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February 20, 2006

Hanoi, Vietnam

Summary

The Life Sciences Innovation Forum (LSIF) Planning Group met on February 20, 2006 in Hanoi, Vietnam. Representatives from Australia, China, Indonesia, Korea, Malaysia, Mexico, Singapore, Chinese Taipei, Thailand, the United States and Vietnam participated in the meeting. The Chair LSIF PG welcomed new representatives to the group from a number of APEC economies, noting that it was impressive to see such senior LSIF representation at this meeting. The group reviewed the outcomes and recommendations of LSIF III and endorsements by Ministers, including priority areas for implementation of the LSIF strategic plan. The group also reviewed progress with already agreed implementation projects and suggestions for implementation projects in priority areas; agreed on a process for reviewing the LSIF Terms of Reference; called for nominations for the Chair and the industry Vice Chair of the LSIF; discussed possible mechanisms for determining the appropriate Life Sciences “champion” in interested member economies; discussed participation in ICH, including the recent invitation from ICH for LSIF to participate in the Q10 experts group; and, reviewed possible areas of contribution to the WTO/DDA. Vietnam informed the group that LSIF IV would be held in conjunction with SOM III in the period September 3-14.

1. Review of the Outcomes of LSIF III and the November 15-16, 2005 AMM Statement
In reviewing the outcomes of LSIF III and the November 2005 AMM, the Chair LSIF PG reminded the Planning Group of the high level of attention accorded by Ministers to the outcomes of LSIF III and their instructions to coordinate where appropriate with other APEC fora. She noted that 2005 marked the first year of implementation of the LSIF Strategic Plan; that a number of implementation projects endorsed by Ministers were already underway, including the biomarker and cohort projects under the guidance of Dr. Lee Hartwell; capacity building on medical device regulations; and certain ICH-related activities. New project proposals had been circulated for consideration by the group.

2. Implementation of LSIF III recommended priority projects

In the absence of Chile, Chair LSIF PG reported on the planned medical device regulatory seminar, which will be held on May 9-12, 2006 in Santiago (LSIF/002). She noted that this was the 3rd in the series of APEC funded seminars aimed at reducing redundancies in medical device regulatory systems. The previous two had been held in Singapore and the first in the 3rd series had been held in Bangkok in June 2005.  All of the three previous workshops were very well attended.  Trainers had been selected for the May seminar, many of whom had been involved in the Bangkok seminar. The organizers expect that three Latin American APEC economies plus other non-APEC members in Latin America will participate in the Santiago workshop. Chinese Taipei noted that it is Vice Chair of the Technical Committee of the Asian Global Harmonized Task Force (AHWP) of GHTF for this year and supported the initiative.

The Technical Advisor to the LSIF Vice Chairs briefed the group on progress with the biomarker and cohort projects led by the Chair of the LSIF Research Group, Dr. Lee Hartwell (LSIF/007). An Asian consortium led by Korea and the US has been formed for the Cohort project. Participants include representatives from China, Japan, Korea, Malaysia, Singapore, Chinese Taipei, Thailand and the United States. The fourth consortium meeting will be held March 31, 2006 in Washington DC, and the fifth meeting will be held in Singapore in September. The biomarker discovery project also was well underway. An international consortium has been formed with the aim of facilitating highly coordinated research and leveraging resources from around the world. The first consortium meeting was held in Seattle in October 2005. Research teams from APEC member economies participating in the project include: Australia, Canada, China, Japan, Korea, Mexico, Singapore, Chinese Taipei, and the United States. The next consortium meeting is planned for December 2-3, 2006 in Singapore. She noted that for both the cohort and the biomarker projects there was a need to assess capacity to participate in the projects, develop supporting infrastructure in participating economies, and ensure that participating economies appoint representatives to the LSIF Research Group.  Australia sought details of consortia participants. 

Thailand asked for clarification of how capacity assessments would be made, how research protocols would be developed, and, for the cohort, whether data would be pooled or also available to individual economies. The Technical Advisor undertook to discuss these aspects with Dr. Hartwell. Korea also undertook to provide clarification. Indonesia expressed interest in joining the Cohort and biomarker teams. Interested economies were encouraged to participate in the up-coming planning meetings of the consortia.

The group discussed three new capacity project proposals in priority areas supported by Ministers, which were submitted by industry for endorsement in principle by LSIF PG and the CTI. Two address harmonization priorities (LSIF/004, LSIF/008), the third (LSIF/006) addresses concern expressed at LSIF III about the growing problems of counterfeit drugs and medical devices, highlighted most recently in the context of Avian Influenza.  The Planning Group approved the project concepts in principle. The Chair called for potential co-sponsors and potential host economies for the proposed capacity building workshops to advise her by mid-March. Australia summarized the text of a letter dated 8 April 2005 from the Intellectual Property Experts Group (IPEG) convenor requesting that APEC subfora forward IPR issues and activities to the IPEG for expert consideration. The Chair noted that she had written to the IPEG and would now circulate the project proposal to the IPEG for preparatory comments for developing the appropriate face-sheets for submission to the BMC.  Thailand noted that the problems with counterfeit drugs are broader than intellectual property and expressed concern that the IPEG might direct the projects with different priorities than the LSIF.  Therefore LSIF should cooperate with IPEG and other appropriate groups. It was noted that only modest funds would be sought for these projects. Work of the WHO and other groups addressing this issue would be taken into account. Chinese Taipei volunteered to host one of the workshops for anti-counterfeit drugs and medical devices.

The Technical Advisor also reported progress with other self-funded projects, including the independently supported Early Health Index project, which seeks to examine health system resource allocations in relation to population needs. She noted that further progress would be presented at the June 2006 Pacific Health Summit in Seattle. 

Thailand indicated that it was preparing a project concept paper for submission to the LSIF PG on research in vaccines with a focus on avian influenza. Australia strongly recommended close coordination with the Health Task Force (HTF) and Task Force for Emergency Preparedness (TFEP) to ensure no duplication of work.

3. Criteria for Nomination of an LSIF Champion in each economy

The Technical Advisor introduced this topic by noting that in the case of high level projects, including the Biomarker and Cohort projects, the Early Health Index and other emerging projects including in access to capital, LSIF III had identified a need for a high level point of contact to champion LSIF activities in interested economies. Chair LSIF PG noted that a number of LSIF officers were extremely senior and needed high level points of contact. The United States explained that the Dr. John Marburger, Science Advisor to the President and Director of the Office of Science and Technology Policy would be an example of a desirable “champion” in the US context. It was noted that economies may have differing structures in terms of science and science policy advice. The group agreed that there was a need to determine the role and responsibilities of the Champion as well as further develop the criteria of the position. The Chair LSIF undertook to draw up a first draft for comment by end March. In the meantime, economies were asked to send the Chair LSIF details of their high level science policy advisory system so that the Chair could better develop the appropriate scope and criteria for intersessional comment by the Planning Group.

4. Review of LSIF Terms of Reference

The group agreed that a small group would review the LSIF Terms of Reference (TORs) as called for this year. The Technical Advisor was asked to circulate a marked up version of the existing TORs for intersessional review and comment by the Planning Group. Economies were asked to volunteer to participate in the TORs review. Korea and Thailand offered to participate.

5. LSIF Leadership Positions

It was noted that the Chair LSIF will have completed two terms in office at the end of 2006. The position of industry Vice-Chair was vacant. Nominations were sought for both positions. Australia asked whether the LSIF TORs provided for rolling terms. It was agreed that, in the review of the TORs, the leadership of the forum would be more precisely defined. Korea indicated interest in the Chair position. It was agreed that interested economies would submit nominations for review by the Planning Group at its next meeting and submission of a slate of candidates to LSIF IV.

6. ICH Representative Nominations

The Secretariat indicated that two nominations had been received for the staggered rotation position of LSIF representation to the ICH GCG. It was observed that one of these nominations was only partially completed. Australia sought clarification on the nomination timelines. Chair LSIF explained that the process would close end March and clarified that other nominations could be received in the interim. The Co-Chair of the LSIF Harmonization Group explained that LSIF also had been invited to nominate a representative to the ICH Q10 Experts Group on pharmaceutical quality. She undertook to draw up criteria for this position for intersessional review and comment. In the meantime the standing representative to the ICH GCG would also attend the Q10 meetings.

7. Outreach to Other APEC Fora

The group discussed the importance of coordinating with other APEC groups such as the IPEG, HTF and TFEP during the implementation phase of the Strategic Plan.  Noting the participation of important health and science agencies in the Planning Group meeting, the Chair noted that she had written to the Chairs of both the HTF and IPEG inviting them to send a representative to this Planning Group meeting, but the HTF was not meeting until later in the SOM I series of meetings and there was a conflict with the IPEG meeting. It was also agreed that a representative of LSIF would inform the HTF of LSIF priorities at the February 27 HTF meeting. Australia suggested coordinating the scheduling of LSIF Planning Group meetings with the HTF in the future to allow experts the opportunity to attend both meetings. It was agreed that the Secretariat would investigate the possibility of scheduling the LSIF PG and HTF meetings back-to-back. LSIF PG members should also ensure they coordinate with their own representatives to other groups such as the IPEG and HTF.

8. Contribution to the WTO

Chair LSIF PG drew attention to the need to discuss LSIF’s contribution to the WTO and the Doha Development Agenda (DDA), as this is an APEC priority for 2006.  The Chair noted that there were two aspects to this agenda item:  first, the work that LSIF was undertaking that supports the WTO, and, secondly, work ongoing in the WTO that is relevant to the LSIF agenda.  On the former, the Chair suggested that LSIF should identify specific implementation priorities that contribute to the trade facilitation, non-tariff barrier and other objectives of the DDA, such as development.   The Chair noted that it would be useful to inform the CTI of specific LSIF initiatives in each of these areas and undertook to draw up a list, which could be included in the Convener’s report for LSIF to be submitted at CTI2.  

With respect to work ongoing in the WTO that is relevant to LSIF’s work, the Chair drew attention to two initiatives in the WTO Non-Agricultural Market Access (NAMA) negotiations of interest.  The first was an initiative, on which the United States had tabled a concept paper on 5 December 2005, aimed at reducing non-tariff barriers to trade in remanufactured and refurbished equipment, including medical devices.  Refurbished medical devices, which are transformed into a “like new” condition and carry “same as new” warranties and full service support, cost 20-40% less than new equipment and can provide a sound alternative to high-cost new medical equipment.  The US WTO initiative would support the objectives of the Strategic Plan, particularly the recommendations on access to innovation in the health services area.  In addition, the initiative supports APEC’s efforts to combat infectious diseases, such as avian influenza, by providing a more affordable way to buy like new equipment.  

Secondly, the Chair drew attention to a tariff proposal about to be tabled in NAMA that would build upon the outcomes achieved in the Uruguay Round zero-for-zero agreements on pharmaceuticals and medical devices.  The Chair noted that although many economies had implemented zero tariffs in pharmaceuticals and medical devices as a result of the Uruguay Round initiatives, some economies still retain tariffs as high as 40% on pharmaceuticals and 30% on medical devices.  She drew attention to the fact that, where healthcare is funded by governments, such tariffs serve as a tax on governments.  The Chair also noted that the proposal would include options for special and differential treatment for developing economies.

9. Plans for LSIF IV
Vietnam confirmed the LSIF IV would be held during the SOM III period.  The Chair noted the importance of selecting a date quickly because of the senior level of industry, government and academic officials expected to attend.  It was also noted that it would be helpful to have the Health Task Force back-to-back with LSIF IV.

