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GHWP was established in 1996/1997, with the 

vision to achieve international harmonization 

of medical device regulatory framework 

among regulatory authorities, convergence of 

regulatory requirements, via open and trust-

based efforts between regulatory authorities 

and the industry across the globe



GHWP 
Strategic 

Objectives

Membership Regulatory 
Convergence

Regulatory 
Science

Regulatory 
Reliance 

Capacity 
Building

Global 
Partnership 

GHWP Strategic Framework 
Towards 2026



4 New Members to GHWP

• Botswana
• Ghana
• Macao SAR, China
• Uzbekistan

38 
Member 

Countries / 
Regions

34 
Member 

Countries / 
Regions



Unique Strength of GHWP
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Medical Device Regulatory International 

Organization with Strong Partnership 

between Regulatory Authorities & 

Industries

Active Involvement of the Industries 

from planning, decision-making process, 

towards implementation
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Regulatory Authority & Industry 
enjoy Equal Voting Rights on Key 

Issues in GHWP 

Chairs in GHWP are always 
Regulators Industry serves as Vice-

chairs/Co-chairs in GHWP Leadership, 
TC Leadership & WG/STG

Unique Strength of GHWP



Decision-Making in 
GHWP
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Simple 
majority 
or Voting 
by GHWP 
Members



Structural reform 
in GHWP for Better 

Engagement

Management Committee
• To enlarge the participation of Member 

Country/Region in Leadership-level 
planning and implementation

• Only for in-principle approval for the 
formation of MC in 28th Annual 
Meeting

• Details in PROPOSED FINAL 
document will be further refined in Q1 
2025, followed by public consultation



Enhancement 
in GHWP for 

better communications 
and effective decision-

making

e-Voting

To accelerate decision-making by 
enabling e-Voting as an alternative to 
onsite voting

Revamp of GHWP Website

To enhance communications and 
user experience



Website - Highlights

Homepage Landing effect with Core Values



Website - Highlights

Home page



Website - Highlights

Easy Navigation with Drop-down Menu



Website - Highlights

Enhanced Organisation of Guidance Documents



Website - Highlights

Powerful Search Feature with Intuitive Categorisation for Guidance Documents



Website - Highlights

Highlight of “Call for Comment” documents & Documents Life Cycle



Website - Highlights

GHWP Leaderships

Dr. Mohammed Majrashi
Executive Director

Surveillance and Biometric
Saudi Food & Drug Authority (SFDA)

Kingdom of Saudi Arabia



Website - Highlights

Media Handling - Video and Photo



Website - Highlights

Responsive design for Mobiles and Tablets



Website - Highlights

Site Search feature for Documents 
and News & Events



Website - Highlights

Events pages with Search function

Event Detail page with Clear Information Layout for Actions 



Website - Highlights

www.ghwp.info

www.ghwp.org
(New GHWP website under new domain name will be launched in Q1 2025)



E-Voting System

Highly Secured e-Voting system with Immutable and Anonymous Built-in Features



GHWP Thematic 
Exhibition During 
89th CMEF in 
Shanghai 
(11-14 April 2024)

Exhibition Booth with 
introductions of definitions and 

various regulatory pathways 
of innovative medical devices in 

the GHWP member countries 
and regions



The First GHWP Innovative Medical Device Symposium 
on 12 April 2024 during the 89th China International 
Medical Equipment Fair (CMEF)

200+ 
experts from 
regulatory 
authorities & 
industries Speakers from China 

Malaysia, Japan 
and Korea

innovative medical device 

regulatory policy, MedTech 
Assessment Routes for Novel, 

Innovative Medical Devices, and 
regulatory reliance and industry 
globalization and industry achievements



Inauguration of the GHWP (Guangzhou) Academy 
and 1st Training in June 2024

Theme: Innovative Medical Devices 
Embrace the World

300+ medical device regulators & industry 

12 member countries and regions

5 international org

5 days training on 27-31 Jun 2024

Topics: 
1. GHWP Promotes Global Medical Device Regulatory Convergence, Harmonization and Reliance
2. Innovative Trends Shaping the Future of Medical Device Industry
3. A series of Training on the Premarket Regulatory Framework of Medical Device
4. Onsite Training at Innovative Medical Device Enterprises in Guangdong
5. Case sharing: Going Global with Innovative Medical Device



2nd Training of GHWP (Guangzhou) Academy in 
November 2024
330+ medical device regulators & industry 

5 main training topics
3 days training on 24-26 Nov 2024

Topics: 
1. GHWP Promotion of Global Medical Device Regulatory Convergence and harmonization
2. Regulatory Requirements and Common Issues for Active Medical Devices 
3. Innovation and Regulatory Development in Medical Device  
4. Innovation and Regulatory Development in Medical Imaging and Therapeutic Equipment                
5. Innovation and Regulatory Development in Artificial Intelligence and Digital Health

Theme: Innovative Medical Devices 
Promotes Global Public Health



GHWP Capacity Building Journey

2014-2017
2018-2019

2020-2023
2024

Thailand in-country    
regulator training        
– 35   participants

Competency 
Framework for 
Medical 
Technology 
Regulators

White Paper Webinar

• Trainings
• Webinars 
• Seminars
• Webinar curriculum 

whitepaper

• Inauguration of GHWP 
(Guangzhou) Academy

✓ 2 training completed (total  
600+ participants)

• TC WG – CB training 
partnership

✓ 10 TC WG trainings (Total 
300+ participants focus on 
GHWP current guidelines

✓ Training event recording 
and/or presentation to be 
posted on GHWP website

27



GHWP Capacity Training Focus in 2025

28th GHWP Annual Meeting and 28th GHWP TC Meeting, 9th - 12th Dec 2024
Kuala Lumpur, Malaysia

Enhancing Training Curriculum

Leveraging GHWP (GZ) Academy to address training needs in Asia

Identifying opportunities for new GHWP Academy establishment 

Delivering In-country training in Africa & Middle East

Keeping the momentum of online training



Technical Guidance Documents in GHWP

56 Technical Guidance Documents endorsed in GHWP

10 new Technical Guidance Documents to be endorsed in this annual meeting

7 Guidance Documents were selected for the survey
Questionnaires on GHWP Guidance Documents’ adoption
4 Member Countries/Regions replies: China, Cuba, Hong Kong SAR, Thailand 
and On-going 



Technical Committee Training in 2024

10 TC training delivered 

• 300+ participants
• 9 online plus 1 onsite
• Training focus on GHWP Guidance Documents
• Recorded training materials to be available on GHWP web

UDI in Japan
GHWP UDI Rule Risk Based Approach to QMS 

aspects:ISO13485:2016

e-IFU and 

e-labelling

Systematic review and meta-analysis on 

the performance reports

Best Practices in Audit Life Cycle 
Management

Qualification of Medical device Software

Adverse Event Terminology (AET) 
system across different jurisdictions

Medical Gas System (MGS) – Essential Principles of Safety and 
Performance (EPSP) – Standards for Demonstrating Compliance

Comparison study of ISO 13485 vs. QMS requirements 

in GHWP member countries or regions



Global Partnership

New Liaison Member :

AMDF  



GHWP and IMDRF

• Online meetings between GHWP Chair with IMDRF Chair 

• Regular communications between Secretariats

• GHWP participated in AI/ML, QMS WGs of IMDRF

• GHWP Leaderships attended IMDRF MC Meetings 

• Presentation by GHWP in Stakeholder Session of IMDRF

• MOC in preparation 



GHWP TC Leaders 
Meeting in June 2025

• First GHWP meeting in Africa
• Host by Egypt EDA



• Safeguard Public Health

• Enable Innovative MedTech Accessibility

• Better Healthcare for Patients & Community



Thank you
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