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In the beginning...

Founded — working towards greater
harmonization of medical device regulations
in Asia

AHWP meeting held in conjunction with
GHTF conference

Drafted AHWP Terms and Reference

Formally elected Founding Chair

Established AHWP Terms and Reference
Official representative (Regulator—Industry)
Established Technical Committee




The Work of Two Decades

* 20/6 AHWP Vision & Mission to be endorsed




AHWP Annual Meetings Footprint
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From Strategy to Implementation
- Next 5 years...

—~
@ AHWP Membership Expansion

@ AHWP Global Partnership
AHWP
Strategic

Framework @ Training & Capacity Building

k4) Harmonization in Key Areas



Expansion of AHWP Member Economies

Middle East :5
Africa 12
South America: 1
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Abu Dhabi Brunei Cambodia Chile
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China  Chinese Taipei Hong Kong India

Indonesia Korea Laos Tanzania Kazakhstan
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Malaysia Myanmar  Philippines Jordan Saudi Arabia  Singapore  South Africa  Thailand

Vietnam Yemen Pakistan State of Kuwait Mongolia

» 26 member economies as of September 2016

* 4 new member applications from Africa and Middle-East A.P

 Asia, Middle East, South America. Middle-East .



AHWP Global Collaboration

APAC VI :

Organizations
ions of Industry




Capacity Building and Training

ot g Phase Il

e | * Build Curricula
T  Develop Competency
Assessment Tools

AHWP Meeting

2-3 Nov
Thailand
NTATION e PLAN & TIMELINIE
In-country Training
e 28 —29 July, Indonesia
2015 e 25 -126 August,Vietnam

Training Workshop
Annual Meeting NEXT PHASE
21 — 25 Nov, Philippines 9



+ International Collaboration
 Platform for information exchap
 Stakeholder Engagement & D,
 Capacity building

« Share of best practice

Harmonization

Timely access to Safe and ..
Quality products

Continue

<

One Application - multiple approval
eg. CE Mark,

Reliance

Mutual recognition
Eg. EU-TGA



Appendix



The Work of Two Decades

* 2044 Published AHWP Playbook
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PLAYBOOK

FOR IMPLEMENTATION OF
MEDICAL DEVICE REGULATORY
FRAMEWORKS

Asian Harmonization Working Party
WORKING TOWARDS MEDICAL DEVICE HARMONIZATION IN ASIA
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The Work of Two Decades

* 2045 Published 32 Guidance Document
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The Work of Two Decades

* 20/6

Guidance on Medical Device Quality Management System-Requirements for Distributors

Work Group 7 AHWP/WG7/P001: 2016

i

Asian Harmonization Workm rty

WORKING TOWARDS MEDICAL DEVICE HARMONIZA lou lu ASIA

PROPOSED DOCUMENT

Quality Management System-Medical Devices
Requirements for Distributors. Importers and
Authorized Representative

Title:

Work Group 7. Quality Management System:
Operation & Implementation

Authoring Group:

Date: November, 2016

Aidahwaty M. Olaybal

Chair, Work Group 7

Copyright© 2016 by the Asian Har Working Party
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The Work of Two Decades

s 20/6 AHWP Mission & Vision to be endorsed

MISSIONGWISION




