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Report of the Life Sciences Planning Group:  February 24, 2005

1.  The LSIF Planning Group met in Seoul, Korea on February 22 to discuss ways of implementing the Life Sciences Innovation Strategic Plan endorsed by Ministers and Leaders in November 2004 in Santiago. Representatives from Australia, Canada, Chile, China, Indonesia, Korea, Mexico, Chinese Taipei, Thailand, the United States, and Vietnam participated in the meeting.

2.  The Chair reviewed the outcomes of the Strategic Plan and thanked Chile for leading the effort to seek Ministerial and Leaders endorsement of the plan. Implementation models presented at LSIF II in Penang were reviewed and discussed.  It was agreed that the revised Life Sciences Readiness Assessment template would form the underpinning of implementation of the strategic plan and that because of the broad scope of the plan, one or two priority projects from each of the four areas of the life sciences value chain should be moved forward in 2005. 

Life Sciences Readiness Assessment (LSRA) Template

3.  There was discussion on a revised LSRA template based on the Strategic Plan, which had been circulated prior to the meeting.  Economies were asked to comment by May 1, 2005.  Thailand indicated that it was planning to conduct a further comprehensive readiness assessment based on the finally agreed template. Chinese Taipei observed that the revised template was a significant improvement and was currently being circulated for comment within various agencies. The Chair asked economies to signal their interest in conducting assessments so an appropriate budget could be prepared for providing expert facilitators.

Priority Implementation Projects

4.  The Planning Group discussed options for priority projects, including:

Research: Economies would consider participation in Dr. Lee Hartwell’s biomarker and research cohort for the early detection and prevention of disease. Interested economies were asked to notify the Chair LSIF Planning group of their interest in participating in this project. Thailand reported on a related planned project involving genomic studies of post-traumatic stress disorder in the wake of the Tsunami.

Development: Capacity building in GCP’s according to international best practices, including WHO and ICH guidelines. Canada expressed support for initiatives focused on GCP and GMP in a regional development group. Canada and the US reported on various capacity building programs they had conducted in that regard and the US invited interested economies to indicate an interest in participating in any future training sessions.  The Chair drew attention to the various Global Harmonization Task Force (GHTF) training programs aimed at helping economies harmonize regulatory regimes for medical devices, including the APEC funded GHTF workshop in Thailand June 13-17, 2005.

Manufacturing and Marketing: Capacity Building in GMP’s. 

Health Services: Transparency, stakeholder outreach, and inter-agency coordination needed to achieve a holistic approach to regulatory and policy development and decision-making for life sciences innovation. Thailand indicated that its planned Ministerial-level meeting/Cabinet level forum would focus on capacity building in this area. The US reported on its January 26 LSIF Committee meeting for life sciences coordination among US agencies, industry and academia. The Chair suggested that LSIF also look at ways of implementing APEC’s Transparency standards and feeding in to the APEC senior officials IPR agenda and capacity building proposals. Chile sought clarification on the role of accreditation in health services and the specific reference to quality assurance programs in the strategic plan was noted. Canada emphasized the importance of choosing the appropriate model, and encouraged the LSIF to focus on achievable, high-value topics. Canada also stressed the importance of ownership of the implementation of harmonization initiatives at the individual economy level. 

5.  The Planning Group was briefed on possible ways of implementing the Strategic Plan’s directive for interested economies to examine the development of a regional venture capital fund.  It was noted that Dr. Kim Tan (Malaysia), formerly chair of the LSIF Research Group, had submitted some options through the LSIF Planning Group Chair. Interested economies were asked to consult with their representative to the Finance Ministers Technical Working Group and provide comments by May 1, 2005. 

Ministerial-level Meeting

6.  Thailand briefed the Planning Group on the proposed Cabinet-level forum on Life Sciences Innovation Capacity Building tentatively scheduled for early July 2005. The Chair noted that a date needed to be chosen quickly as Ministers’ calendars filled up quickly. Thailand noted that all economies would be invited, although part of the focus on the agenda would be ASEAN-related in terms of the post-traumatic stress disorder project developed in the wake of the Tsunami. Other agenda items would focus on examples of an integrated approach to life sciences regulatory and policy and stakeholder outreach. Thailand clarified that the output of the meeting would not be the subject of a separate Ministerial statement; instead the results would be reported to LSIF III. It was agreed that a small group would meet virtually to discuss and further refine the agenda and begin drafting the report from the meeting. 

Structure of LSIF

7.  The Chair noted that Thailand had indicated it would remain as Chair of LSIF and the three Vice Chairs had confirmed their continued participation. Dr. Lee Hartwell had offered to Chair the Research Group, which was an honor for LSIF. It was also noted that Dr. Kim Tan had graciously offered to lead the Expert Task Force that Ministers and Leaders instructed LSIF to establish to develop options for consideration by economies individually and collectively for the development of such a fund. Economies interested in participating in the Expert Task Force are asked to signal their interest to the Chair LSIF Planning Group by April 15 and provide an appropriate point of contact. 

ICH GCG Participation

8.  Attention was drawn to the revised ICH participation and selection criteria. Canada indicated that the ICH GCG co-chairs supported the revised criteria, which they believe could be used as a model for other initiatives. Canada also encouraged other economies to come forward to express their candidacy as LSIF representative to the ICH. The Chair asked economies to provide any comments on the revised criteria by March 21, 2005. There was discussion of participation in the spring meeting of the ICH GCG. Thailand indicated that Dr. Pakdee was prepared to participate in that meeting. Korea indicated that Dr. Min would continue to represent LSIF at the ICH GCG.  The LSIF Chair will consider candidates for the fall meeting and interested economies should submit nominations based on the finally agreed criteria.

Expert Working Groups

9.  Thailand noted that it did not intend to hold a Technical Working Group on the LSRA’s in the second quarter of 2005. The Chair noted that Dr. Hartwell had offered to convene a meeting of the Research Group in the margins of the June 8-11 Pacific Health Summit in Seattle and that other expert groups, such as the Development Group might consider convening at that time to discuss clinical trials/GCP capacity building.

Outreach
10.  LSIF participation in the up-coming independently supported Pacific Health Summit was discussed. It was agreed that the Chair LSIF should represent LSIF at this high-level Summit. Outreach to APEC groups such as the ISTWG and HTF would be conducted. LSIF Planning Group Chair (or representative of the Chair) would report on Strategic Plan outcomes and planned implementation.

LSIF III

11.  Korea reported that Dr. Hartwell had met with President Roh on February 19 and he raised the issue of Korea hosting LSIF III before SOM III. Korea was considering the matter and the results of inter-agency consultations would be reported intersessionally.

Other business
12.  Vietnam submitted a paper for information of LSIF on a proposed investment seminar for June 2006, with the objective of inviting multinational corporations to discuss the necessary environment for investment in developing economies. Vietnam agreed to clarify the scope of the seminar and the extent to which life sciences innovation would be incorporated so as to determine the appropriate working group or sub-forum responsible for championing this seminar.

