiring inspection agencies to implement them. Inspection agencies generally followed
the International Organization for Standardization / International Electrotechnical Commission (ISO / IEC) 17025 quality
management system for accreditation by the China National Accreditation Service for Conformity Assessment (CNAS). Currently, the
construction of GLP for medical devices in China still faced many challenges, such as the relevant legal and regulatory
requirements were insufficiency;the level of inspection institutions varied greatly,and the software and hardware facilities as well as
development levels of each institution differ greatly,not all of which could meet the requirements of GLP construction;the demands
of enterprises were complex;the implementation of GLP for medical devices would lead to an increase in inspection costs and
burden on enterprises, which was not conducive to the development of medical device manufacturing enterprises in the short term;
the operation of multiple systems brought some difficulties to the inspection work of inspection agencies. Conclusion China can
learn from the management model of GLP in Japan, carry out targeted management of non — clinical safety evaluation of medical
devices, establish a GLP management system for medical devices that is in line with China’s national conditions, and promote
international mutual recognition.
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Fig. 1 The classification and regulation of medical devices in Japan
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Fig.2 The GLP inspection flowchart of PMDA
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