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Abstract:

whose scientific and systematic regulatory model has already been recognized by most countries and regions in

USA is the earliest country to legislate laws and regulations about medical device administration,

the world. Based on the USA medical device premarket notification system, this article introduces the changes
brought about by the revision of various laws and regulations to the premarket notification system, and the

impact of various changes on the application for enterprise registration in order to provide enlightenment for the

supervision of medical devices in China.
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