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Abstract:

Objective: To provide references for the evolvement of medical devices labeling administration in China. Methods: By content

translation and analysis, law documents relevant to device labeling were collected from FDA website, Of which, the“Device

labeling guidance” was mainly studied. Results: FDA device labeling guidance are introduced in detail by twelve sub-chapters,

including definition, safety and effectiveness considerations, intended uses, contraindications, warnings, precautions, special

patient populations, adverse reactions, prescription devices, etc. Conclusions: China should draw experience from FDA, to

administrate the prescription devices and the over-the-counter devices in classification, and make device labeling guidance, thus

guarantee the safety and efficacy of device.
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