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24th AHWP Annual Meeting / 24th TC Meeting
November 11th – 14th, 2019, Sultanate of Oman, Muscat
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AHWP Membership

AHWP Member Countries / Regions: 31 (25 Years) 

Brunei Darussalam

Cambodia

Chile

Chinese Taipei

Hong Kong SAR, China

India

Indonesia

Jordan

Kazakhstan

Kingdom of Bahrain

Kingdom of Saudi Arabia

Kyrgyz Republic

Republic of Korea

Laos

Malaysia

Mongolia

Myanmar

Pakistan

People's Republic of China

Philippines

Republic of Kenya

Singapore

South Africa

State of Kuwait

Sultanate of Oman

Tanzania

Thailand

United Arab Emirates

Vietnam

Yemen

Zimbabwe

Asia, Middle East, Africa, S. America



AHWP/GHWP Organization Structure
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AHWP
Chair (Regulatory Authority)
Vice-Chair (Regulatory Authority)
Vice-Chair (Industry)

Technical Committee (TC)
TC Chair (Regulatory Authority)
TC Co-Chair (Regulatory Authority)
TC Co-Chair (Industry)

Working Groups (WGs)
Work Group 1 (WG1) -Pre-market: General MD
Work Group 2 (WG2) -Pre-market: IVDD
Work Group 3 (WG3) -Pre-market: Software as a Medical Device
Work Group 4 (WG4) -Post-market
Work Group 5 (WG5) -Clinical Evidence for Performance and Safety
Work Group 6 (WG6) -Quality Management System: Audit & Assessment
Work Group 7 (WG7) -Quality Management System: Operation & Implementation
Work Group 8 (WG8) -Standards
Work Group 9 (WG9) -UDI & Nomenclature

Secretariat Team

AHWP Administration 
Services Limited (ASL)

Advisory Panel to TC

Capacity Building



AHWP/GHWP Office Bearers (Term 2018-2020) 
[ Term of Office Bearers extended until next election in physical annual meeting, targeting 2022]

AHWP Main Committee

Chair Mr. Ali M. AL-DALAAN
Vice Executive President, Medical Device Sector, Saudi Food and Drug Authority, 
Kingdom of Saudi Arabia

Vice Chair (Regulatory Authority) Mr. GAO Guobiao
Party Secretary, Center for Medical Device Evaluation, National Medical Products Administration, 
People's Republic of China

Vice Chair (Industry) Ms. Quan TRAN
VP Regulatory & Government Affairs and Quality Assurance, Align Technology Asia Pacific
Lao PDR
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AHWP Technical Committee

Acting Chair
(until next election)

Ms. Salbiah YAAKOP
Acting Director, Policy, Codes and Standards Division,  Medical Device Authority, Ministry of Health
Malaysia

Co-Chair (Regulatory Authority) Dr. Jeong-Rim LEE
Director General, Medical Device Evaluation Department, Ministry of Food and Drug Safety (MFDS),
Republic of Korea

Co-Chair (Industry) Mr. Alfred KWEK
Director, Public Affairs, Edwards Lifesciences Asia Pte. Ltd.,
Lao PDR



Vision, Mission and Goal for AHWP
Vision

To achieve international harmonization and convergence of medical device regulations through collaborative 
efforts of regulators and the industry in Asia and beyond

Mission

To strategically accelerate medical device regulatory convergence through promoting an efficient and 
effective regulatory model for medical devices

Goal
• To study, develop and recommend approach for the convergence and harmonization of medical device 

regulations in Asia and beyond

• To work transnationally in collaboration with IMDRF, WHO and the related international organizations 

• To facilitate the exchange of knowledge and expertise amongst regulators and the industry for the 
establishment of harmonized requirements

• To promote capacity building in member economies and to foster strategic membership expansion
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Strong Collaborations with International Organizations
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IACRC – The Inter-American 
Coalition for Regulatory 
Convergence for the Medical 
Technology Sector (to be admitted)
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• Defer Annual 
Meeting 2020 due to 
COVID-19 pandemic



Capacity Building Events – 2020-2021

OMAN Virtual 
in –country 

Training

Webinar
Curriculum 

Whitepaper + 
online platform

Awareness 
Training on 

Remote Audit

Feb 
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Oct/
Nov 

2020

Nov 
2020

Feb 
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Mar 
2021
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Jun 
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UDI

Jul 
2021

Australia 
Regulation 

Update
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Building 

Workshop
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Sept 
2021

Process 
Validation



• AHWP/GHWP 25th Annual Meeting/25th TC meeting
2 days Online
30th Nov (Tue) and 1st Dec (Wed) 2021
1300 to 1700 KSA Time/ 1800 to 2000 Beijing/HK Time
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AHWP Rebranding into GHWP
- the Journey of Regulatory Harmonization
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Timeline for the Change of Name 
into GHWP

• More information also available at ahwp.info / ghwp.info
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http://www.ahwp.info/
http://www.ghwp.info/


Rationales for the Change

• Better reflect the vision and representation of the Working Party with 
members from Asia, Africa, Middle East and South America

• Open up membership to medical device regulatory authorities and 
industries worldwide

• Extend efforts in medical device regulatory harmonization from the original 
focus in Asia into a global prospective
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1996 2020

31 Members
58 Guidance documents
40+ training/workshops

5000+ participants globally
6 International liaison

1stDec’21

A voluntary group of 
regulator and industry 

members from Asia

AHWP transition to GHWP
The largest co-operative 
organization in the world

Global Harmonization 
Working Party

(GHWP) 

Rebrand to
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