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GHWP Strategic Framework | Capacity Building
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- -Addendum GHwWP @ Suggested pre-requisites -

2026

[Core Topic Group SubjectTopic
Course & Reguisiory The Cantormity Assessment Concepts and Princgies
Principées
Suggested pre-requisites

The GHIWP gloal reguiatoey Model
Estalishment and implementabon of a Qualty Managemen! System

Key leaming objeciives

+ Undsrstanding of he linkage between classificalion and slowable Contormaly Assessment

assessment process
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Practical Exercises
By examgies Hrough iraining documents

Reference material

GHTF/SGUNTE2012 - Princioles of conformity SS58SSment or mecicsl devices

GHTFISG N5 2003- Principles of Canformity Assessment for in Vira Disgrosti (1
Devices

Assessment Duration
Mulliple chaice questicanaire 0.5 hours

@ Assessment

.+ Collect
Feedback

Training Training o Boma & i Enhance

Curriculum Curficulu L o e o Shvn Sodenon et e

:_0" ::"efilcal m20 (3 Learning Elements e, ¢ Keep it
oeanoiogy Courses & Sub-elements e -

Regulatory ) +The Drclaration of Confommity C u rre nt

@ Practical Exercises

— @ Reference material

Difference between Pharmaceuticals, General
MDs and IVDs

Combination & Borderline Products

Risk Classification

Essential Principles of Safety and Performance
Device Nomenclature

Device Labelling & Unique Device Identifier

Course 8
Conformity Assessment Concepts and
Principles
Post-marketing Surveillance System
Supply Chain Integrity
Local Standards

International Standards
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Capacity Building | Training Footprint
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4000+ attendees -
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Standardize the training .
material review and approval
process (SOP)

 Create templates for

presentation slides,
training agenda, etc

the trainer and reviewer
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&éﬁmntries/Regions

Build the trainer panel list,
qualification and criterial for

China *

India
Indonesia
Malaysia
Oman
Philippines
Saudi Arabia
Thailand
Viethnam

2023-2025

*

Future plan:
Africa region
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Medical Equipment Fair G HWP

GHWP Innovative Medical Device Symposium

The 1st GHWP The 2nd GHWP

Inngvative Medical Innovative Medical > 200 Participants
Device Symposium Device Symposium

April 2024 April 2025

Panel Discussion

Panelists: Zhu Jingya, Mariammah Krsihnasamy, Hideki Asa 55 — E G H W P ﬁ“ ﬁ E r %E m ﬁ & i‘f‘. : 2
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Capacity Building | Training Academy

* Core capacity-building initiatives with the aim of accelerating the convergence,
harmonization, and reliance of global medical device regulation.

* Established the First GHWP Training Academy in China in partnership with South
China University of Technology

* Successfully held 4 sessions in 2024 -2025

 Continue to expand academy in member countries/regions.
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