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1.Medical devices are related to public health

2.Unbalanced industry development,Inconsistent regulations

3.Repeated evaluation in different countries\regions,waste of resources

Part 1 Background



Part 2 Purpose

Common Evaluation Reliance Practice(CERP)  Special Task Group (STG)
aims to achieve the goals of mutual approval and regulatory reliance by 
developing standards for medical device product registration review, 
establishing technical review consensus and reducing duplicate

reviews.



• Unilateral Approval

• Multilateral Approval

• Bilateral Approval
• Information sharing among 

regulators

• Capacity Building among regulators

• Evaluation QMS establishment
✓ Simplified Evaluation
✓ Recognition of Evaluation Results

Evaluation Standard

• Product Examples 

• Evaluation Instruction

• Coord inat ing 
mechanisms to ensure 
standards integration

Evaluation Recognition

Efficiency

Reliance

Part 3 Program Planning

Note: international 
standards will be 
adopted

Single Review
(trust-based approval)



1. CERP STG Establishment

Part 4 Work Progress
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Numbers

Regulators Industry representatives

currently, CERP has a total of 50 members. Among them, 15 are from regulatory authorities and 35 are 
from the industry. These members come from China, Japan, the United States, the United Arab 
Emirates, Egypt, Malaysia, Singapore, and South Korea.
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IVD medical device subgroup

Non-active medical device subgroup

Active medical device subgroup

CERP
Subgroups

1. CERP STG Establishment

Part 4 Work Progress



2.Online meeting

Hold six online meetings

Part 4 Work Progress



3.Personnel training

Part 4 Work Progress

There is always a personnel training session at every CERP meeting.The topic revolves around registration 

requirements, evaluation requirements, quality management systems, and regulatory regulations in various 

countries and regions.

April CERP meeting:
1.CERP-STG Introduction.
2.China Regulations Introduction

May CERP meeting:
1.UAE Regulations Introduction.
2.Classification Catalogue introduction.

June CERP meeting:
1.Regulatory reliance in MedTech-The Singapore HSA/Thailand FDA Case Sharing.

2.Introduction to the System of Guidelines for Medical Devices Registration in china.



Part 4 Work Progress

3.Personnel training

July CERP meeting:

1.Introduction of Japan’s regulations.

2.Introductioon to quality management system.

October CERP meeting:

1.Introduction to medical device regulations in Indonesia.

2.Introduction to the IMDRF Washington Meeting.

November CERP meeting:

1. Reliance in MEA region - challenges and opportunities.

2.Malaysia Regulatory Overview-Initial Registration. 



In September, a combination of online and 
offline meeting was held.CERP has invited 
many experts in the industry to give 
speeches.Besides, CERP also discussed 
products, evaluation instruction documents 
and the next work plans.

Part 4 Work Progress

4.Activities



1.CERP updates

2.Accelerating Patients’ Access Through Reliance

3.Regulatory Reliance Practice: Development Path from a Global Health Perspective

4.Introduction of Reliability to Pre-market Review

5.Requirements for Review of Active Medical Devices in China

6.Requirements for Review of Passive Medical Devices in China

7.Clinical Evaluation for Medical Device

8.Regulatory Reliance

9.Elements for Success of Regulatory Reliance

10.Sharing industry experience Australia Reliance pathways

11.Discussed on evaluation instruction document-abutment

September CERP meeting sharing

Part 4 Work Progress

4.Activities



5.Product examples and evaluation instructions

Ultrasound Surgical

Equipment
AbutmentMetal Bone PlateInfusion Set High Frequency

Surgical Equipment

Part 4 Work Progress

Evaluation instruction document of abutment is collecting comments and feedback.
Others are about to form draft.



◆ Product：Infusion sets for single use with graduated 

flow regulator

◆ Description：Consisting of an infusion set and a flow regulator

◆ Indication for Use：Suitable for intravenous infusion of medication. The product flow 
remains stable and can be set according to the scale

◆ Applicable standard ：ISO 8536-13:2016, Infusion equipment for medical use-Part 13: 
Graduated flow regulators for single use with fluid contact)

◆ Product：Metal locking bone plate
◆ Description：Manufactured by stainless steel, pure titanium and titanium alloy materials, etc. 

And it is made by  machining, heat treatment and surface treatment processes, such as 
passivation, electrolytic polishing, anodizing, etc.

◆ Indication for Use：It is suitable for internal fixation of limbs fracture.
◆ Applicable standard ：ISO 5832-1, ISO 5832-2, ISO 5832-3, ISO 5832-11, ISO 5836, ASTM F 382, 

ISO 9269, ISO 9585, etc. 

◆ Product：Abutment

◆ Description：The abutment is a cylindrical or other shaped solid with or without an angle and a hole or
thread. Generally adopt titanium, titanium alloy, zirconia, alloy and other materials. Mounted on a
dental implant that anchored to the bone.

◆ Indication for Use：The abutment is installed on an implant platform anchored to the bone and
extends into the oral cavity for connecting, supporting, and/or securing the restoration or upper
structure of the implant.

◆ Applicable standard ：ISO 14801、ISO22674



◆ Product：Ultrasound Surgical Equipment

◆ Description：Generator, Foot switch, Transducer(Handle), Ultrasound accessories, etc.

◆ Intended use: Soft tissue excision and hemostasis during surgical procedures within medical facilities, closure up to 7mm 
vessels. 

◆ Applicable standard:IEC 60601-1, IEC 60601-1-2,IEC 61847 (for reference),YY/T  1750-2020 (Chinese industry standard)

◆ Product：High Frequency Surgical Equipment

◆ Description：Generator, Foot switch, associated equipment, accessories, etc.

◆ Intended use: Cut and Coagulation for soft tissue of human during surgical procedures within medical facilities. 

◆ Applicable standard ：IEC 60601-1,IEC 60601-1-2,IEC 60601-2-2



6.Evaluation instruction template

Item 
Number

Title
Descripti

on

Regional 
Requiremen

t

General regional 

...... ...... ....... ......

...... ...... ...... ......

Part 4 Work Progress

Template Sample

Refer to WHO 
documents



1.The organizational structure of CERP includes Chair, Co-chair, Advisors,Secretary, and  

Members

2.Applying to join CERP requires submitting an application to the GHWP Secretariat and 

obtaining approval from GHWP TC; Members applying for other positions also need to be 

approved by TC

3.CERP holds group meeting and arranges personnel training session during each group 

meeting

4.CERP sets up three subgroups to carry out work: active medical device subgroup, non-

active medical device subgroup, and IVD medical device subgroup

5.The evaluation instruction(s) and work plan(s) drafted by CERP must be submitted to 

GHWP TC with the approval of 2/3 or more members within the group.

Part 4 Work Progress

7.Internal operating mechanisms



Part 4 Work Progress

1. Countries,such as Japan,South Korea,Malaysia,Saudi 
Arabia,Indonesia,etc.

2.Organizations,such as APACMed,WHO,etc.

8. cooperation and communication 



Part 4 Work Progress

8. Joint Evaluation 

Basic Process

First stage: Manufacturers submit registration applications to local regulatory authorities, 
and reviewers conduct evaluation according to regulatory requirements. 

Second stage: Regulatory authorities share evaluation requirements. (the extent of 
sharing depends on the regulatory authorities). 

Third stage: Regulatory authorities jointly discuss product risk and risk control measures. 
Fourth stage: Regulatory authorities share evaluation report information.(the extent of 
sharing depends on the regulatory authorities). 

Fifth stage: Regulatory authorities independently issue evaluation conclusions. 



Improve the work framework and joint

evaluation procedures

Next Steps
Increase the intensity of compiling

evaluation instruction documents.

Promote joint evaluation.Cooperate with

more regulatory authorities and carry out

pilot work.

01

02

03

Part 5 Next steps of work



Thank all

Zhang Shiqing
Acting Chair of CERP STG

Tel:86-10-86452951
E-mail:zhangsq@cmde.org.cn
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