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INTRODUCTION

1) The 10™ Meeting of the Asian Harmonisation Working Party (AHWP) was held on
24™ — 25" November 2005 at Genting International Convention Centre (GICC), Genting
Highlands, Malaysia. The Meeting was chaired by Datuk Dr M S Pillay and co-chaired by
Dr Davey Han. The objectives of this Meeting were;

i)  to review and set policy directions for AHWP in terms of its objectives and
goals;

i) to discuss and to determine work programme covering functional strategic
plans, activities, expected output, timeframe, responsible Member Economies
or Technical Committee (TC) and financial resources.

WELCOME ADDRESSBY THE CHAIR

2) Datuk Dr M S Pillay, the Chair of AHWP welcomed all participants to Malaysia and
to the 10™ of AHWP. He informed the objectives of this Meeting and encouraged all
members to work hard so that AHWP can be a major global player in regulation of medical
devices. He pointed out that Member Economies in the Asian region represent a diverse
group with different regulatory status and with the largest population in the world. In view of
this, harmonising regulation within the region is not an easy task. Hence, making medical
devices safe and effective is the responsibility of AHWP.

3) In order for AHWP to achieve its objectives faster, AHWP should adopt and
implement suitable recommended decisions of GHTF and not to reinvent the wheel. In
addition, with Government support and cooperation of Member Economies in the region,
AHWP can realise its goals in a shorter time.

AGENDA ITEM 1: ADOPTION OF THE AGENDA
4) The Agenda of the Meeting is as in ANNEX 1.

AGENDA ITEM 2: ROLL-CALL

5) Delegates from nine Member Economies attended the meeting. The list of
participants appears as ANNEX 2.
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AGENDA ITEM 3: BUSINESSARRANGEMENT

6) The Chair briefed on the arrangement of this Meeting. The Meeting was conducted
according to the Agenda as in ANNEX 1. In Agenda Item 9 (Meeting Deliverables), the
participants were divided into two groups to discuss and review the policy directions and
strategic plans for AHWP. The items discussed in Agenda 9 were consolidated on the
second day of the Meeting.

AGENDA ITEM 4: DEBRIEFING OF GHTF STEERING COMMITTEE
MEETING, 6th NOVEMBER 2005, LONDON

7) The Chair reported the outcome of the Global Harmonisation Task Force (GHTF)
Steering Committee (SC) Meeting on 6™ November 2005 in London, which he attended
(The report is as in ANNEX 3). He was invited to present AHWP status as well as its
efforts and activities towards harmonising medical devices regulatory requirements in the
Asian region.

8) He informed that AHWP participation was well received by GHTF SC. GHTF
acknowledged the important role AHWP plays and AHWP involvement in GHTF was
upgraded to a permanent Liaison Member. As a Liaison Member, AHWP will be invited to
all GHTF activities. He further informed that there are three types of membership of the
GHTF, namely;

1) Founding Members;

i)  Participating Members (open to individual countries);

i) Liaison Members — AHWP, World Health Organisation (WHO), International
Standardisation Organisation (ISO), Pan-American Heath Organisation
(PAHO).

9) The Chair then reported the following;

i)  GHTF members agreed to support AHWP in training, information exchange
and possible funding;

i)  The next major activity of GHTF will be the GHTF Conference at Lubeck,
Germany on 28 — 30 June 2006. This Conference can be a forum to enhance
AHWP/GHTF cooperation. The Chair of AHWP has been invited to be a
prominent speaker on Asian perspective, issues and challenges. An extended
Open Session has been planned for the Conference to encourage active
participation of all Liaison Members. Some GHTF and APEC members
announced that they would investigate possibilities to fund participation of
AHWP members in the GHTF Conference. The Chair encouraged all Member
Economies to attend and actively participate in the Conference. He also
encouraged them to make early registrations and hotel reservations to avoid
disappointment as a large turnout is expected. If the turnout of AHWP
Member Economies is good, the Chair suggested that a small meeting be
organised in conjunction with the Conference.

iii) In terms of support in training, GHTF Study Groups (SGs) and Founding
Members offered the following training possibilities/proposals;
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—  The Chair of SG 4 (Prof Frankenberger) offered the possibility of a
training seminar in Taipei on risk management;

—  Canada proposed an electronic learning programme;
—  Australia proposed annual training programme/attachment at TGA;

—  FDA offered video conferencing, on-line training programmes and
satellite video-conferencing;

- EU invited AHWP Member Economies to participate in the Lubeck
Conference and EU training sessions.

10)  With regard to the details of the above trainings, the Secretariat was requested to
communicate with GHTF Secretariat and post the details on the AHWP website. The
Secretariat was also requested to e-mail details of the trainings to all Member Economies.
At this juncture, the Chair informed that Malaysia has taken over the secretarial functions
and he expressed his heartfelt thanks to Singapore who has done an excellent job as AHWP
Secretariat since its inception.

11)  The Meeting noted that funds would be required to attend/participate in such
trainings. With regard to this, the Chair solicited the support of the industry in this region to
contribute generously to AHWP trust fund. The Secretariat was requested to write to
industry associations to contribute to this fund. Besides financial support, contributions
could also be in other forms, such as organising training sessions and providing expert
trainers. It was suggested that some of GHTF training programmes might be organised in
this region to get better participation from AHWP Member Economies. In this respect,
Malaysia offered to host some of the training programmes.

AGENDA ITEM 5 AHWP ASTHE LIAISON MEMBER OF GHTF —
DISSCUSSION ON THE OFFERSBY GHTF TO SUPPORT
AHWP IN TRAINING, INFORMATION EXCHANGE AND
FUNDING

12) The Chair emphasised the importance of establishing close relationship with GHTF
and hoped that the relationship could be further strengthened in the future. Close
relationship with GHTF is important as it benefits both GHTF and AHWP Member
Economies. In addition, there is no need for AHWP to re-invent the wheel in its
harmonisation effort as what have been done by GHTF can be used and adopted by AHWP.
The Chair informed that as a Liaison Member, AHWP can participate in all GHTF activities
and he encouraged active participation of all Member Economies in GHTF activities. He
further encouraged AHWP to play an important and active role in GHTF to ensure its views
are taken into consideration and to make its presence felt.

13) Due to the wide scope of medical devices regulation, it was suggested that activities
towards harmonisation within Asian region should be prioritised and undertaken step by
step. Harmonisation of conformity assessment procedures is one of the most important steps
to be focussed on. In this respect, it was suggested that abridged approval process should be
considered for adoption. Harmonisation of conformity assessment procedures and adoption
of abridge approval process can save a lot of time and resources for both manufacturers and
regulators.

14) In relation to the harmonisation effort, the Meeting was informed that in ASEAN, a
study on medical devices regulatory systems in ASEAN Member Economies is currently
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being undertaken by the ASEAN Consultative Committee on Standards and Quality —
Medical Devices Product Working Group (ACCSQ-MDPWG) prior to the actual
harmonisation effort. The study is crucial as it will put the present situation into a proper
perspective and it helps in planning and strategising the harmonisation. It was suggested
that similar study be undertaken by AHWP with possible funding from Asia Pacific
Economic Cooperation (APEC) and WHO. The outcome of this study can be used as a
directory of the regulatory status within Asian region and this is useful in the harmonisation
effort. The Chair will personally write to seek financial support from APEC, WHO and
some of AHWP Member Economies.

15) The Chair decided that matters raised in this Agenda should be further discussed in
Agenda Item 8.

AGENDA ITEM 6: AHWP PARTICIPATION IN GHTF STEERING COMMITTEE
(SC) AND STUDY GROUPS (SG9)

16)  As an outcome of the GHTF SC Meeting in London, GHTF has offered support and
invited AHWP to participate in GHTF SC and SGs’ activities and meetings. The Chair
reiterated the importance of participation of AHWP in GHTF SC and all GHTF SGs, as this
will provide avenues for AHWP to present its views in matters relating to global
harmonisation effort.

17)  The Chair then requested nominations from Member Economies to participate as
AHWP focal points in GHTF SC and SGs. The nominations were as follows;

) GHTF Steering Committee: AHWP Chair/Co-chair;

i) SG 1 (Pre-market): Malaysia, Chinese Taipei, Hong Kong Industry Group
and Thailand;

i) SG2 (Post-market): Singapore and Philippines;
iv)  SG3 (Quality System): Indonesia, China;
V) SG 4 (Auditing): Malaysia, Chinese Taipei (to be confirmed later);
vi)  SG5 (Clinical Investigation): Korea.
The purposes of the establishment of GHTF SGs are attached as in ANNEX 4.

18) Member Economies nominated as AHWP focal points were expected to coordinate
activities/meetings of the respective GHTF SGs. These include;

i) updating AHWP Member Economies with the latest activities/meetings of
the respective SGs and their outcomes;

i) translating outcomes of GHTF activities/meetings into achievable AHWP
activities;

iii) representing AHWP and presenting the standpoints and perspectives of
AHWP;

iv) being committed and maintaining frequent attendance at the SGs meetings.

19)  The nominated Member Economies were requested to work out their own plans to
participate in the SGs and report back to AHWP. Any issue on funding should be forwarded
to the Chair and Co-Chair of AHWP. It was also suggested that they should collect relevant
materials of the activities/meeting and forward them to the Secretariat. The Secretariat was
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requested to coordinate collection and distribution of materials of the respective GHTF SGs
activities/meetings. It was decided that the Secretariat should prepare preliminary draft
Terms of Reference (TOR) for participation of Member Economies as focal points in GHTF
SGs. The draft TOR shall be circulated to Member Economies for comments.

20)  The Meeting noted that funding was a major issue and appreciated the importance
of having a sustainable fund to be able to constantly participate in GHTF SGs
activities/meetings and to carry out AHWP’s planned activities. The issue of funding would
be discussed further in Agenda Item 9 (Meeting Deliverables).

21) The Meeting further noted the significance of China and India in the global economy
and their active participation is important to make the AHWP’s presence felt. The Meeting
was informed that representatives from the Chinese regulatory authority were unable to
attend this Meeting due to the short notice. It was informed that representatives from India
were also invited but they could not attend due to prior commitments.

AGENDA ITEM 7: AHWP MEETING IN KOREA

22) Member Economies were pleased to note that Korea is willing to host the next AHWP
Meeting in September 2006. It was suggested that Technical Committee (TC) and
Workgroup (WG) meetings should be held in conjunction with the meeting in Korea and it
should be held for three days (two days pre-conference workshop and one day AHWP
Meeting). It was also suggested that some of the trainings offered by GHTF should be
conducted during the pre-conference workshop. The workshop should cover topics on risk
management, conformity assessment procedures, STED and GMDN. The Secretariat was
requested to find out the possibility to conduct the training offered by GHTF in conjunction
with this Meeting. The Secretariat was also requested to work out the details of the meeting
with the Korean counterpart and post the announcement and details of the meeting on the
AHWP website.

23) Among the items/activities proposed to be discussed in the next Meeting in Korea
were;

i) Structure of AHWP — TC, Workgroup;
i) Funding — business model for management of funds;

iii) Pre-Conference Workshop on Conformity Assessment Procedure, STED,
Risk Management (if change of venue is confirmed);

iv) Capacity building and overall training strategy;

V) Post-marketing alert system;

Vi) Pre-market Common Submission Dossier Template;
vii)  Updates on TC activities.

AGENDA ITEM 8: UPDATESON AHWP TECHNICAL COMMITTEE (TC)
ACTIVITIES

24) The Meeting was informed that there are two projects currently undertaken by the TC.
These are the Pre-market Common Submission Dossier Template (CSDT) and the survey
on pre-market requirements of the Member Economies. The latest updates on the projects
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will be presented in the next AHWP Meeting in Korea. The Secretariat was requested to
communicate with the Chair of AHWP TC to present the updates in Korea.

AGENDA ITEM 9: MEETING DELIVERABLES

25) The Chair presented the AHWP policy directions in terms of its objectives, TOR and
activities. His presentation is in ANNEX 5. He highlighted the following;

)] Harmonisation effort in this most diverse region is a big challenge;

i) Efforts have to be made to create increased understanding on the benefits of
harmonisation;

iii) The importance of participation of other Member Economies such as
Cambodia, Laos, Myanmar, Vietnam, India, Pakistan and other countries in
this region in AHWP to maximise the benefit of the harmonisation process in
Asia. The Secretariat was requested to contact all countries in the Asian
region and invite them to be members of AHWP and to participate in the
next AHWP Meeting in Korea;

iv) The three major issues in Asian region, namely, the lack of infrastructure,
trained manpower, expertise and finance;

V) Seeking GHTF support in capacity building and training; expert advice in
strengthening infrastructure and development of regulation; and financial
support.

Vi) At the end of his presentation, the Chair stressed that the success AHWP
should be towards forging strategic regional partnership for facilitating
regulatory processes; eliminating technical and economic barriers; and
promoting timely access to medical devices

26) The Chair further informed that at the GHTF SC Meeting in London, GHTF decided
that Global Medical Devices Nomenclature (GMDN) would be used as a common
nomenclature system. Member Economies can use the latest version of GMDN and can
translate it to other languages. They are allowed to sell translated versions of GMDN with
no copyright implications.

27) Group discussion ensued and participants were divided into two groups to review
AHWP’s policy direction. They were requested to discuss and deliberate on the following
items;

i) Review of AHWP objectives, aims, TOR and activities;
i) Setting of AHWP strategic direction for the next three years;

iii) Development of work programme on functional strategy, activity,
deliverables, timeframe, responsible Member Economy/TC/Workgroup;
iv) Funding;
V) Organisation structure of AHWP activities — TC and Workgroups.
28)  The Chair suggested that the current TOR of AHWP (as in ANNEX 6) and his
presentation could be used as guidance and reference for group discussion. He also
suggested that the groups should prioritise areas for harmonisation and start with the most

feasible area. In this respect, three main areas were suggested, namely definition,
classification and a common nomenclature system. The Chair then pointed out that in the
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process of harmonisation, the interest of medical devices industry in this region should be
taken into consideration and to achieve this, industry representatives should work closely
with the regulators.

29)

30)

31)

The groups presented their inputs/suggestions on the second day of the Meeting.
The presentations of Groups A and B are attached as ANNEX 7 and ANNEX 8
respectively. The Meeting agreed on the following amendments to the current objectives
and aims of AHWP proposed by the two Groups;

i)

Current objectives of AHWP were accepted with the inclusion of an
additional objective, ie: “To encourage active participation by all Asian
Economies”

The aims of AHWP were amended to;

- To provide a forum for discussion and training, facilitate information
exchange, initiate projects and provide platform for implementation of
harmonisation among regulators and industry groups in Asia (the
current aim reads: ““to provide a forum for discussion and training,
facilitate information exchange and initiate projects relating to GHTF
harmonisation among regulators and industry groups in Asia”)

- To establish AWHP as a formal regional grouping in GTHF (the
current aim reads: “‘seek to establish AHWP as a formal regional
grouping under the GHTF”")

The Meeting also agreed to the following changes on the AHWP’s TOR;

i)

v)

Vi)

To study and recommend ways to harmonise regulation in Asian region in-
line with global harmonisation efforts and to work in coordination with
GHTF, APEC and relevant organisations (the current TOR reads: “To study
and recommend ways to harmonise medical device regulation in the Asian
region with global trends and to work in coordination with the Global
Harmonisation Task Force and APEC”)

To examine ....... and accepted quality system standard for manufacturing of
medical devices (the current TOR reads: “To examine ....... and accepted
quality system standard for medical devices™)

To work with the GHTF on technical harmonisation efforts and seek formal
representation and participation at GHTF Steering Committee and Study
Groups (current TOR reads: “Work with the GHTF on technical
harmonization efforts and seek representation as observers at their study

groups™)
Under topic of Change to Office Bearers: ....... nominated from the
incumbent member economy. To ratify the change to office bearer, AHWP

...... (the current TOR reads: “.... nominated from the incumbent member
economy. To rectify the change to office bearer, AHWP ...... )

Other items in the current TOR were accepted without changes.
The revised TOR is as in ANNEX 9.

The Meeting then agreed to undertake the following strategies;

i)

Comparative study on the existing medical device regulations in AHWP
Member Economies;
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i) Harmonisation of definition, classification and nomenclature of medical
devices within AWHP;

iii) Formalisation of a post marketing alert system;

iv) Capacity building through training;

V) Work towards a common submission dossier in alignment with ASEAN
project;

Vi) Funding.

A detail work programme specifying the strategies, activities, expected outcomes,
timeframe and responsible Member Economies/TC/Workgroups is shown in ANNEX 10.

AGENDA ITEM 10: OTHER MATTERS

32) The Co-Chair encouraged local manufacturers to actively participate and contribute
towards harmonisation of regulations. He further requested all Member Economies to
explain the activities of AHWP and share decisions and information made at this Meeting to
local industries as well as to share progress made with other Member Economies.

33) The Meeting was informed that since AHWP is going on a fund raising campaign, a
structured procedure for the management of AHWP funds is required. A draft procedure
will be tabled at the next meeting in Korea.

CLOSING REMARKS

34) In his closing remarks, the Chair thanked all the participants who have contributed
positively towards the harmonisation process in the Asian region. The objectives of the
Meeting have been met and during the two-day meeting, the TOR of AHWP has been
successfully reviewed. The AHWP harmonisation effort will be reaffirmed at the next
Meeting in Korea. The Chair thanked Korea for the willingness to host the next AHWP
Meeting. He reiterated that finance has always been an issue and sustainable fund is
required to carry out the planned activities.

35) Active participation of China and India as well as other Economies in Asia to be
members of AHWP is crucial to make AHWP presence felt and to maximise the benefits of
the harmonisation process to Asia. In this respect, the Chair planned to visit China and India
to explain the benefits of harmonisation.
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ANNEX 1
AGENDA
10" ASIAN HARMONISATION WORKING PARTY (AHWP) MEETING

OBJECTIVES
1) To review and set policy directions for AHWP in terms of its objectives and goals

2) To discuss and to determine strategic plans, activities and resources towards achieving
the goals of AHWP

AGENDA

1) Registration

2)  Welcome address by AHWP Chair
3) Agenda Item 1: Adoption of agenda

4)  Agenda Item 2: Roll-call
5)  Agenda Item 3: Business arrangement

6) Agenda Item 4: Debriefing of GHTF Steering Committee Meeting, 6 Nov 2005,
London by AHWP Chair

7)  Agenda Item 5: AHWP as the Liaison Body of GHTF — Discuss the offer by GHTF
to support AHWP in training, information exchange and funding

8)  Agenda Item 6: AHWP nominations to participate in;
- GHTF Steering Committee
- Study Group (SG) 1 (Pre-market)
- SG2 (Post-market)
- SG3 (QMS)
- SG4 (Auditing)
- SG5 (Clinical Investigation)

9) Agenda ltem 7: AHWP Meeting in Korea, Taipei Risk Mgmt Seminar
10) Agenda Item 8: Updates on AHWP Technical Committee (TC) Activities

11) Agenda Item 9: Meeting Deliverables
- Review of AHWP objectives, aims, TOR, activities
- Set AHWP strategic direction (2006 — 2010)
- Develop work programme on functional strategy, activity,
deliverables, timeframe, responsible Member
Economies/TC/Workgroup
- Funding

12) Agenda Item 10: Consolidation
13) Agenda Item 11: Other matters
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LIST OF PARTICIPANTS

ASIAN HARMONIZATION WORKING PARTY
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CHINA

1. Han Dehui, Davey

Medical Solution Group, Siemens Ltd China

E-mail: dehui.han@siemens.com

HONG KONG

2. Henry Kwan Leuk, CHIU

Medical Devices Control Office,

Department of Health, HKSAR Govt, 18/F, Wuu Chung House,
213, Queen’s Road East, Wanchai, Hong Kong

Tel: (852) 2961 8924
Fax: (852) 3157 1286
E-mail: ee3 mdco@dh.gov.hk

3. Wong Lung

Strategy & Business Category Management Asia (HK) Ltd

E-mail:

4. Jack Wong

Bousch & Lomb (HK)

E-mail: Jack.wong@bausch.com

INDONESIA

5. Bahdar Johan Hamed

Directorate of Regulation for Production and Distribution of
Medical Equipment, Ministry of Health, JI. HR Rasuna Said
Blok X-5 Kav 4-9, Kuningan, Jakarta Selatan, Indonesia

Tel: 66 21 922 7224
Fax: 6621 922 7224
E-mail: bahdarhamid@yahoo.com

6. Fiametta Soenardi

J & J Indonessia

E-mail:
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KOREA

7. Seonghee Lee Medical Device Safety Po_li(_:y Te'am, Medical Device Division, | Tel: 82-2-380-1690, 1699
ﬁr?;](eeirfgr?g g;o[arlllj?(gcir;mlstratlon, #231 Eunpyeong-Gu Hip: 82-2-010-2388-6394
Fax: 82-2-388-6394
E-mail: shley@kfda.go.k
8. Doki Park Medtronic Korea Co. Ltd E-mail: doki.park@medtronic.com
MALAYSIA
9. Mr Azman Yahya Pharmaceutical Services Division, Block 36, Jalan Universiti, Tel: 03-7968 2231
46350 Petaling Jaya, MALAYSIA Fax: 03-7968 2251
E-mail: yman@moh.gov.my
10. Mr Sulaiman Hj Ahmad National Pharmaceutical Control Bureau, Lot 36, Jalan Tel: 03-7957 3611/7958 2961
Universiti, 46350 Petaling Jaya, MALAYSIA Fax: 03-7956 2924
E-mail:
11. En Buhairi Jahilan Positioning Unit, Human Resourse Division, 9" Floor, Block E7, | Tel: 03-8883 0742
Eﬁ:(r:aéjlaié,Pll\J/ls,:tLF::l(tg?zran Kerajaan Persekutuan, 62518 Fax: 03-8888 8837
E-mail:
12. Datin Dr Norain Abu Talib Dental Health Division, 5 Floor, Block E10, Parcel E, Pusat Tel: 03-8883 4244
I;/?Rtlai\it:i(gnAKerajaan Persekutuan, 62518 Putrajaya, Fax: 03-8888 6188
E-mail: k1d103@moh.gov.my
13. Dr Chua Hong Teck Corporate Foundation & Health Industry Division, 6" & 8" Tel: 03-8883 2865

Floor, Block E7, Parcel E, Pusat Pentadbiran Kerajaan
Persekutuan, 62518 Putrajaya, MALAYSIA

Fax: 03-8888 8692
E-mail: chteck@moh.gov.my
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14.

Ms Lee Lay Choo

Legal Advisor Office, 3th Floor, Block A, Jalan Cenderasari,
50590 Kuala Lumpur, MALAYSIA

Tel: 03-2691 0408
Fax: 03-2692 4864
E-mail: llchoo@moh.gov.my

15.

Dr Ariza Zakaria

Clinical Research Centre, Hospital Kuala Lumpur, Jalan Pahang,
50588 Kuala Lumpur, MALAYSIA

Tel: 03-4043 9300, 9400
Fax: 03-4043 9500
E-mail; ariza@crc.gov.my

16.

Dr Badrul Amini Abd Rashid

Institute for Medical Research, Jalan Pahang, 50588 Kuala
Lumpur, MALAYSIA

Tel: 03-4040 2395
Fax: 03-2693 8210
E-mail: badrul@imr.gov.my

17. Mr Mohd. Isa Wasiman Institute for Medical Research, Jalan Pahang, 50588 Kuala Tel: 03-4040 2399
Lumpur, MALAYSIA Fax: 03-2693 8210
E-mail: mohdisa@imr.gov.my
18. Dr Zubaidah A Wahab Hospital Kuala Lumpur, Jalan Pahang, 50588 Kuala Lumpur, Tel: 03-2691 5555
MALAYSIA Fax: 03-2691 1681
E-mail:
19. Mr Sanda Kumar Financial Division, 6" & 7" Floor, Block E7, Parcel E, Tel: 03-8883 3344
Pusat Pentadbiran Kerajaan Persekutuan, 62518 Putrajaya, Fax: 03-8883 3089
MALAYSIA E-mail:
20. John Lee Modern Metabuilt E-mail:
21. Mr Kamarul Ariffin Abd SIHAT E-mail: kamarul@sihat.com.my
Karim
22. Mr Mansor.Maarof E-mail: mansor@sihat.com.my
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23.

Khi Kok Wai

Coremed

E-mail:

24.

Lang Fah Quek

B.Braun Medical Industries Sdn Bhd

E-mail:

langfah.quek@bbraun.com

25.

Liaw Chong Lin

Best Contact Sdn. Bhd.

E-mail:

clliaw@streamy.com

26. Marina Abu Meditop Corporation E-mail: marina@meditop.com.my
27. Michael Loh Pharmaniaga Biomedical Sdn Bhd E-mail: mikeloh@pharmaniaga.com
28. Nellie Ong AAMI/Johnson & Johnson Medical Malaysia E-mail: nong@medmy.jnj.com

29. Norilda Amiza bte Ismail Pfizer (M) Sdn Bhd E-mail:

30. Padmini Menon Abbot Diagnostic Division E-mail: padmini.menon@abbott.com
31. Robert Cheong TUV Product E-mail: rccy@pc.jaring.my

32. S \Veera Medico Sdn Bhd E-mail: info@medico.com.my

33. Salbiah Yaakob SIRIM Berhad E-mail: salbiahyaakob@yahoo.com
34. Seri Azalina Mohd Ghazali E-mail:

35. Shah Rafzee Mohd Arasat Dayamox Sdn Bhd E-mail:

36. Tan Yee Lee Pfizer (M) Sdn Bhd E-mail:

37. TehHar Yin ANSELL Kedah Sdn Bhd E-mail: hteh@ap.ansell.com

38. Teh Sook Kiang Ambu Sdn Bhd E-mail: tsk@ambu.com
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39. William Chong Alcon Laboratories Malaysia E-mail: willccw@streamyx.com

40. Yap Siow Ling Prinsip Mahir E-mail: ysl@prinsipmahir.com
PHILIPPINES

41. Claire Cacanindin J & J Medical, Philippines E-mail: ccacanil@jnjph.jnj.com

SINGAPORE

42.

Wong Yew Sin

43.

Seet Wing Gang

Centre for Medical Device Regulation
Health Science Authority,
11 Biopolis Way #11-03,
Helios, Singapore 138667

Tel: 65 68663565
Fax: 65 6478 9028
E-mail: wong yew sin@hsa.qov.sq

Tel: 65 68663564
Fax: 65 6478 9028
E-mail: seet wing gang@hsa.gov.sq

44. Elaine Tan Tel: 6568663571
Fax: 65 6478 9028
E-mail: Elaine tan@hsa.gov.sg
45. Jacqueline Monteiro Medtronic International Singapore E-mail:
jacqueline.monteiro@medtronic.com
46. Tran Quan J&J Medical Asia Pacific Singapore E-mail: gtran2@medsg.jnj.com
47. Pek Ee San Biosensors Inter Private Limited, Singapore E-mail: e.pek@biosensors.com
48. Shakilla Shahjihan Boston Scientific Asia Pacific Pte Ltd (Singapore) E-mail: shahjihs@bsci.com
49. Shirley Koh Boston Scientific Asia Pacific Pte Ltd (Singapore) E-mail: kohs@bsci.com
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50.

Shirley Sum

The Laryngeal Mask Company (S) Pte. Ltd. Singapore

E-mail:
Shirley.sum@LMACO.com.sqg

51. Wong Woei Jiuang J&J Medical Singapore E-mail: wjwong@medsg.jnj.com
52. Jean Chan Tyco Healthcare, Singapore E-mail: Jean.chan@tycohealth.com.sg
53. Loh Puay San BD (Singapore) E-mail: puay san_loh@bd.com

CHINESE TAIPEI

54. Daphne Yeh Philips Medical System, Chinese Taipeli E-mail: daphne.yeh@philips.com
THAILAND
55. Yuwadee Pattanawong Medical Device Control Division Tel: 662-590 7245

56.

Suhoung Thitisatthayakorn

Thai Food and Drug Administration
Medical Device Control Division
Food and Drug Administration,
Ministry of Public Health,
Nonthaburi 11000 Thailand

Fax: 662-591 8479
E-mail: puyuwade@fda.moph.go.th.

Tel: 662-590 7243
Fax: 662-591 8480
E-mail: suhoung@fda.moph.go.th

S7.

Lars Oliver Huber

TUV/(Thailand) Limited TUV Sud Group

E-mail: Lars-oliver.huber@tuv-
thailand.co.th

58.

Ms Mallika Latavalya
Ayudhaya

Thai Medical Device Suppliers Association, Thailand

E-mail: thaimed@truemail.co.th
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ANNEX 3

REPORT OF GHTF
STEERING COMMITTEE
MEETING

7-10 November 2005
ondon, UK



Mattersto Report

 Dr M.S. Pillay, the Chairman of AHWP was invited to
present AHWP activities in Open Session, together
with WHO and ISO

e AHWP status and activities and the harmonisation
efforts in Asia and ASEAN was presented

 The GHTF Chair and Members of GHTF
acknowledged the important role AHWP plays and will
be inviting AHWP to be a permanent Liaison Member
of GHTF



Mattersto Report

* There are three types of membership of
the GHTF Steering Committee,

Founding Member

Participating Members (open to
Individual countries)

L1aison Bodies - AHWP, WHO



Mattersto Report

e GHTF Members agreed to support AHWP In
training, information exchange and possible
funding

e The next major activity of GHTF will be the
GHTF Conference, Lubeck, Germany from 28
— 30 June 2006. this can be a forum to enhance
GHTF/ AHWP cooperation.

e Chair of AHWP Invited as a prominent speaker
on Asian perspective, Issues and challenges



Mattersto Report

 Various SC members announced that they will
Investigate possibilities to fund participation of
AHWP members in the GHTF Conference.

 Various SC members announced that they will
Investigate possibilities to fund participation of
AHWP members in the GHTF Conference.

e Canada proposed electronic learning
programme




Mattersto Report

» Australia proposed annual training
programme/attachment at TGA

 FDA offered training programmes, video-
conferencing, on-line training programmes &
satellite video-conference

 EU invited AHWP members to participate In
the Lubeck Conference and EU training session



AHWP must participate actively

* A lot of what GHTF has developed can be used
in AHWP

* No point in re-inventing the wheel
* \We have to move faster than GHTF
e \WWe have a lot more to do In this region

* \We have established a good working
relationship with GHTF

 AHWP participation was well received




THANK YOU
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ANNEX 4
PURPOSES OF GHTF STUDY GROUPS

Study Group 1 has been charged with comparing operational medical device regulatory
systems around the world and from that comparison, isolating the elements / principles
that are suitable for harmonization and those that may present obstacles to uniform
regulations. In addition, the group is also responsible for developing a standardized
format for pre-market submissions and harmonized product labelling requirements.

Study Group 2 is charged with the task of reviewing current adverse event reporting,
post-market surveillance and other forms of vigilance for medical devices and performing
an analysis of different requirements amongst countries with developed device regulatory
systems with a view to harmonizing data collection and reporting systems.

Study Group 3 is responsible for the task of examining existing quality system
requirements in countries having developed device regulatory systems and identifying
areas suitable for harmonization.

Study Group 4 has been charged with the task of examining quality system auditing
practices (initially among the founding members of the GHTF) and developing guidance
documents laying harmonized principles for the medical device auditing process.

Study Group 5 has been charged with promoting convergence of regulatory
requirements for evidence of the clinical safety and performance of medical devices. The
group will concentrate on establishing harmonized definitions for commonly used terms
(clinical investigation, clinical data, clinical evaluation and clinical evidence) as well as
developing harmonized guidance on the content and format for clinical investigation
reports and on how to conduct and document a clinical evaluation. The group will work
closely other GHTF study groups to review existing documents to ensure that
terminology is consistent and interfaces are clear and that there is a consistent approach
to broader GHTF initiatives (e.g., STED).
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ANNEX 6

TERMS OF REFERENCE
INTRODUCTION

Asian Harmonization Working Party (AHWP) is established as a non-profit
organisation. Its objectives are to forge a common direction for the harmonization of
medical device regulation in Asia, encourage increased understanding on the benefits
of harmonization and facilitate a linkage with the Global Harmonization Task Force
(GHTF). As a regional organisation, we aim to provide a forum for discussion and
training, facilitate information exchange and initiate projects relating to GHTF
harmonisation among regulators and industry groups in Asia; and seek to establish
AHWP as a formal regional grouping under the GHTF.

Our success as a regional grouping depends on active participation from member
economies in Asia working in collaboration with medical device regulatory
authorities and industry organisations regionally and internationally.

TERMS OF REFERENCE
Purpose

To study and recommend ways to harmonize medical device regulation in the Asian
region with global trends and to work in coordination with the Global Harmonization
Task Force and APEC. The AHWP will strive to:

—  Examine the use of quality system requirements around the world and
prospects for adopting a quality system standard based on internationally
recognized and accepted quality system standard for medical devices.

—  Work toward building a common regulatory consensus based on acceptance
of international standards as the chief means of ensuring product safety and
assurance.

—  Move toward recognition of a common audit that can be accepted
throughout the Asian region.

—  Work toward a harmonized system of medical device vigilance reporting for
adoption within the region and information sharing.

—  Work with the GHTF on technical harmonization efforts and seek
representation as observers at their study groups.

—  Facilitate the process of regional implementation of APEC initiatives for the
medical devices and equipment sector.

Framework and Procedures
Member ship

The Working Party is an informal group of experts from Medical Device Regulatory
Authorities and the medical device industry. Membership is open to those
representatives from within the Asian region who support and endorse the above



stated goals. Each member economy has two representatives to the Working Party -
one from the Medical Device Regulatory Authority and the other from the industry.
Medical Device Regulatory Authority participants must be knowledgeable experts
drawn from the competent authority responsible for medical device regulation.
Industry representatives must be knowledgeable of international regulatory standards
for medical devices and involved in current global initiatives sponsored by the GHTF.
It is expected that industry representatives will consult with other industry
representatives in their member economy in developing industry views.

Members of the AHWP (both from regulatory authorities and from industry) are
expected to participate as representatives of their respective economies to develop
understanding of the GHTF approaches to harmonization and guidance documents.
With this understanding members are to review recommendations of the AHWP
Technical Committee for adoption of GHTF harmonized guidance documents and
review proposed feedback to the GHTF on draft guidance documents ensuring that the
results of these activities can be utilized to initiate harmonization efforts in their
respective regulatory systems.

L eadership

The Chair and Co-chair persons of AHWP will be elected by way of voting by
members in the Working Party to be office bearers for a period of three years. The
Chairperson comes from a Medical Device Regulatory Authority and the Co-chair
person is selected from the medical device industry. The Chair and Co-chair persons
will normally rotate among member economies once every three years.

—  The participating members may nominate appropriate persons to sit on its
Technical Committees of the Working Party. Its Chair and Co-chair persons,
being duly elected, are expected to rotate among member economies once
every three years.

—  Any nominated member of any committee that is unable to attend may
appoint a proxy.
Support
Secretariat support for Working Party meetings and ongoing business of the group
will be provided by industry.
M eetings

The Working Party and its Technical Committees shall meet at regular intervals to be
determined by the group. However, the Working Party should meet at least once
every 18 months preferably in conjunction with the GHTF and at more frequent basis
for the Technical Committees. The Working Party and Technical Committee
members must agree to attend meetings on a regular basis. Meeting locations may
rotate based upon an agreed upon schedule.

Decisions

The Working Party and its Technical Committees shall operate on a consensus basis
in keeping with the GHTF model. The group will decide appropriate procedures for
arriving at a common position.

Technical Committee



The Technical Committee is established to provide a working level of regulatory
professionals that understand the work of the GHTF and the GHTF Study Groups to
support the AHWP in their achievement of their goals.

Major Roles for Technical Committee are:
—  Toplan and organize training

—  To promote and recommend the implementation of the GHTF Final
guidance documents into the regulatory framework of the AHWP member
economies.

—  Toreview GHTF working draft and proposed documents

- To recommend feedback to the AHWP for communication to the GHTF
from an Asian perspective and

—  To participate in the various GHTF Study Groups and represent AHWP
member economies’ interests.

Membership in the Technical Committee will consist of one primary representative
from each AHWP member economy and one alternate representative. The alternate
representative will serve and participate when the primary is unable to do so. A
member of the technical committee may also be a member on the working party.

The Technical Committee members must be:

—  Person(s), from government and/or industry, nominated to represent the
respective economy.

—  Able to fulfill the commitments and participate in approximately 2 meetings
annually.

— A person possessing technical and regulatory expertise in the respective
economy.

—  Able to comprehend, speak and write in English.

The Technical Committee functions through the AHWP member economies’
representatives by undertaking detailed work activities or deliberate technical issues,
leading to recommendations for feedback or actions, which will be reviewed and
decided upon by the AHWP.

The measure of success of the Technical Committee is tangible evidence of adoption
and implementation of GHTF concepts, principles and guidance documents in the
various medical device regulations of the AHWP member economies.

Changeto Office Bearers

When there is a change in the office bearers in the Working Party or its Technical
Committees, an agreement shall be sought from the AHWP Chair and Co-Chair
and/or the Chair of the Technical Committee in the interim to replace the incumbency
by a person nominated from the incumbent member economy. To rectify the change
to office bearer, AHWP members shall at its next meeting soonest affirm the
incumbency or select a person amongst other nominations.

Relationship to Trade Groups

The Working Party will investigate developments taking place within APEC and
other trade pacts such as WTO, ASEAN, ASEM or EU to identify areas of



compatibility and possible cooperation regarding standards and harmonization
activities.

Observersto AHWP and AHWP Technical Committee Meetings

In the spirit of communicating, sharing and spreading the harmonization approach
widely throughout Asia, all meetings are open to interested observers, on a space
available basis. All meetings will require registration and assistance in sharing the
costs of the event. We will attempt to accommodate as many observers as possible.
Observers must be from regulatory authorities, industry or conformity assessment
bodies.

It is our belief that the message of harmonization will be better facilitated and
implemented, with observers participating in the meetings.

We welcome all observers to participate in the meetings and provide the benefit of
their experience as the AHWP and its Technical Committees perform their roles and
responsibilities. However, observers may not be involved in decision making nor
participate in consensus determinations.

ACTIVITIES

They are spearheaded by the diligent efforts of a group of committed regulatory
affairs professionals in Asia Pacific. We have gained momentum from the growing
interest of regulators in working towards greater harmonization of medical device
regulations in Asia and in the efforts of Global Harmonization Task Force.

Future Directions

—  Organise awareness education, training and seminars for medical device
regulators and industry in the area of regulatory requirements (such as
Essential Principles of Safety and Performance of Medical Devices;
Classification Rules and risk-based management approach) and premarket
review processes. One possibility is to tap the availability of GHTF SG
resource persons on business trips or visits to Asia;

—  Define the scope and deliverables and tasks of Technical Committee,
including the conduct and frequency and venue of meetings;

—  Seek budgetary and strategic support for AHWP activities and programmes;

—  Establish an effective communication network and presence amongst
participating Asian economies through scheduled AHWP meeting, e-mails,
correspondence and Internet-based access site;

— Plan for the next AHWP Meeting;

—  Work towards enlarging the base of participating economies so as to
maximise the benefit of the GHTF harmonization process to Asia.
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10" ASIAN HARMONIZATION WORKING
PARTY (AHWP) MEETING

Group A
24" November 2005



TERMS OF REFERENCE

 To study and recommend ways to harmonize
regulation in the Asian region with global
trends and to work In coordination with GHTF,
APEC and relevant organizations




TERMS OF REFERENCE

 Work with the GHTF on technical
harmonization efforts and seek formal
representation & participation at GHTF steering
committee and study group




STRATEGIC PLANNING

[ Organize awareness education, training and
seminars for medical device regulators and
Industry to facilitate harmonization in Asia




GHTF SUPPORT

dProvide advice & experts in development,
strengthening of the existing infrastructure of
Member Economies

Assist and advise Member Economies without
regulations in development and implementation
of the regulations




WORK PROGRAMME - Strategies

1. Comparative study on the existing medical
device regulations in AHWP Member Countries

2. Formalization of a post marketing alert system
for defective or unsafe medical devices

3. Capability building through training

4. Work towards common denominator GHTF’s

definition of Medical Device & classification:
GMDN

5. Work towards a common submission dossier in
alignment with ASEAN project



FUNDING FOR AHWP

1. Membership subscriptions

2. EXxcess generated from training &
conferences



AHWP MEETING - KOREA 2006

1. Update from study group

2. Pre-Conference training or workshop on
STED

3. ? Risk Management training
4. Venue: ? In Korea
5. Date: 3" to 4" week of Sept 2006



ANNEX 8

Presentation on Discussion

Group B

Presented by: Daphne Yeh



AHWP Objective

o Current objectives accepted as It IS

* Proposed to include:

— To encourage active participation by all Asian
economies



Aims of AHWP

e To provide a forum for discussion and
training, facilitate information exchange,
Initiate projects and provide platform for
Implementation of harmonization among
regulators and industry groups in Asia

e To establish AWHP as a formal regional
grouping in GTHF



Terms of Reference 1

e To study and recommend ways to
harmonize regulation in Asian region in-
line with global harmonization efforts

« To examine........ and accepted quality
system standard for manufacturing of
medical devices

« 39 and 4" items are accepted as it is



Terms of Reference 2

Work with the GHTF on technical
harmonization efforts and seek
representation in their Study Groups

6" item are accepted as it is



Work Program (1)

o Strategy 1

— Comparative study on the existing regulations
In Asian member Economies

— To review survey form from ACCSQ-MDPWG

— To review the current result surveyed by
WGO001

— To be completed by May 2006 (Before
Lubeck meeting)

— TC /WGO001 will be responsible



Work Program (2)

o Strategy 2

— Harmonization of definition, classification and
nomenclature of medical devices within
AWHP

— Timeline and responsibility to be defined after
comparative survey



Work program (3)

o Strategy 3
— Common submission dossier

— TC / WGO001 will report on progress at Korea
meeting



Work Program (4)

« ACTIVITY: Korea Meeting 2006

— Thailand proposed to avoid the timing of last
week of September

— Proposed plan for meeting
« AHWP Meeting
e Technical Committee Meeting

e Training Session by TGA, GHTF etc. (if budget
allowed)



The issue of structure of TC

e Currently: TC only have one Chair person and
two Co-Chairs

e Current terms of reference: TC membership
limited to gov. rep and ind. Rep from each
member economy

e Suggestions:

— To revise term of reference and liberate the
membership of TC.

— Ensure industry and regulators actively
participate in the Technical Committee

— Work Group may be organized under TC by SG or
tasks



The Issue of Funding

* Currently AHWP funded by activity-basis
— Registration fees (50% off for regulators)

— Meeting, accommodation and transportation cost
mostly paid by the country authority / industry

— Hosting authority / industry contribute more

e Suggestions:

— Still activity based

— Still country authority / industry paid by themselves
— APEC, or other funding sources

— Proposed membership fees for industry

— Minimize the cost of projects (eg. Survey by TC / WG)



Annex 9

The Terms of Reference adopted at the 10™ AHWP Meeting of 24 November 2005, Malaysia

ASIAN HARMONIZATION WORKING PARTY (AHWP)

TERMS OF REFERENCE

PURPOSE

To study and recommend ways to harmonize regulation in Asian region in line
with global harmonization efforts and to work in coordination with the Global
Harmonization Task Force, APEC and relevant organizations. The AHWP will
strive to:

e Examine the use of quality system requirements around the world and
prospects for adopting a quality system standard based on internationally
recognized and accepted quality system standard for manufacturing of medical
devices.

e Work toward building a common regulatory consensus based on acceptance
of international standards as the chief means of ensuring product safety and
assurance.

e Move toward recognition of a common audit that can be accepted throughout
the Asian region.

e Work toward a harmonized system of medical device vigilance reporting for
adoption within the region and information sharing.

e Work with the GHTF on technical harmonization efforts and seek formal
representation and participation at GHTF Steering Committee and Study
Groups.

e Facilitate the process of regional implementation of APEC initiatives for the
medical devices and equipment sector.

Page 1 of 5 November 24, 2005



The Terms of Reference adopted at the 10™ AHWP Meeting of 24 November 2005, Malaysia

ASIAN HARMONIZATION WORKING PARTY (AHWP)

TERMS OF REFERENCE

FRAMEWORK AND PROCEDURES
Membership

The Working Party is an informal group of experts from Medical Device
Regulatory Authorities and the medical device industry. Membership is open to
those representatives from within the Asian region who support and endorse the
above stated goals. Each member economy has two representatives to the
Working Party - one from the Medical Device Regulatory Authority and the other
from the industry. Medical Device Regulatory Authority participants must be
knowledgeable experts drawn from the competent authority responsible for
medical device regulation. Industry representatives must be knowledgeable of
international regulatory standards for medical devices and involved in current
global initiatives sponsored by the GHTF. It is expected that industry
representatives will consult with other industry representatives in their member
economy in developing industry views.

Members of the AHWP (both from regulatory authorities and from industry) are
expected to participate as representatives of their respective economies to
develop understanding of the GHTF approaches to harmonization and guidance
documents. With this understanding members are to review recommendations of
the AHWP Technical Committee for adoption of GHTF harmonized guidance
documents and review proposed feedback to the GHTF on draft guidance
documents ensuring that the results of these activities can be utilized to initiate
harmonization efforts in their respective regulatory systems.

Leadership

The Chair and Co-chair persons of AHWP will be elected by way of voting by
members in the Working Party to be office bearers for a period of three years. The
Chairperson comes from a Medical Device Regulatory Authority and the Co-chair
person is selected from the medical device industry. The Chair and Co-chair
persons will normally rotate among member economies once every three years.

e The participating members may nominate appropriate persons to sit on its
Technical Committees of the Working Party. Its Chair and Co-chair persons,
being duly elected, are expected to rotate among member economies once
every three years.

Page 2 of 5 November 24, 2005



The Terms of Reference adopted at the 10™ AHWP Meeting of 24 November 2005, Malaysia

ASIAN HARMONIZATION WORKING PARTY (AHWP)

TERMS OF REFERENCE

e Any nominated member of any committee that is unable to attend may appoint
a proxy.

Support

Secretariat support for Working Party meetings and ongoing business of the group
will be provided by industry.

Meetings

The Working Party and its Technical Committees shall meet at regular intervals to
be determined by the group. However, the Working Party should meet at least
once every 18 months preferably in conjunction with the GHTF and at more
frequent basis for the Technical Committees. The Working Party and Technical
Committee members must agree to attend meetings on a regular basis. Meeting
locations may rotate based upon an agreed upon schedule.

Decisions

The Working Party and its Technical Committees shall operate on a consensus
basis in keeping with the GHTF model. The group will decide appropriate
procedures for arriving at a common position.

Technical Committee

The Technical Committee is established to provide a working level of regulatory
professionals that understand the work of the GHTF and the GHTF Study Groups
to support the AHWP in their achievement of their goals.

Major Roles for Technical Committee are:

- To plan and organize training

- To promote and recommend the implementation of the GHTF Final
guidance documents into the regulatory framework of the AHWP member
economies.

- To review GHTF working draft and proposed documents
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- To recommend feedback to the AHWP for communication to the GHTF
from an Asian perspective and

- To patrticipate in the various GHTF Study Groups and represent AHWP
member economies’ interests.

Membership in the Technical Committee will consist of one primary representative
from each AHWP member economy and one alternate representative. The
alternate representative will serve and participate when the primary is unable to
do so. A member of the technical committee may also be a member on the
working party.

The Technical Committee members must be:

1. Person(s), from government and/or industry, nominated to represent the
respective economy.

2. Able to fulfill the commitments and participate in approximately 2 meetings
annually.

3. A person possessing technical and regulatory expertise in the respective
economy.

4. Able to comprehend, speak and write in English.

The Technical Committee functions through the AHWP member economies’
representatives by undertaking detailed work activities or deliberate technical
issues, leading to recommendations for feedback or actions, which will be
reviewed and decided upon by the AHWP.

The measure of success of the Technical Committee is tangible evidence of
adoption and implementation of GHTF concepts, principles and guidance
documents in the various medical device regulations of the AHWP member
economies.

Change to Office Bearers

When there is a change in the office bearers in the Working Party or its Technical
Committees, an agreement shall be sought from the AHWP Chair and Co-Chair
and/or the Chair of the Technical Committee in the interim to replace the
incumbency by a person nominated from the incumbent member economy. To
ratify the change to office bearer, AHWP members shall at its next meeting
soonest affirm the incumbency or select a person amongst other nominations.
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Relationship to Trade Groups

The Working Party will investigate developments taking place within APEC and
other trade pacts such as WTO, ASEAN, ASEM or EU to identify areas of
compatibility and possible cooperation regarding standards and harmonization
activities.

Observers to AHWP and AHWP Technical Committee Meetings

In the spirit of communicating, sharing and spreading the harmonization approach
widely throughout Asia, all meetings are open to interested observers, on a space
available basis. All meetings will require registration and assistance in sharing the
costs of the event. We will attempt to accommodate as many observers as
possible. Observers must be from regulatory authorities, industry or conformity
assessment bodies.

It is our belief that the message of harmonization will be better facilitated and
implemented, with observers participating in the meetings.

We welcome all observers to participate in the meetings and provide the benefit of
their experience as the AHWP and its Technical Committees perform their roles
and responsibilities. However, observers may not be involved in decision making
nor participate in consensus determinations.
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AHWP
ASIAN HARMONIZATION WORK NG PARTY

Working towards medical device harmonization in Asia

AHWP WORK PROGRAMME FOR 2005 — 2007

Strategy

Activity

Expected output

Timeframe

Responsible M ember
Economy/TC/WG

1) Comparative study on the

existing medical device
regulations in AHWP Member
Economies

To review survey form from
ACCSQ-MDPWG

1) Malaysia to send out survey form
to all Member Economies

i) Member Economies to comment,
endorse and return comment to
Malaysia

To conduct the survey

i) Malaysia to send out finalised
survey form

i) Member Economies to return
survey form

iii) Malaysia to analyse, prepare and
print report

Finalised survey form

Printed report ready to be
sold in GHTF Conference,
Lubeck, Germany

End Dec 05

By Feb 06

By May
2006

Malaysia, Member
Economies

2)

Harmonisation of definition,
classification and nomenclature
of medical devices within
AWHP

To be defined after comparative

survey




Strategy Activity Expected output Timeframe | Responsible Member
Economy/TC/WG
3) Formalisation of a post Prepare draft proposal for post- Proposal paper to be By Sept 06 Singapore
marketing alert system market alert system presented in the next AHWP
Meeting, Korea
4) Capacity building through i) Prepare draft proposal on training | Proposal paper on training By Sept 06 Hong Kong industry
training strategy strategy to be presented at
In preparing the proposal, :26 next AHWP Meeting,
training plan for specific orea.
Member Economy and
development of training capacity
within AHWP need to be looked
into.
ii) Develop standard procedures for | Draft standard procedures By Sept 06 Secretariat, Korea,
organising meetings/conference/ | for organising meetings/ Singapore
training conference/training to be
presented at the next AHWP
Meeting, Korea.
5) Work towards a common i) Secretariat to request progress May 06 Secretariat, TC/WGO01
submission dossier in report from TC and prepare Decision on the strategy and
alignment with ASEAN project report for decision making work plan to firm up the
ii) AHWP to discuss progress report \é\g/r;éovr;?arndtscfpgommon Sept 06
at the next AHWP Meeting in opr )
K submission dossier
orea
6) Funding i) Chair to write letter to request for | Letter to request for funding | Dec 05 Chair/Co-Chair

AHWP funding

to companies, international
organisations




Strategy

Activity

Expected output

Timeframe

Responsible Member
Economy/TC/WG

i1) To work out structured
mechanism/process for funding
and prepare a proposal on AHWP
funding and its management

Suggestions on the sources of
funding include membership
fees, contributions from industry,
industry associations, specific
countries and meeting/ training
registration fees

Proposal of mechanism/
process for AHWP funding
to be presented at the next
AHWP Meeting, Korea

Sept 06
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