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In order to further implement the Opinions of the State Council Concerning the Reform of the Review and Approval System
of the Drug and Medical Device and ensure the demands of clinical use for medical devices, currently, China Food and Drug
Administration issued the Priority Approval Procedure for Medical Devices after in-depth study and extensive solicitation of
opinions and it will come into force on January 1st, 2017.
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CFDA performs priority approval for the following medical devices based on the procedure: (1) the medical devices for the
diagnosis or treatment of rare diseases, malignant tumors and possessing obvious clinical advantages; the medical devices
for the diagnosis or treatment of elderly people with specific and multiple diseases lacking effective diagnosis or treatment
methods currently; the medical devices dedicated to children and possessing obvious clinical advantages; the medical
devices in clinically urgent need and furthermore none of the same type of registered products available in China.(2) The
medical devices included in major national R&D projects or key R&D program. Furthermore, CFDA will determine whether to
give priority to the approval for "other medical devices which shall take priority for approval" after organizing the expert review
according to the circumstances and opinions.
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For the projects which definitely take priority for approval, China Food and Drug Administration will speed up the review and
approval efficiency in all aspects. They will take priority for technical review, review of the registration quality management
system of medical devices and administrative approval to reduce time to market and ensure that the corresponding results
and products can be applied to clinical use as soon as possible.
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The release of this procedure is a specific embodiment for implementation of the State Council on the transformation of
government functions and promotion of the requirements for "Release, Management and Observe" and it will further boost
the development of medical device industry in China, promote the products in clinically urgent need to enter the market as
soon as possible in order to make people achieve a better health level.
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In order to ensure the demands of clinical use for medical devices, China Food and Drug Administration formulates the
Priority Approval Procedure for Medical Devices according to the Regulations for the Supervision and Administration of
Medical Devices (State Council Decree No. 650), Opinions of the State Council on the Reform of the Review and Approval
System of the Drug and Medical Device (State Council [2015] No.44) and other relevant provisions, which is hereby
promulgated and it will come into force on January 1st, 2017.
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Annex: The priority approval procedure for medical devices
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