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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 Framework

Towards 2026
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4 New Members to GHWP

e Botswana
e Ghana

e Macao SAR, China
* Uzbekistan ‘I»

38

Member
Countries /
Regions
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Unique Strength of GHWP
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Medical Device Regulatory International

Organization with Strong Partnership from planning, decision-making process,
between Regulatory Authorities & towards implementation
Industries
_
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Unique Strength of GHWP

%@

Regulatory Authority & Industry
enjoy on Key Industry serves as Vice-

Issues in GHWP chairs/Co-chairs in GHWP Leadership,
TC Leadership & WG/STG
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Simple
majority
or Voting

by GHWP
Members

Decision-Making in
GHWP

—

C -—,
28th GHWP and TC Annual Meeting, 9- 12 Dec 2024 & : G'oha' Hapmonization W(]pking Papty

Kuala Lumpur Convention Centre, Malaysia - X X X X
cGHwp Towards Medical Device Harfonization




INn 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 28™ Annual
Meeting

* Details in PROPOSED FINAL
document will be further refined in Q1
2025, followed by public consultation
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e-Voting
Enhancement To accelerate decision-making by

enabling e-Voting as an alternative to

iINn GHWP for onsite voting

better communications

and effective decision- Revamp of GHWP Website

making To enhance communications and

user experience
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Website - Highlights
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Convergence * Harmonization * Reliance

Homepage Landing effect with Core Values



Website - Highlights
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Our Work Leaderships Members What's New Events Guidance Documents Resources About

Vision, Mission and Goal > Level 3 item 7
Level 3 ftem 2
Strategic Framework > y
Lavel 3 Item 3
Work Plan ?

House Rules

Terms of Reference

Easy Navigation with Drop-down Menu



Website - Highlights
Guidance Documents

Explore by Document Status

Draft Full Adoption Abolished
of Guidance
Documents by

Other

Proposed Proposed Final
(Call for

Comments)

Organization

57

11

f‘\
Enhanced Organisation of Guidance Documents \é Global Harmonization Working Party
GHwp Towards Medical Device Harmonization



—

Website - Highlig hts k& Globhal Harmonization Working Party

S—

gHwp Towards Medical Device Harmonization

Guidance Documents

14 \ 14 \
‘ Filter by Status v ’ { Search for guidance documents... ‘ O Reset

Filter by Status:

Sort by: Newest v
(] InProgress (55) "
] NWIP (25) |
L] Draft (11)
[ Proposed (Call for Comments) (4) 5 - Clinical Performance Studies for In Vitro Diagnostic Medical Devices
L Proposed Final (15)

Final (128)

- Full Adoption of Guidance Documents by Other
Organization (57)

[] Abolished (42)

B Publish Date: 11 Jun 2024 | Call For Comments |

Quality Management System-Medical Devices Requirements for Distributors, Importers and Authorized
Representatives

Comment Period: 14 Jun 2024 - 18 Jul 2024

Powerful Search Feature with Intuitive Categorisation for Guidance Documents
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PR —

Clinical Evidence for IVD Medical Devices - Clinical

Performance Studies for In Vitro Diagnostic Medical
Device Life Cycle

£ Pusan Dus w1 2004 @) Corwwent Pormt

NwiP v
= Call for Comment on This Proposed Document

Vil nciom it Popriiy - Ve Laves ) @ wiLs, M 1 Bl v 40 N
\ 1 204 Lgpheies @ 1V o et we setis e Manes s W T e L L T BN [ G )
Bometwiet [remeto et Gurms wiof by 11 Ad 1004 Pty

Y- L
; Oralt Decurmm t: Clinkcal Evidence for WD
Madical Devices - Clrical Performancs Stud oy
for in Vitro Ddagnastic Med kkal Devices
7 * Abstract &,
Proposed [Call for Comments) v
* General Information ]
o Proposed Final v
une
vt ne Tuw
Nadme
Wartme o Pages ' Q Final w
Aaravy tives
Q Abolished %

———— e e — St b L \

Highlight of “Callfor Comment” documents & Documents Life Cycle
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Leaderships

About GHWP Leadership

GHWP Chair TC Chair

(Regulatory Authority)

GHWP Vice-Chair
(Industry)

GHWP Vice-Chair
(Regulatory Authority)

Dr. Mohammed Majrashi
Ms. EunHee Cho Executive Director

ractor for Mecical [ Aol Ministry of RA Director, Abbott Medical Korea, Korea Surveillance and Biometric
a

Ms. Eka Purnamasari

Haalth

Saudi Food & Drug Authority (SFDA)
Kingdom of Saudi Arabia

TC Co-chair TC Co-chair
(Regulatory Authority) (Industry)

GHWP Leaderships
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Website - Highlights

GHWP
Core Value

“‘l 4 Expiore More 5
Drivihg Forward
Global'Medical Devicel
Harmonization

Explore More o

<

Convergence

Sponsonng Companies

iy GMDN: @ O

Explore GHWP
Documents on Medical
Device Regulatory

Find All Resources &)

Reliance

Guidance
Documents

White Papers

Harmonization

1o achews ntarsanonal

Reference
Documents

Minutes and

Reports
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Responsive design for Mobiles and Tablets

We Work Together

Globally to

More About Us g

Join GHWP

Membership and
Collaborate for a
Better Future

Explora Types of Mombershps

Harmonize Medical
Device Regulations
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sponsoring Companies. A1) GMDN: @ O

® Resources

Explore GHWP Documents on Medical
Device Regulatory

Find All Resources ()

Guidance
Documents

White Papers

Reference
Documents

Minutes and
Reports




Website - Highlights
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What are you looking for?

Search Histary

Events
Guidance Documant
Leaderships

Site Search feature for Documents
and News & Events

|

/"\

k@ Glohal Harmonization Working Party

—

)

gHwp Towards Medical Device Harmonization

Search Result

Medical Devices

Total 57 Search Results

Home > Gudance Documents >

Adoption of "The Quality Management System - Medical Devices - Guidance on the Control of
Products and Services Obtained from Suppliers"

Lorem ipsum dolor sit amet, consectetur adipiscing efit. Nunc vulputate admission libero et velit interdu Medical Devices aliquet odio mattis. Class aptent taciti
sociosqu ad litora torquent per conubia nossum amet, consectatur adipiscing elit. Nunc vulputate liera et velit interdum, ac aliquet odio mattis...

Homa » Gudanca Documants »

Call for Comments on the Proposed Document 'Change Management to Registered Medical Devices'

Lorem ipsum dolor sit amet, consectetur adipiscing elit. Nunc vulputate admission fibero Medical Devices et velit interdum, ac aliquet odio mattis, Class aptent
taciti sociosqu ad litora torquent per conubia nostra, per inceptos hit, consectetur adipiscing elit Nunc vulputatec aliguet odio mattis...

Home > Guidance Documents »

Clinical Evidence for IVD Medical Devices - Clinical Performance Studies for In Vitro Diagnostic
Medical Devices

Lorem Ipsum dolor sit amet, consactetur adipiscing efit. Nunc vulputate admission lihera et velit Interdu aliquet odio mattis. Class aptent tacitl soclosqu ad litora
tarquent per conubla nossum amet, calng ellt. Nunc vilputate libero et velit inte Medlcal Devices rdum, ac ibero t velit inter aliquet odio mattis... by
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Explore Featured Events The First GHWP Innovative Medical Device
Symposium (With Final Agenda)

19 Apr 2024 | Symposium

26 May 2024 | Events

Registration Is Open for the Capacity

Building for Medical Device Industries Event @ Schedule ) Application Deadline @ Location
27 May 2024 -1 Jun 2024 20 May 2024 South China University of Technology, Panyu District,
%:30am - 6:30pm Guangzhou, the People's Republic of China

Explore More )

® Fee 2. Organizer A Target
~ RMB 20,000 /USD 2,800 Per Person GHWP (Guangzhou} Academy Medical Device Researchers, Regulators, Producers
(Banking Service Fees Are Not Included) Guangdong Institute of Advanced Biomaterials and Invited GHWP Members
‘ Medical Devices Invited Council Members of GHWP Academy

Overview

In order to further enhance the regulatory capacity of the Global Harmonization Working Party (GHWP)
member countries and regions, and to help inncvative medical device products benefit people around the
worid, GHWP will hold the first GHWP {Guangzhou) Academy Training from May 27th to May 31st, 2024
The training theme is “Collaborative Empowerment—Innovative Medical Devices Embrace the World".

Upcoming Events

Fliter by Categories v earch for event

The training combines face-to-face courses, panel discussions, on-site Q&A, case sharing, practical
training, and interactive communication. The May 27 morning training agenda will be streamed live online.

Events pages with Search function

Visit Website  0)

® O Mistarm tin Saad Ajadtey, Chisf Executive Officer

Event Detail page with Clear Information Layout for Actions
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www.ghwp.info

www.ghwp.org

(New GHWP website under new domain name will be launched in Q1 2025)
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Welcome to GHWP E-Voting

[ Voting for the Act: Lorem ipsum dolor sita ]

Enter Your One-Time Password

= About the Act: Voter Name: Chan Tai Man \’.‘.oun\nn'i‘ugi:ﬂ. Hongl(ong,:.‘hina ) ) )
e Lorem ipsum dolor sita Donec et dictumst dignissim velit
GetOne-Time Password Lorem Ipsum dolor sit amet consectetur. Egestas proin tem por quam morbi sapien?

nibh vitae neque viverra, Habltasse tristique hendrerit
risus nulla, Donec et dictust iquems.

View Document )

oy

]
© || ©

Affirmative Vote Dissenting Vote Abstention

Welcome to GHWP E-Voting

[ Voting for the Act: Lorem ipsum dolor sita ]

Submit My Vote

Enter Your One-Time Password

123456J

F'm not a rebot

—

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



Exhibition Booth with

GHWP Thematic introductions of definitions and
Exhibition During various regulatory pathways
89 CMEF in of innovative medical devices in
Shanghai the GHWP member countries

(11-14 April 2024) and regions
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he First GHWP Innovative Medical Device Symposmm |
on 12 April 2024 during the 89th China International
‘Medical Equipment Fair CMEF

200+

experts from
regulatory

/L CMEF b Gl Hormomzamn Werking Parly authOﬂtles & °
industries  Speakers from China
The First GHWP Innovative Medical De Malaysia, Japan
E@GHWPE?"‘%&M#‘L’@J i and Korea
8 & & s {9 B i f
of 4 A ) \ 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 15 Training in June 2024

S BT S 1 R 25 B GHWP (1~ ) 2 B & B Theme: Innovative Medical Devices

Innovative Medical Devices Embrace the World: The 1st GHWP (Guangzhou) Academy Training E m b race th e WO rld

300+ medical device regulators & industry

[! 1 2 member countries and regions
il

/ :‘;, R b f;?’?”i
Y i * ¥ O 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 k &:"
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

Theme: Innovative Medical Devices
330+ medical device regulators & industry

Promotes Global Public Health
D main training topics
3 days training on 24-26 Nov 2024

smpeen @421s29 @rEunTEgnene

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



GHWP Capacity Building Journey

* |nauguration of GHWP

. Trainings
. Webinagrs (Guangzhou) Academy
’ Competency  |[wwe @ . Seminars v Z (;c(l;ammft complteted (total
a0 EEE Framework for . Webinar curriculum participants)
Medical xf@‘n : « TC WG - CB training
hnol Ay whitepaper ,
T w Technology 2 3% “, partnership
B O OK TR opEALTH Regulators g « ¥t v 10 TC WG trainings (Total
T o | T X ‘}(/:' '« 300+ participants focus on

GHWRP current guidelines
v Training event recording

and/or presentation to be
posted on GHWP website

White Paper Webinar

AR/
1 I
F DA w

o and Drug Adminisration L Thailand in-country
@ oot regulator training
duinmunm:nssumsmmsna;m — 35 participants

Food and Drug Administration

dhinowAnEnssuNso IS
Food and Drug Administration

Health & Family Welfare
o Bosith b Panly Weiee el

2020-2023

2018-2019 =
kE—" Global Harmonization Working Party

gHwp Towards Medical Device Harmonization

2014-2017
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GHWP Capacity Training Focus in 2025

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

|ldentifying opportunities for new GHWP Academy establishment

Delivering In-country training in Africa & Middle East

Keeping the momentum of online training

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



Technical Guidance Documents in GHWP

56 Technical Guidance Documents endorsed in GHWP

1 O new Technical Guidance Documents to be endorsed in this annual meeting

/ 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 P

GHWP



Technical Committee Training in 2024

1 O TC training delivered (
“
* 300+ participants k Q:'

* 9 online plus 1 onsite
* Training focus on GHWP Guida GHWP
* Recorded training materials to

Comparison study of ISO 13485 vs. QMS requirements

Adverse Event Terminology (AET)
in GHWP member countries or regions

system across different jurisdictions

Best Practices in Audit Life Cycle
GHWP UDI Rule riskBased Approach to QMS Management

aspects:1S013485:2016 UDI in Japan

Qualification of Medical device Software

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



Global Partnership

Coalltxon for
Regulatory Convergence

The voice of MedTech

&))oEco 9 IMDRF New Liaison Member :

—“\5 mecomed

(

\y"’@ World Health
(&8 Organization

LL

C
ﬁ
&5 g Pan IA*r‘nerican k{
gsgatnization N Global Harmonization Working Party
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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

—
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* Safeguard Public Health

f“\
k& Global Harmonization Working Party

GHwWP Towards Medical Device Harmonization

* Enable Innovative MedTech Accessibility

* Better Healthcare for Patients & Community



Thank you
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