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Keep the Bottom

Line to Ensure Safety

Ensure safe use of drugs

and medical devices by

the public and maintain

public health.

A

Pursue the High

Standard to Promote

Development

Meet the public’s needs

for high-quality advanced

medical device.

B
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Order of State Council of the 

People's Republic of China 

No.739 

The Regulations on the Supervision and

Administration of Medical Devices revised and passed

at the 119th executive meeting of the State Council on

December 21, 2020 has been issued and implemented

as from June 1, 2021.

Premier 

February 9, 2021 

Rapid industry 

development 

Necessity of 

revision 

Encouragement 

of innovation in 

medical devices 

Needs of public 

health 

Reform of 

institutions 

Reform on the 

review and 

approval 

system 

Reform of 

"streamlining 

administration, 

delegating power, 

improving regulation 

and upgrading 

services" 
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Learn From the Useful Experience of the 

International Community 

Strengthen the whole 
life cycle management

Conduct classified 
management

Adopt multi-path 
clinical evaluation 

methods

Implement the UDI 
system

Set up a professional 
team of inspectors
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Clarify the basic principles of supervision and

administration of medical devices

Implement reform actions and encourage industry

innovation and development

Implement the registrant or filer system and strengthen the

key responsibilities of enterprises

Improve the management requirements and strengthen the

whole-process supervision and administration of medical

devices

Strengthen the capacity building of supervision and

administration and improve the supervision and

administration efficiency

Main Contents of the 

Regulations on 

Supervision and 

Administration of 

Medical Devices 

Increase the punishment and the cost of breaking the law
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Basic 
principles

Risk 
management

Whole-process 
control and 

management

Scientific 
supervision 

and 
administration

Social co-
governance

(I) Clarify the Basic Principles of Supervision and 

Administration of Medical Devices 
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Encourage 
industry 

innovation

Improve the 
innovation 

system

Accelerate 
the review of 

innovative 
products

Optimize 
review and 
approval 

procedures

Set clinical 
evaluation 

requirements 
scientifically

(II) Implement Reform Actions and Encourage 

Industry Innovation and Development 
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(III) Fully Implement the Registrant System and the Key 

Responsibilities of Enterprises 

The registration is
"unbound" from the
production license

The registrant shall
be able to bear
corresponding legal
responsibilities

The registrant shall
establish a quality
management system
related to the R&D
and manufacturing
of products and
shall keep its
effective operation.

The clause prohibiting
entrusted production
except for innovative
medical devices is
deleted.
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(IV) Improve the Management Requirements and Strengthen 

the Whole-process Supervision and Administration of Medical 

Devices 

R&D

Registration

Production

OperationUse

Monitoring 
for adverse 

events

Re-
evaluation
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(V) Strengthen the Capacity Building of Supervision and 

Administration and Improve the Supervision and Administration 

efficiency 

Team building of inspectors 

Information-based 

supervision and 

administration 

Unique device identification 

(UDI) system 

Enrich the supervision and 

administration means 

Strengthen the inspection on 

function and power 

Strengthen the supervision and 

guidance of Provincial Medical 

Products Administrations in 

registration review 

Further clarify the division of 

functions 
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(VI) Increase the Punishment and the Cost of Breaking the 

Law 

Significantly increase the

range of fines

Implement the requirement of

"punishment to individual" (double-punishment 
system)

Increase the

punishment for industry and market prohibition

Strengthen the accountability
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Thank You！


