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[ Abstract] As an important component of traditional Chinese medicine pharmacy,
the market access system for traditional Chinese medicine medical devices (abbreviated as
traditional Chinese medicine devices) has been implemented. At present, with traditional
Chinese medicine devices as a common category of medical devices, the pre-market
technical evaluation method is the same as that of non—traditional Chinese medicine devices,
and an exclusive evaluation system has not been established. There are inappropriate
issues between the clinical needs of some traditional Chinese medicine devices and current
standards. This study focused on the core components and key parameters of traditional
Chinese medicine devices, analyzing their suitability for current standards one by one and
putting forward targeted suggestions, which provides a framework for relevant departments
to issue exclusive evaluation standards for traditional Chinese medicine devices.
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Core components; Key parameters
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