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Expansion of AHWP Member Economies
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« 26 member economies as of September 2016
* 4 new member applications from Africa and Middle-East

@

2



AI- Global Partnership

APAC [\’I

| Organizations
tions of Industry




Collaboration with IMDRF

Ongoing Participation in IMDRF MC Meetings and Working Groups

Towards
Regulatory
2pS Convergence
o
Adverse E\:/?n-t\\ .. ____—*"MDSAP, etc.
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Al-eetings & Activities

= AHWP TC Leaders Meeting, April 2016, Korea

= |nternational Workshop on Regulatory Harmonization of Medical Devices,
Feb 2016, Korea

= The 2" |nternational Medical Device Communication Forum, June 2016, Korea

Coroperationwithiinternational ©rganizations

= Asia Pacific Health Care Summit, April 2016, Singapore

=  WHO Inter-Country Meeting on Designing & Implementing Regulatory Program
for Medical Device, April 2016, Saudi Arabia

=  OECD Meeting of International Organizations & Regulatory Policy Committee,
April 2016, France
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Co-operative Workwith OECD
Regulatory Policy Committee

= Draft: OECD Report of International Regulatory Co-operation

= Presentation: AHWP Experiences in Regulatory Harmonization

= Case Study: International Regulatory Co-operation in

Medical Device Field

ration with OECD
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ASIAN HARMONIZATION WORKING PARTY (AHWF)

Key features
Type of organisation
ans-governmental nerwork (hybeid network of

public and private organisations)

CharterConstinmion

Terms of Reference:

weww.ahwp infoindex phpg node/ 20

House Rules: www.ahwp infosindex.php?g-node 264

Menbership
Narure: Representatives from governments
(officers from regulatory authorities of
medical devices), industry reproseatatives
from medical device companies, experts on
medieal devices

- Number: 26 Members (a5 of Dec 2015}

Year of exsablichment: 1996
Locatian
- Headgquarters: Hong Kong (China)
Secretariat saff: 5 (2015) (OECD Survey 2015)

Toual budger: EUR 190,000 (2015) (OECD Survey
2015)

Type of activiey

Policy dialogue, dat  collection and  analysis,
information exchange. development  of  legal
instruments.

Sectars of aciivity

Medical device industry

Web-iink: wivw.ahwpinfo

Members

Brunei Darussalay

G, Gl Hong Ko (CHira), I Indoneia, Josa, Kazachan, Kores,

Kuwait, Lso People’s Democratic Republic, Malaysia, Mongolia, Myanmar, Pakistan, Peaples Republic of
China, Philippines, Saudi Arabia, Singapore, South Africa, Chinese Taipei, Tanzania, Thailand. United Arab

Emirates, Viet Nam, and Yemen,

Relationship with non-Members

= Annual presentation program of “Updated Regulations on Medical Devi

s of non-member econonies”

- Application for joining as member economy to be endorsed at annual meeting by current members

Observers

AHWP aims at spreading and promoting harmoni
parti

tion with obscrvers from different conni=ry of the world

g n the meetings. All A

avail
Trade Association), GS|
metings. AHWP's officia

S (Global Stndard),

10 join as

are open &
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Interactions with other international organisations active in the field (OFCD Surves 2015)

Approimaie num
o 10y votved

Mechanisins of interaction : Examplex

and other regions and 1o work in coondin

procedures and standards.

Mandate
The gual of the AHWP is t0 sty and recommend ways o harmonize medical device regul
ion with the Global H;
IMDRF), APEC and other reluted intemational ocganisations aiminy

s in the Asian
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Re.ory Harmonization

Lists of Working Documents for Regulatory Framework in 2016

_ Qualification of Combination Products and Technical

Requirements for Pre-market Submission

Good Review Practice

Approval of Medical Devices Manufactured using 3D Printers
Minor Change Reporting

Conformity Assessment for IVD

Medical Device Software - Qualification and Classification

Adverse Events Reporting Details for Specific Devices
Guidance Documents on Safety Alert Dissemination System

Medical Device Quality Management System - Requirements

for Distributors
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AHWP Capacity Building Project(1)

towards regulatory harmonization

CBP based on the AHWP Playbook

Legislative
Controls

Bring it together with
international
collaboration &
partnership

Manpower &
Resources

Implementation —
Phased in
Approach

ASIAN HARMONIZATION WORKING PARTY

PLAYBOOK

FOR IMPLEMENTATION OF
MEDICAL DEVICE REGULATORY
FRAMEWORKS

|

Post-Market
Considerations

Pre-Market
Essential
Principles

Clinical Studies &
Evaluation

® Provide guidance to AHWP member economies to develop
/ medical device regulatory framework
= Promote better understanding of international best practices

Reduce
the administrative costs
of re-inventing
the medical device
regulatory framework



AH

) 2015

Initial kick-off

AHWP Annual Meeting
Nov2-3

Thailand

15t In-country Training

July 28- 29
Indonesia

2" In-country Training
August 25 - 26
Vietham

AHWP Annual Meeting
Nov 21 —22
Philippines

ity Building

Project(2)

) 2017

* Build Curricula
e Develop Competency
Assessment Tools
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AHWP Capacity Building Project(3)

1%t In-Country Capacity Building Training
=  Bandung, Indonesia, July 28 — 29, 2016
= 50 Indonesia Ministry of Health officers
= 20 experts from industry and academia

=  AHWP’s CSDT, Essential principles of safety
and performance, Clinical studies

2"d |In-Country Capacity Building Training
W ‘ =  Hanoi, Vietham, August 25 - 26, 2016

1 ‘ I Il L i | | = 50 Vietnam Ministry of Health officers,
o | | experts from industry and academia

= (Classification of medical devices & IVD, Pre-
market approval, Post-market surveillance
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HWP Annual Meeting

= Date: Nov 21-25, 2016
= Venue: Radisson Blu Hotel, Cebu, Philippines
= Program:
- AHWP Annual Meeting, Working Group Meetings
- Capacity Building Workshops
- Reports from Collaborating International Organizations, etc.
= Registration Website: http://pamdrap.org/AHWP2016 A.P
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