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[ Abstract] With the development of digital intelligence in modern science
and technology, some countries and regions in the world have implemented electronic
instructions for certain medical devices as a supplement to paper instructions. The form of
medical device instructions shifts from paper to electronic, which is conducive to improving
the regulatory efficiency and maintainability of instructions and promoting ecological and
environmental protection. This paper expounds the relevant regulatory regulations and
implementation of electronic instructions for medical devices at home and abroad, analyzes
the implementation significance of electronic instructions for medical devices, discusses the
supporting policies and challenges at this stage in China, and provides reference for the
development of electronic instructions for medical devices.
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