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Summary

Representatives from Australia, Chile, Indonesia, Korea, Mexico, Papua New Guinea, Peru, Chinese Taipei, Thailand and the United States met in Cairns on June 25, 2007 to review the outcomes of the 5th Life Sciences Innovation Forum; endorse the report and recommendations of the forum and the implementation status report; review progress with existing implementation projects and consider new project proposals; consider ways of implementing LSIF V recommendations; discuss representation at the International Conference on Harmonization and APEC outreach and; review other administrative matters. 

The Planning Group endorsed the LSIF V report and recommendations (2007/SOM3/LSIF/002) and the Status Report to Ministers and Leaders on the Implementation of the LSIF Strategic Plan (2007/SOM3/LSIF/003) and requested that the CTI endorse these two reports for transmittal to the SOM for endorsement and subsequent transmittal to Ministers and Leaders at their meetings in Sydney in September 2007. 

The Planning Group also approved two proposed implementation projects for TILF funding:

1. Regional seminars for Government Regulators: Harmonization of Medical Device Regulation (2007/SOM3/LSIF/004)
2. Anti-counterfeiting of Pharmaceutical Products and Medical Devices: Training Seminars for Government Officials and Relevant Stakeholders (2007/SOM3/LSIF/005)

The group requested that the CTI endorse these two projects in principle for submission to the BMC.

Report
1. Review of Outcomes of LSIF V and Consideration of the draft reports to Ministers and Leaders
In reviewing the outcomes of LSIF V, the Acting LSIF Planning Group Chair noted that an interim report of the forum had been submitted to CTI2 in Adelaide. The forum in Adelaide continued its tradition of extremely high level participation, with a number of senior Ministerial advisers, eminent scientists and health policy experts including from Australia, China, Indonesia, Korea, Malaysia, Chinese Taipei, Thailand and the United States. The draft report was circulated to the LSIF Leadership and the Planning Group on May 24 for comments, with the draft final circulated to the Planning Group on June 18. Key recommendations included that APEC undertake in 2008 a multidisciplinary study, coordinated, by LSIF on the role of and returns to economies from investment in health innovation; continued dialogue between LSIF experts and health and finance senior officials; the establishment of frameworks for public private partnerships; assessment of scientific and regulatory capacities; assessments of the impact of non-health policies such as taxes and tariffs on the development and uptake of effective innovation.
The Planning Group endorsed the reports and recommendations and agreed to establish small groups to develop the framework for public private partnerships (PPPs) and the terms of reference for the multidisciplinary study.  
In reviewing the status report to Ministers and Leaders on implementation of the LSIF strategic plan, the Acting Chair of the LSIF Planning group noted that the Leadership had requested this report in advance of the review of the LSIF Terms of Reference in 2008. The report was a factual documentation of the many impressive accomplishments of the forum. The Planning Group endorsed the report and recommendations.

2. Dialogue Between Health and Finance Senior Officials and LSIF Experts 
The Acting Chair of the LSIF Planning Group noted that in 2006 Ministers had endorsed the LSIF IV recommendation for a dialogue in 2007 between LSIF experts and health and finance senior officials to discuss innovative approaches to the health dimensions of economic challenges in the region, including the risk of infectious disease pandemic, chronic disease and ageing populations. A concept paper had been prepared by the LSIF V for the May 9-11 FSOM in Melbourne. He observed that technical and other difficulties, including short notice resulted in the FSOM rejecting the forum’s request to hold this dialogue in the margins of the FMM. It was suggested that Peru examine the prospect of a briefing by LSIF experts at the December 2007 FSOM in December with a view to holding a combined meeting of interested health and finance senior officials and LSIF experts in 2008. 

Indonesia and Peru observed that the challenges proposed for discussion, in particular ageing demographics were of interest to their economies. Chile suggested that a scoping paper and agenda be prepared by LSIF in advance of the December FSOM, which directly addressed issues of concern to the finance officials and which were on their agenda. This could include a questionnaire to health and finance officials in APEC economies to identify the specific concerns that the two Ministries have regarding these challenges.  It also was suggested that Korea, as leader of the ageing item in the FSOM work plan, be approached for support. Because of the continued high level of interest in this dialogue and the need to fulfill Ministerial instructions, Planning Group members were encouraged to enter into discussions with their finance and health officials. 
3. Plans for the Establishment of Public Private Sector Partnerships/Multidisciplinary Study
Australia, Mexico, Peru, Chile, Indonesia and the United States indicated interest in participating in these groups. Indonesia and Chile suggested expanding the scope of the PPPs to include a range of partnerships, including those already in existence, in the health sector. Interested economies undertook to provide examples of PPPs in their economies by end August. The Technical Advisor to the Co-Chairs agreed to have a first draft of the PPP framework and the terms of reference for the multidisciplinary study by mid-October for intersessional review by the small groups. The goal would be to have the frameworks and terms of reference for the PPPs and study respectively agreed for consideration by the LSIF Planning Group at SOM I 2008.

4. BMC Approved Projects
Thailand reported that plans for the training workshops on Good Clinical Practice were well underway. Details would be sent intersessionally. The goal was to hold the workshops in the fall of 2007. The United States indicated that it was working with the Singapore Health Authority on the first in the series of anti-counterfeiting workshops, which was scheduled for September 9-11, 2007 in Singapore. Details of this workshop are in document 2007/SOM3/LSIF/006. The United States indicated that there was a slight possibility that the September workshop might be delayed until early 2008 pending resolution of certain logistical issues. Full details would be provided through a link on the APEC website. Korea provided a detailed update on progress with the organization of the International Conference of Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH) Quality Guidelines workshop which would be held September 13-14 in Seoul in conjunction with BIO Korea 2007. Although the workshop was originally focused only on ICH Q8 (Pharmaceutical Development) and Q9 (Risk Management) quality guidelines, the speakers had also suggested adding Q10 (Systems Management). Chinese Taipei provided a progress report on the organization of the Certificate of Pharmaceutical Product training workshop, which would be held on November 26 in Taipei in conjunction with the annual Symposium of the APEC Network on Pharmaceutical Regulatory Science. Korea and Chinese Taipei were asked to provide further details electronically for circulation to the Planning Group.

The United States introduced two further proposals for TILF Funding. These were (a) the 2008 series of anti-counterfeiting workshops to be held in Latin America (2007/SOM3/LSIF/005); and (b) a proposal for a further series of capacity building work shops for Medical Device Regulators (2007/SOM3/LSIF/005). It was noted that the Planning Group and the CTI had already approved the anti-counterfeiting workshops in 2006, however the BMC had requested that a funding proposal be submitted separately for the Latin American series. The Planning Group approved both proposals for transmittal to the CTI for endorsement. 
The U.S. representative working with the project overseer would confirm cosponsorship in advance of the CTI meeting, June 29-30.  It was noted that cosponsorship should not be assumed without the explicit consent of LSIF Planning Group representatives.

5. ICH Developments
The Planning Group agreed that Dr. Ding (China) would be requested to provide a report on the May 6-10, 2007 ICH meeting in Brussels. It was also suggested that, as Dr. Ding had not been able to attend the ICH Global Cooperation Group (GCG) meeting in Chicago in 2006, he continue to represent LSIF at the ICH GCG through the next meeting in Yokohama, Japan in order to complete his complement of three meetings. Dr. Kim (Korea) would be then become the lead representative to the first meeting in 2008. In the mean time, a request would be circulated intersessionally for economies to nominate a replacement candidate for participation in the ICH GCG beginning in the first quarter of 2008. These nominations would be considered at the LSIF Planning Group meeting at SOM I 2008. The secretariat was requested to begin the process of seeking CTI approval for Dr. Ding and Dr. Kim to attend that October 27-November 1, 2007 ICH meetings in Yokohama.
The Planning Group agreed that the LSIF representative to the ICH-GCG meeting would also attend the ICH Q10 Expert Working Group meeting, as requested by ICH.

6. LSIF Leadership Positions

It was noted that H.E. Suwit had agreed to continue to remain as Chair of the LSIF until a suitably qualified Cabinet level or equivalent candidate had been found. Economies were asked to submit nominations for the Chair of LSIF, for consideration at SOM I 2008. It was also noted that Dr. Leslie Mancuso, the CEO of JHPIEGO and Dr. Kyeong-Ho Lee, President of Inje University had been confirmed as Board members of the LSIF. 

7. Contributions to the WTO

The Planning Group discussed the prospect of following up on LSIF IV and V discussions and recommendations on the impact of certain tariff and non-tariff barriers to pharmaceutical and medical devices. It was noted that there were suggestions that these barriers often inhibited access to innovative drugs, especially for vulnerable populations. Chile and Indonesia supported a suggestion that the LSIF compile an inventory of these barriers in the region with a view to examining their impact.  The Technical Advisor to the Co-Chairs agreed to work with Chile and Indonesia on developing an inventory of these barriers, with a view to developing a plan for consideration at the LSIF Planning Group meeting at SOM I 2008.
8. Outreach to Other APEC Fora

The Planning Group discussed the need for coordination between the LSIF and the new Health Working Group. It was noted that the LSIF focused on medium to long term solutions to challenges, whereas the Health Working Group addressed more short term immediate priorities in infectious disease and e-Health. The Planning Group strongly recommends that, where possible, the LSIF and Health Working Group meetings be held back-to-back so as to enhance the synergies between the two groups.

Australia briefed the Planning Group on the outcomes of the June 7-8, 2007 Health Ministerial Meeting in Sydney. The meeting was extremely interactive, with a focus on building the region’s investment into a sustainable response to pandemic health threats. It was clear that a multi-sectoral response was required and there was a need to guard against “pandemic fatigue”. 

The Technical Advisor to the Co-Chairs reported on the independently supported Pacific Health Summit, held in Seattle June 11-14, 2007. The Summit focused almost exclusively on infectious disease pandemics, specifically the risk of an influenza pandemic. There was very high level attendance including WHO Director General Margaret Chan. The establishment of a WHO pandemic vaccine stockpile was announced at the Summit, along with industry contributions to that stockpile.

Korea observed that in response to the various forums discussing health issues (LSIF, HWG, PHS), Korea had established a domestic health forum, drawing in stakeholders and legislators. The Planning Group requested that Korea present details of its domestic forum at LSIF VI as a possible model for domestic coordination.
9. Plans for LSIF VI
Peru undertook to provide details intersessionally of plans for LSIF VI. The Planning Group strongly recommended that APEC revert to the original schedule of two planning group meetings before the forum (SOM I, SOM II), with LSIF at SOM III. Indonesia and Chile advocated a clear link in time between the LSIF and HWG meetings so participants could take advantage of both meetings and reduce travel costs.
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