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Objective To interpret the key contents of the guidance of Personalized Medical Device Regulatory
Pathways issued by the IMDRF, and provide reference for the improvement of China's medical
device regulatory system. Methods The regulatory requirements of personalized medical devices
and point-of-care manufacture of medical device were described respectively, and the feasibility of
implementing the regulation of point-of-care manufacture of medical device in China was analyzed.
Results The different regulatory pathways of medical devices produced at point-of-care are feasible
and have different regulatory risks. Conclusion In combination with the recommendations provided
by the IMDRF guidance and the clinical and regulatory realities in China, we should accelerate the
improvement of the regulations and supporting documents for point-of-care manufacture of medical
device in China.
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Fig.1 Medical device production system flowchart
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medical device and the medical device production system
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manufacturing process and production in medical institutions in the guide
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