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Abstract

establishing regulatory requirements for personalized medical devices in the future. Methods: This article mainly

Objective: To interpret personalized medical device terms in order to provide references for
introduced the Guidance of Personalized Medical Device Terms published by international medical device
regulators forum (IMDRF) to interpret and compare three types of personalized medical devices, such as customized
medical devices, patient-matched medical devices and adaptive medical devices. Results and Conclusion: The
three types of personalized medical devices have different levels of personalization in the aspects of design,
production and use.
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