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1 Innovative Medical Devices Review
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Special Review Procedure for Innovative Medical Devices
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Guidance for the Preparation of Registration Application Dossiers
@ 2016 for Special Review and Approval for Innovative Medical Devices

Operation Specification of Special Review and Approval for Innovative
Medical Devices

Special Review Procedure for Innovative Medical Devices Purposes of the Procedure

Preparation of Registration Application Dossiers for Special

2018  Review of Innovative Medical Devices * Toensure the safety and effectiveness of MD
Operation SpECification of Special Review of Innovative Medical . To encourage MD research and innovation
Devices

«  To promote the promotion and application of
new MD technology

«  To drive the development of the MD industry
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Requirements of Innovative Medical Devices Review

The review of medical devices that meet the following circumstances applies to the Special Review

Procedure for Innovative Medical Devices :

©

Intellectual Property

The product shall obtain the
invention patent of the core
technology of the product in
China in accordance with the
law.

Basically Finalize
the Design

The product shall
basically finalize its
product design.

@

Initiative MD with
Significant Value

The main working principle or
mechanism of the product shall
be initiative domestically and
have significant clinical value.
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Introduction of Innovative Medical Devices Review & Registration

m IMD Application No.
m Pass IMD Review No.
m Approval for MKT No.
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In 2014, the former CFDA issued |@ Eszmussges ~° =
Special Review and  Approval

P rOCGd ure fO r | n novative M ed | c al BRARLEELBXTHEMETEMSHEMER (1T ) &N
Devices(Interim). Early intervention, e +6 oEED
special  responsibility and priority || '
approval shall be given to the S ——— - —— -
innovative medical devices with | T o e

China's  independent intellectual e

property rights and significant clinical e

application value, under the condition | ==~ s P i
that the standards are not lowered and A8 -

the procedures are not reduced. e ——— |
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By the end of Oct. 2023, 2,451 items of innovation
applications had been received. During which, 483 items
had passed the innovative MD channel review, 234 products
had been approved for market.
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Support to Innovative Medical Devices

Give Priority to
the Whole Process
from Acceptance to Review

Senior Reviewers Are Responsible

Give priority to the
Approval Matter Changes of
Innovative MD

Small Enterprises

o Carry out On-site Review Give Priority to Quality
s Piro for Domestic Innovative MD Management System(QMS)
Reglstratlon Fees Verification
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Priority Review and Approval for Medical Devices
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Priority Review and Approval Procedure for Medical Devices

In order to ensure the clinical needs of medical

devices, the former China Food and Drug
Administration issued the Priority Review and
Approval Procedure for Medical Devices

Issued on October 26, 2016(No. 168, 2016)

Implemented on January 1%, 2017
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National Medical Products Administration
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48 CEED
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Requirements of Priority Review and Approval

Priority review and approval shall be given to the registration applications and
that meet any of the following circumstances:

Situation 1: Clinical emergency, etc.

« 1. Diagnose or treat with obvious clinical advantages

« 2. Diagnose or treat with obvious clinical advantages

« 3. Diagnose or treat currently

« 4 with obvious clinical advantages

| 5. Clinical emergency approved in China ﬁ Conditional approval is allowed ]
to be applied at the same time.

Situation 2: Key projects supported by Ministry of Science and Technology of the People’s Republic of China

 Medical devices included in national or national
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Introduction of Priority Review and Approval Procedure Review & Approval
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National Medical Products

In 2017, on the basis of the green
channel for innovative medical
devices, the former CFDA issued
the Priority Review and
Approval Procedure for Medical
Devices, giving priority to the
review and approval of medical
devices supported by Ministry of
Science and Technology of the
People’s Republic of China

and in urgent clinical needs.
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By the end of Oct. 2023, 223 items of priority
review & approval applications had been received.
During which, 73 items had passed the priority
review & approval, 57 products had been approved

for market.
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Support to Priority Review and Approval Medical Devices

Give Priority to
the Whole Process
from Acceptance to Review

Senior Reviewers Are Responsible
to Strengthen Communication

Conduct Panel Review

Give Priority to Quality _ _
Management System(QMS) Make the Review Report Public
Verification
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Other Measures to Encourage Innovative MD Development
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Construction of Expert Database for
Medical Device Technical Evaluation Consultation

17 expert advisory committees, involving 116 specialties and 242 research directions, cover most of the fields
related to medical devices.

1. Active Equipment Engineering Expert Advisory Committee 10. Ophthalmic Medical Devices Expert Advisory Committee

2. Medical Materials Engineering Expert Advisory Committee 11. ENT Medical Devices Expert Advisory Committee

3. Biological Evaluation of Medical Devices Expert Advisory 12. Stomatology Medical Devices Expert Advisory Committee
Committee 13. Plastic and Aesthetic Medical Devices Expert Advisory

4. In vitro Diagnostic Reagents Expert Advisory Committee Committee

5. Internal Medicine Medical Devices Expert Advisory Committee 14. Oncology Medical Devices Expert Advisory Committee

6. Surgical Medical Devices Expert Advisory Committee 15. Anesthesiology Medical Devices Expert Advisory Committee
7. Orthopedic Medical Devices Expert Advisory Committee 16. Medical Imaging Medical Devices Expert Advisory Committee

8. Obstetrics and Gynecology Medical Devices Expert Advisory 17. Other Medical Devices Expert Advisory Committee
Committee

9. Pediatric Medical Devices Expert Advisory Committee
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Promote Research on Supervision Science

Three key R&D projects of Ministry of Science and Technology of the People’s Republic of

China

» Research on development and application of scientific and technological innovation service platform for intelligent
medical device industry

» Basic research on product standards and evaluation science of new medical metal materials and implantable devices

» Research on safety and effectiveness system and standard system of active health products and human health state
evaluation

é Four NMPA scientific supervision research
« Safety and effectiveness evaluation of artificial intelligence medical devices
» Research on technical evaluation of pharmaceutical and mechanical combination products
» Research on supervision science of new materials for medical devices
» Methodological research on real-world data for clinical evaluation of medical devices

@ Many ministerial key or major scientific research projects
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Promote Research on Supervision Science

Artificial Intelligence Medical Device Innovation Biomaterials Innovation and Cooperation

and Cooperation Platform Platform (established in 2021)
established in 2019

J%kiﬁ%ﬁﬁﬁw
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» To actively respond to new risks and challenges brought by the » To provide support for the key work of relevant national
rapid development of artificial intelligence to regulation and ministries and agencies in related fields;
MD industry; » To promote key core technology research, and help China

» To coordinate forces and all related parties in data management, seize the international commanding heights in the field of
standard formulation, clinical evaluation, testing and other links, biological materials by giving full play to professional
and strive to establish a scientific evaluation system for advantages, focusing on the key technologies problems in
artificial intelligence medical devices in China; the field of biological materials and guiding the

» To encourage innovation and accelerate the transformation and transformation and application of raw materials and
application of artificial intelligence scientific and technological technology.

achievements in the field of medical devices.
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Conduct MD Technical Examination Training

Support the organizer to carry out online or on-site training for relevant personnel engaged in the R&D, production and registration of
medical devices on medical devices technical examination introduction, involving active medical devices, non-active medical devices,
In vitro diagnostic reagents, clinical evaluation, etc.
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Build the “CMDE On-line Learning"
Network Training Platform

Provide various courses related to examination process
Introduction, rules and regulations interpretation,
examination requirements explanations

to R&D registrants, supervisors, researchers, etc.

CMDE Homepage Column
Try to Meet the Individual Needs of
MD Industry!
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