8TH GLOBAL HARMONIZATION TASK FORCE CONFERENCE

REPORT OF ASIAN HARMONIZATION WORKING PARTY


On behalf of the Asian Harmonization Working Party (AHWP), let me first express our appreciation to the Global Harmonization Task Force (GHTF) for giving us the opportunity to provide an update on the progress of the AHWP at this plenary session of the 8th GHTF Conference.  We would also like to thank GHTF for once again including the AHWP meeting into the GHTF Conference programme.  This gesture is highly significant as it demonstrates clearly the support of GHTF for AHWP as a useful and important regional initiative for the global harmonization of medical device regulation.

2 The objectives of the AHWP are:

(a) to forge a common direction for the harmonization of medical device regulation in Asia;

(b) to encourage increased understanding on the benefits of harmonization; &

(c) to facilitate a linkage with GHTF.

7th Meeting of the AHWP in Singapore

3
The AHWP has met twice since our 6th meeting at Bethesda, Maryland last year.  The 7th meeting was held on March 3, 2000 in conjunction with the Seminar for Government Regulators/Harmonization of Medical Equipment Regulations sponsored by the Asia-Pacific Economic Cooperation initiative on medical devices.  The meeting was attended by regulator and industry representatives from eight participating economies.

4
A major milestone and achievement of this meeting was the finalisation and adoption of the Terms of Reference for AHWP which was first discussed at the 6th meeting at Bethesda.  With the adoption of the Terms of Reference, the commitment of AHWP to global harmonization and to the GHTF is now clearly defined and determined.  The Terms of Reference also provides a framework and procedures for the work of AHWP henceforth including the formation of Technical Committees to assist the Working Party in technical deliberations especially in relation to the work of the GHTF Study Groups.  The AHWP Terms of Reference has been circulated at this GHTF Conference.

5
Consequent to the adoption of the Terms of Reference, the 7th meeting decided that a call for nominations for the Chair and Vice-Chair would be made together with a call for nominations for the Technical Committee.  As a follow up to the 7th meeting, the representation to AHWP was also requested from all the Asian economies and the representatives of nine participating economies were confirmed.

8th Meeting of the AHWP in Ottawa

6
The 8th Meeting of the AHWP was held during the 8th GHTF Conference in Ottawa on 20 September 2000 and seven participating economies were represented.

7
By consensus, Dr Clarence Tan from the Ministry of Health, Singapore was elected to the Chair of AHWP for a three-year term.  Mr Edward Woo from Medtronic International Ltd in Hong Kong, China was elected as Co-Chair of AHWP also for a three-year term.

8
As for the Technical Committee, Mr Albert Li from Chinese Taipei was elected as Chair.  The meeting decided to have two Vice-Chairs and Malaysia (representative to be named) and Mr Jack Moore from Boston Scientific were duly elected.

9
The meeting discussed the agenda for the Technical Committee and decided that priority would be given to the documents from Study Group 1 of GHTF.  To facilitate the study and implementation of these documents, the meeting decided to look into the possibility of conducting a seminar with the assistance of SG1, if possible.

10
The meeting also decided that it would be beneficial for the Technical Committee to participate in the GHTF Study Group discussions as observers.  For a start, the Chairs of SG1 and SG4 have been approached and both have very kindly and willingly extended an invitation to AHWP to attend their next meetings.  It is the intention of AHWP to seek observer participation in all the GHTF Study Groups but this will depend on our resource availability.

11
The meeting re-affirmed that the consensus, recommendations and guidance documents of GHTF would serve as the basis for AHWP in working towards the development and harmonization of medical device regulation in Asia.  Over the next three years, AHWP will also work towards enlarging the base of participating economies so as to maximise the benefit of the GHTF harmonization process to Asia.

12
The meeting agreed that the 9th AHWP meeting will be held in conjunction with the 9th GHTF Conference in Barcelona, Spain, in October 2001 and that there should be at least one meeting of the Technical Committee before that.

Conclusion

13
Over the last two and the half years, AHWP has evolved from an informal forum into an organised and structured regional group of Asian medical device regulators and industry representatives with clear objectives and a common direction to achieve harmonization of medical device regulation in support of GHTF.  AHWP is strongly committed to communicating and cascading the GHTF process to Asia.  We believe that AHWP will add value to GHTF in furthering the cause of global harmonization in Asia and that we will prove to be effective as the preferred regional partner in Asia for GHTF.  We look forward to the continued strong support, collaboration and recognition of GHTF for AHWP which we believe will be critical for our success.

14 Thank you.

Dr Clarence Tan (Ministry of Health, Singapore)

Chair

Asian Harmonization Working Party

21 September 2000
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