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No. Item Name
1 Opening remarks Joanna Koh
2 Adoption of the Agenda Joanna Koh
3 Roll Call Bryan So
4 AHWP Strategic Framework Bryan So
5 AHWP Member Economies current status Bryan So
Tea Break
6 Objective of AHWP TC Leaders meeting in Bangkok Joanna Koh
7 SWOT analysis for AHWP TC Ali M Al-Dalaan
8 Discussion on the role of Consultants in AHWP Bryan So
All participants
Lunch
1.  AHWP TC’s current status All Participants
2. Individual WG work plan discussion
9 3. WG team members;
4. Work items (previous and new)
5. WG update since the Chinese Taipei meeting
10 AHWP/RAPS Conference update Tran Quan
27 27p
No. Item Name
9 Closed Sessions for TC Leaders and Advisors in own Groups TC Leaders
Advisors
Discussion on Roles All Participants
10 1. Role of TC and WGs Lead by Joanna
-Where are we, where are we going? and what can we achieve Miang ,Ali & Bryan
2. What we would hope Advisors role to encompass
Advisors sharing of GHTF experience Advisors
1. What are the concrete steps AHWPTC can take to achieve its goals &
objectives
11 2. What role do Advisors see themselves playing in the AHWP TC
a. Support to WGs work plans
b. Support to WGs to move towards alignment with Strategic
Framework
Upcoming AHWP meetings: Bryan So
12 ()AHWP  TC meeting (Philippines)

(i) AHWP main meeting (Chinese Taipei)
AHWP Conference
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No. Title / Given Name / Surname Company
1 Dr Philippe Auclair Abbott Laboratories
2 Mr Michael Gropp Medtronic, Inc.
3 Dr Eamonn Hoxey J&J
4 Dr Petra Kaars-Wiele Abbott
5 Mr Greg Leblanc Cook Canada
6 Mr Hansel Leighton Abbott
7 Dr Peter Linders Philips Healthcare
8 Mr Grant Ramley Aseptico Inc
9 Mr Benny Ons BD Europe
10 | Mr Scott Sardeson 3M Health Care

* Surnames in alphabetic order
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S/IN | Member | Medical Manufacturer | Classification | Nomenclature | Essential
Economy | Device Definition According to Principles
Definition GHTF
1 | Abu Dhabi
2 Brunei No No No No No
3 | Cambodia | Yes Yes Yes, GHTF No No
4 | Chile Yes Yes Yes No Yes
5 | China Yes No Yes No No
6 | Chinese Yes Yes 3 risk-class, & TMDN Yes for
Taipei GHTF Class 11l
guidelines only
7 Hong Kong | Yes, GHTF | Yes, GHTF Yes, GHTF Yes, AMDN Yes, GHTF
8 India No, moving | National No No No, moving
towards definition & towards
GHTF moving towards GHTF
GHTF




9 | Indonesia Yes, GHTF | Yes, GHTF Yes No Yes, GHTF
10 | Jordan
11 | Korea Yes, No Yes Yes Yes, KFDA
national Medical
definition Device Act
based on requirements
GHTF are
equivalent to
EPs; include
the contents
of EPs
12 | Laos Yes No Yes No No
13 | Malaysia Yes, GHTF | Yes, GHTF Yes, GHTF Yes, UMDNS Yes, GHTF
14 | Myanmar
15 | Pakistan
16 | Philippines | Yes Yes Yes No No
17 | Saudi Yes, GHTF | Yes, GHTF Yes, GHTF Yes, UMDNS & | Yes
Arabia GMDN
18 | Singapore | Yes, GHTF | Yes Yes, GHTF Yes Yes, GHTF
19 | South Yes Yes No Yes, UMDNS No
Africa
20 | Thailand Yes, GHTF | No, but definition | Presently No, Yes, UMDNS& Yes
of manufacture but being in the GMDN
in the MD Act procedure of
reclassification
21 | State of Yes No No No Yes
Kuwait
22 | Vietnam
23 | Yemen YES Yes No No Yes
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AHWP WG1a IVDD Subgroup

Update

AHWP TC Leaders Meeting
Bangkok, Thailand
Feb 26-27, 2013

O\/Q
I Members of AHWP WGla
1 Chair Ms. Li Ling LIU Chinese Taipel Division of Medical Devices and Cosmetics, Food and Reg
Drug Administration, DOH

2 Co-Chair | Mr. Jeffrey Chinese Taipsi Centerfor Measurement Stan dards, Ind
CHERHM Industrial Technology Research Institute n

3 Advisor | Nancy Canada Health Canada, Device Licensing Division Reqg
SHADEED Medical Devices Bureau

4 Advisor | Dr. Petra Germany Abbott GmbH & Co, Ind
KAARSWIELE International Regulatory Affairs & Division Labeling

5 Advisor | Ms Shelley Australia Stellar Consulting Ind
Tang

B Advisor | Mr BennyOns | Belgium BD Europe Ind

7 Member | Ws Maria Philippines CenterforDevice Regulation, Radiation Health, and Reqg
Cecilia Research - Food and Drug Administration - Department
WMATIENZO of Health

g Member Mr. Shekhar India Ortho Clinical Diagnostics, a Johnson & Johnson Ind
GANLU Company

9 Member | Ms Fan-Yin Chinese Taipsi Division of Medical Devices and Cosmetics, Food and Reqg
LI Drug Administration, DOH

10 Member | Wr. Albert Ka- HongKong, China Hongkong Government (retired) Reqg
Fat POON

11
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I'd / L]
M4roa Members of AHWP WG1a
Position Name Member Economy Organization Remark
1 Member | Dr Jane TSAI Chinese Taipei Biomedical Technology and Device Research Ind
Laborateries,
Industrial Technology Research Institute
12 Member | MrLun AuYeung Hongkong, China Medical Device Control Office, Department of Health Reg
Hongkong
13 Member | DrPhana Chieng Cambodia Ministry of Health Reqg
14 Member | WMrs. SAR Kuy Cambodia Ministry of Health Reg
Heang
15 Member | Ms deongJin JO Korea Korea Food & DrugAdministration Reqg
16 Member | Ms. Suhoung Thailand Food and Drug Administration Reg
Thitastth ayakorn
17 IMember Mr. Sanoj UAE Becton Dickinson Ind
Prabhakaran
18 Member | MriMing-Che Chinese Taipei Centerfor DrugEvaluation Ind
Wang
19 Member | WrBryan So Hongkong Hon g kong Produ ctivity Council Ind
20 Member | Ms LisaYang Singapore PharmEng Technology Pte, Ltd, Ind
Arp, 2012-2014
“Aroa

Developing AHWP guidances on IVD medical devices on a TPLC basis

Providing recommendations and useful guidelines on how to implement

Missions of AHWP WG1a

- Toassist AHWP member economies and other developing countriesto
implement regulatory framework of IVD medical devices

regulatory framework of IVD medical devices

Facilitating harmonization and regulatory convergence

= To facilitate capacity building and training activities for AHWP member

economies and other developing countries on 1VD medical devices

regulations

Capacity building and training through AHWP as a common platform

Regulations updates and gap analyses

Experience sharing and case studies on VD medical devices regulations

12
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AHWP WG1a Projects

To assist AHWP member economies and other developing
countries to implement regulatory framework of IVD medical

T o facilitate capacity building and training activities for AHWP
member economies and other developing countries on VD
medical devices regulations

AHWP Guidances
on VD Medical
Devices

devices

Project Kick-off Checkpoint Actual Date of
(DD/MMMAYY) | (DD/MMMSYY) Completion

(DD/MMML YY)

Development of 1m1720m2 2/e/2012 2/6/2012

GHTF Guidances on

IVDs

Revision of GHTF 137202 134752012 13/7/2012

Documents

List of Recognized 15572012 3062013 30/9/2012

Standards for I'VDs

Best practices for 1/5/2012 30/6/2013 ans 202

clinical evaluation

and investigation

Develapment of 1£172013 20/11/2013 Mot yet

Project Kick-off Checkpoint Actual Date of
(DD/MMMAYY) (DD/MMMAYY) | Completion
(DD/MMBYY)
Training far 30/9/2012 3041042014 Mot yet
AHWP Member
Economies
Affardable and 14172013 3041042014 Mot yet
Accessible VD
Medical Devices
(Collaboration
with LSHTM and
GHTF)
Completed
Undergoing

),
4rpa

2012 Achievements

3 GHTF Final Documents

Recommendations on the use of recognized standards in

safety and performance evaluation of IVD medical devices

made

2 international conferences on IVD medical devices
regulations held

May 17-18, 2012 "Conference for Convergence on IVD Medical Devices

Regulations"

Nov 8, 2012 "Conference for Regulatory Convergence on New and Emerging

IVD Medical Devices"

13
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2013 Milestones

= Development of Regulatory Guidances on VD Medical
Devices

= Capacity Building and Training Activities for AHWP Member
Economies and Other Developing Countries

2013 Milestones

6 IVD Regulatory 1 Training Workshop

Guidances
Q
< The 4-step Procedure with 4-Type of Doc
“\\ '~ AHWP Final Documents
(including Guidance Documents)
Step 4 . Nov 2013 AHWPTC Meeting and AHWP Meeting
/F INAL at Kuala Lumpur

/B Documents accepted, approved and/or passed resolutions
/ M Available at AHWP web as AHWP official documents

~ep © PROPOSED FINAL

B Documents prepared for approvals and/or resolutions
B Post on AHWP website + circulations > Call for Comments

Step 2 . PROPOSED 2013 AHWPTC Meeting

B Documents discussed in AHWP and/or TC Meetings
B Post on AHWP website + circulations = Call for Comments

Step | @DRAFT
/ M Initialed by: Chairs of Committees/ WGs / STGs / Secretariat
B Documents discussed within group members

ASr

Source: The 4-Step Procedure for Preparing AHWP Official Documents, AHWP, Jun 7,2012
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AHWP WG1a Proposed Documents (Draft)

Doc.No. Title Status
AHWPAMYG1a/PD001 Strategies for Implementing Regulatory Draft of Proposed Document
Framework and Affordable Access to Circulated among advisors on Feb
IVD Medical Devices 20
AHWPAMYG1a/PD0D02 Essential Principles of Safety and Draft of Proposed Document
Performance of Medical Devices Circulated among advisors on Feb
20
AHWPNYG1a/PD003 STED for Demonstrating Conformity to Draft of Proposed Document
the Essential Principles of Safety and Circulated among advisors on Feb
Performance of In Vitro Diagnostic 20
Medical Devices
AHWPMG1a/PD004 Principles of In Vitro Diagnostic (IVD) Draft of Proposed Document
Medical Devices Classification
AHWPAMG1a/PD00S Principles of Conformity Assessment for | Draft of Proposed Document
InVitro Diagnostic (IVD) Medical
Devices
AHWPANVG1a/PD00B Role of Standards in the Assessment of | Draft of Proposed Document
Medical Devices
O \//D - - -
4pa Proposed Topics of IVD Medical Devices

mamanmn

Regulations Conference

= Tobe heldin Aug./Sep. 2013

= Proposed Topics

= Regulations updates (US, EU, Japan, China/Korea, Taiwan)

= Bafety and performance evaluation

=« Case studies

= Harmonization and regulatory convergence

« Speakers (to be invited)

= Francis Kalush (US FDA), Marie-Lise Migueres (Afssaps, France), Miyamoto
Daisei (PMDA, Japan), Hye-Won Roh (KFDA, Korea), James Creeden (Roche,
US), Rosanna Peeling (LSHTM, UK)

15
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