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Explanation for the Priority Approval Procedure of Medical Devices
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1. Background of formulating the procedure

2014 4E 3 H 31 H, EBBARAM THEITH (BT astlile B8B4G , Hdieg: ERSIRMEST SmKIE S a0,
KEETIANLEIROLERT, (EREBST S BRI IR, HESD BT 8™ i A Jg . 2014 4E 2 3 7 H, b 25 I
RRATT CBIRTEIT SR AR GAAT) ), X QIR BT ds ik B N HALEE, X R R AR A T, (R BRT 4R
BT AR RIHET IR, HESH BT S b Ak i B 1 BURAE AT o
March 31, 2014, the State Council issued the newly revised Regulations for the Supervision and Administration of
Medical Devices, and it regulated that the state encourages the research and innovation of medical devices, gives play to
the role of market mechanism and promotes the popularization and application for new technology of medical devices in
order to promote the development of medical device industry. February 7, 2014, CFDA issued the Special Approval
Procedures for Innovative Medical Devices (Trial), which had a positive effect on the setting of special approval channels
for innovative medical devices, encouragement of the innovation for medical devices, promotion of the popularization and
application for new technology of medical devices and promotion of the development for medical device industry.
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1.

The state has introduced a number of policies to encourage and support the development of industry in order to meet the
increasing clinical needs of the people for the use of medical devices, guide and encourage innovation and development of
medical device industry. Innovation and development of medical devices are served as an important part of promoting the
technical innovation in health fields in the Made in China 2025 (State Council [2015] No.28), Outline of the National Program
for Long-and Medium-Term Scientific and Technological Development (2006-2020), Health China 2030 Program and major
national R&D projects or key R&D program issued by Ministry of Science and Technology. The State Council issued the
Opinions on the Reform of the Review and Approval System of the Drug and Medical Device (State Council [2015] No.44) in
2015, and the General Office issued the Notice on 2016 Key Tasks for Deepening the Reform of the Medical and Health
System (State Council [2016] No.26) in 2016 in order to further specify the encouragement of the research and production for
medical devices and set up special review and approval channels for the medical devices in clinically urgent need, the
medical devices for children, the elderly and other special populations as well as medical devices for rare diseases.
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In order to further deepen the reform of review and approval for medical devices and ensure the demands of clinical use for
medical devices, it's necessary to formulate the priority approval procedure and set up priority approval channels for medical
devices used for the treatment of rare diseases, malignant tumors, senile diseases, the medical device specially designed for
children, the medical device in urgent needs clinically and the one included in major national R&D projects or key R&D
program, etc. based on the Special Approval Procedures for Innovative Medical Devices implemented currently and the
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Emergency Approval Procedures for Medical Devices for dealing with public health emergencies.
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2. Main contents of the procedure
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October 25, 2016, China Food and Drug Administration issued the Priority Approval Procedure of Medical Devices and it
shall come into force on January 1st, 2017.
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The procedure contains 17 items, including purpose and basis, scope of priority approval, application, review, publicity
procedures, requirements for priority handling and implementation date, etc..
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(1) Scope of priority approval
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Scope of medical devices for priority approval: (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.
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Because the medical devices in other cases need priority approval, the procedure sets up "other medical devices which shall
take priority for approval". For other medical devices which shall take priority for approval, CFDA will determine whether to
give priority to its approval after organizing the expert review according to the comprehensive considerations and opinions.
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(2) Priority approval procedures
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If the priority approval application proposed by the registration applicant is about the products included in major national R&D
projects or key R&D program, the applicant shall submit the related documentary evidence, and the priority handling shall be
performed on those products undoubtedly after the review and publicity performed by CFDA Center for Medical Device
Evaluation.

X TS W BRI R ARBOR B R SR 7, DA A R A0S B I BT 2807, Bl R A A AR AL K
Wik, Za7RE, JTohE N sEiif /2.
For the products which are used for diagnosing or treating special diseases or for urgent needs clinically and "other medical
devices which shall take priority for approval”, the priority handling shall be performed undoubtedly after experts verification
and publicity centrally organized by CFDA Center for Medical Device Evaluation each month.
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For the projects which will definitely take priority for approval, CFDA Center for Medical Device Evaluation will sort them
separately based on the received time to perform technical review firstly and the provincial food and drug administration will
firstly arrange the registration quality management system of medical devices for verification and CFDA will perform
administrative approval firstly.
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