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GHWP was established in 1996/1997, uh 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

GHWP
Strategic

Objectives

Membership

iy

Regulatory
Reliance

il

Regulatory
Convergence

Capacity
Building

Regulatory
Science

Ig:’\\

Global
Partnership



4 New Members to GHWP

ABotswana
AGhana

AMacao SAR, China 3 8
AUzbekistan ‘I» Merber

Countries /
Regions

r

k\__—: Global Harmonization Working Party

cgHwp Towards Medical Device Harmonization



Unigue 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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Unigue 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

DecisionMaking in
GHWP
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28 GHWP andTC Annual Meeting, 9T 12 Dec 2024 & : G'oha' Harmonization W(]pking Papty

Kuala Lumpur Convention Centre, Malaysia - : : S
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Management Committee

ATo enlarge the participation of Member
Country/Region in Leadershipglevel
planning and implementation

AOnly for in-principle approval for the

. formation of MC in 28 Annual
IN GHWHRor Better Veeting
Engagement ADetails in PROPOSED FINAL

document will be further refined in Q1
2025, followed by public consultation
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Enhancement
IN GHWHor

better communications
and effective decision
making

e-Voting

To accelerate decisionmaking by
enabling eVoting as an alternative to
onsite voting

Revamp of GHWP Website

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
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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 Dropdown 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
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Enhanced Organisation of Guidance Documents —— Global Harmonization Working Party
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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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Clinical Evidence for IVD Medical Devices - Clinical
Performance Studies for In Vitro Diagnostic Medical
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Leaderships

About GHWP Leadership

GHWP Chair TC Chair

(Regulatory Authority)

GHWP Vice-Chair
(Industry)

GHWP Vice-Chair
(Regulatory Authority)

D

r. Moham J
Executive Director
rector for Medical [ Aok, Ministry of RA Director, Abbott Medical Korea, Korea SUrVel"anCe and Biornetric

Ms. Eka Purnamasari Ms. EunHee Cho

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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GHWP
Core Value
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Responsive design for Mobiles and Tablets

We Work Together
Globally to
Harmonize Medi
Device Regulations

More About Us g

Join GHWP

Membership and
Collaborate for a
Better Future

Explore Types of Mamberships )
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® Resources

Explore GHWP Documents on Medical
Device Regulatory

Find All Resources ()

Guidance
Documents

White Papers

Reference
Documents

Minutes and
Reports
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What are you looking for?
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Site Search feature for Documents
and News & Events



