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Report of the Life Sciences Innovation Forum (LSIF) Planning Group

January 22, 2007

Canberra, Australia

Representatives of Australia, Canada, Chile, China, Indonesia, Korea, Mexico, New Zealand, Peru, the Philippines, Singapore, Chinese Taipei, Thailand and the United States met in Canberra on January 22, 2007 to discuss plans for the fifth Life Sciences Innovation Forum (LSIF V), review progress with implementing LSIF IV recommendations, ICH issues, cooperation with other APEC fora, and administrative matters. The Planning Group was joined by Government Co-Chair Dr. Pakdee Pothisiri, Academic Co-Chair Dr. Peter Sheehan, and by the head of Australia’s delegation to the APEC Finance Ministers process, Kim Salisbury from the Australian Treasury. The CTI Chair also briefed the group on CTI priorities, commenting that LSIF work on investment, harmonization of standards, anti-counterfeiting, transparency and regulatory reform and its commitment to public private partnerships provide useful contributions to CTI work streams. Peru commented that there was a need for the CTI to examine new technologies and innovations such as those discussed at the LSIF.

Key time-sensitive action items include:

· Preparation by the LSIF Leadership of a draft concept paper on the Dialogue with Finance and Health Senior Officials by February 16

· Consultation by LSIF representatives with their finance and health officials on the 2007 Dialogue between LSIF Experts and Finance and Health Senior Officials

· Expressions of interest in public-private partnerships sought from economies

· Comments on the draft agenda for the anti-counterfeiting workshop by February 12

· Comments on the two additional proposals from Thailand by February 16

· Circulation to the CTI by the Secretariat by February 23 of the request for Dr. Dong Sup-Kim to accompany Dr. Ding Jinhua to the April meetings of the ICH

· Comments on the ICH Step 2 Guidelines for Pharmacogenomics by February 16

· Comments on the draft LSIF V program by February 15

1. Review of Outcomes of LSIF IV and the November 2006 AMM and AELM  

The Planning Group Chair welcomed Dr. Pakdee, Dr. Sheehan and Kim Salisbury to the meeting. She summarized the key recommendations of LSIF IV as endorsed by Ministers, noting in particular the need to start planning for the Dialogue in 2007 between health and finance senior officials and LSIF experts, endorsed by Ministers and Leaders. She also observed that representatives of industry and academia were looking for partners for the public private partnerships (PPPs) endorsed by Ministers in the areas of disease management and wellness; enablers of investment; and, assessments of research capacities. She noted that Ministers also had encouraged broad participation in the APEC supported LSIF projects currently underway. These include projects in for capacity building in good clinical practice, training in ICH quality guidelines, and training to combat the counterfeiting of medicines and medical devices, and the self funded project on convergence of certificates of pharmaceutical product.   

2. Plans for the Dialogue between LSIF Experts and Health and Finance Senior Officials
The Chair noted that the AMM in 2006 “endorsed the [LSIF] recommendation for a Dialogue in 2007 between LSIF experts and Finance and Health 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.” She invited Dr. Peter Sheehan to speak to this item. 

Academic Co-Chair Dr. Peter Sheehan reviewed the challenges identified by LSIF IV as requiring an integrated approach by health, science, finance and economic/trade officials. These were the challenges of infectious and chronic diseases and ageing populations. He noted that APEC Finance Ministers also had identified the economic challenges of infectious diseases and ageing populations as a medium term priority. LSIF IV was particularly interested in examining  the role of innovation – how investment in innovation could be most effectively and efficiently placed in a health system to help meet these challenges. As an example, Dr. Sheehan cited the LSIF view that there was a need to examine the value proposition of a shift to an early detection, prevention and early intervention model of health system resource allocation. The role of innovation at all levels – from simple to sophisticated in the development and application of knowledge – could be key in this model. Similarly, LSIF had advocated, and Ministers had endorsed, the establishment of public-private sector partnerships to help address the challenges in key areas of disease management and wellness, enablers of investment in innovation (resources and policy), and to assess research capacities in the region as part of a drive to cooperate in medical life sciences research and development.

The Planning Group discussed possible options for the dialogue in 2007. Dr. Sheehan observed that the preferred option would be in the margins of the July 30-August 3 Finance Ministers meeting in Coolum. Japan’s Finance Minister, His Excellency Koji Omi was very interested in this type of dialogue and setting it in the margins of the Finance Ministers meeting might better allow interested Ministers to catch some of the meeting. Chile and the Philippines strongly supported the dialogue between LSIF experts and health and finance senior officials. The Chair of the LSIF Planning Group noted that she expected the Dialogue would run for at most a half a morning, with outcomes reported to Finance and Health Ministers and the AMM as appropriate. 

Australia (Treasury) as head of the delegation to the APEC Finance Ministers process indicated that the Finance Ministers agenda was driven by member economies and was focused on three key priorities: macroeconomic developments (energy and investment); government expenditures and taxation; and capital markets development. He noted that the issues raised by the Academic Co-Chair were important to Finance Ministers and officials but APEC LSIF would need to add value to the debate for the Dialogue to be meaningful.  There might be some work done this year on fiscal space – where governments get the best value for expenditures. Australia noted possible difficulties in scheduling this meeting to involve health and finance Senior Officials in terms of the commitments of the Health Task Force and the June 6-8 Health Ministers meeting.

Action

It was agreed that interested economies would advocate for the Dialogue in 2007 with their finance ministries and that the LSIF leadership would develop a short concept paper by mid-February for sign off by the Planning Group and transmittal to finance and health Senior Officials. 
3. Plans for the Establishment of Public Private Sector Partnerships.

The Technical Advisor to the Co-Chairs indicated that industry had expressed interest in launching public private sector partnerships both in disease management and wellness and in the enablers of investment in innovation this year. Expressions of interest from volunteer economies were sought. It was hoped that once expressions of interest were received, concepts could be presented at LSIF V in Adelaide. She also noted that Dr. Hartwell’s group was interested in developing ways of assessing research capacity in the region. Ideas would be presented at LSIF V in Adelaide.

4. BMC Approved Projects 

Thailand noted that it was planning for the final version of the GCP workshop for Drug Regulatory Authorities (2007/SOM1/LSIF/011) for budgeting in 2007-2008. Thailand, the United States and Vietnam were asked to provide points of contact for the work shop. The draft agenda would be circulated shortly by Thailand for comment. It was noted that this project was of direct interest to the Health Task Force. Canada indicated that there should be joint sponsorship between the HTF and LSIF.

Chile noted that it was currently working on GCP in the context of clinical trials, but was also interested in looking at the regulatory aspects of clinical trials.

The United States and Singapore presented plans for the Anti-counterfeiting workshops in 2007. A draft agenda had been circulated. Comments were requested by February 12, 2007. Although initial indications that the first workshop would be held in June, it is now more likely September 2007. 

Korea provided an update on the planned training work shop on ICH quality guidelines, noting that it was currently planned for September 13-14, 2007 in Seoul in conjunction with BIO Korea 2007 (September 12-14). This would attract participants from the global bio industry.

Chinese Taipei indicated that it was planning to host the Certificate of Pharmaceutical Product workshop as a one-day seminar in Taipei at the time of the APEC Pharmaceutical Regulatory Networking meeting.

Thailand introduced two additional proposals for consideration by the LSIF Planning Group. (1) an AIDS Disease Management System (2007/SOM1/LSIF/010a) and (2) and APEC Regional Enhanced Animal Disease Surveillance project (2007/SOM1/LSIF/009). Project facesheets would be developed for these projects. The group discussed the relevance of these projects to other APEC groups such as the Health Task Force and the Agricultural Technology Cooperation Working Group. The Philippines and Korea indicated support for co-sponsorship of the animal disease surveillance project with the HTF and ACTWG. Chile indicated interest in the AIDS disease management system proposal. It was noted that project proposals would need to be prepared by Thailand for submission to the BMC for funding in 2008. If TILF funds were sought, the finally agreed facesheets would need to be with the CTI in April. The Secretariat would clarify the process for funds sought from the Support Fund.

Comments were requested on both proposals by February 16. It was agreed that they would also be referred to the Health Task Force and ACTWG with LSIF support, pending the receipt of comments.

The LSIF Planning Group Chair also alerted the group that there would likely be another round of GHTF training workshops in 2008.

5. ICH Developments

The LSIF representative to the ICH, Dr. Ding Jianhua discussed developments in ICH of relevance to LSIF, including GLP and GCP and the role of regional health initiatives. He noted that ICH 7, originally scheduled for March 2007 had been postponed. However, the Expert Working Groups and the Consultative Groups would still meet, with the next meeting scheduled for April in Belgium. It would be helpful if ICH representatives were invited to participate in LSIF activities, for example, when an economy was hosting an LSIF work shop of relevance to ICH, a speaker could be invited from ICH.

Thailand noted that LSIF had proposed that ICH be represented at LSIF V and Canada confirmed that Mike Ward, GCG Co-Chair was interested in presenting on harmonization initiatives. Economies interested in getting an ICH speaker to their hosted forums should channel requests through the Chair LSIF Planning Group. 

With respect to the request from the ICH for comment by APEC member economies on ICH Step 2 Guidelines for Pharmacogenomics, it was agreed that member economies would channel their comments through the Chair of the LSIF Planning Group. As ICH requested comments by February 28, the Chair asked for comments to be sent to her by February 16, 2007. It was further agreed that all future comments responding to ICH requests for comment also would be channeled through the Chair, rather than member economies responding directly with the ICH in that regard.
The Planning Group confirmed the nomination of Dr. Dong Sup Kim of the Korea Food and Drug Administration and the alternate representative to accompany Dr. Ding to the April ICH meetings. The request will be circulated to the CTI by the secretariat by February 23, so appropriate arrangements can be made.

Thailand further suggested, and the group agreed, that the ICH GCG representative could participate in the ICH Q10 Expert Group meeting.

6. LSIF Leadership Positions

The Planning Group confirmed the nominations by the LSIF Leadership of Dr. Leslie Mancuso, President and CEO of JHPEIGO and Professor Kyeong-Ho Lee, Inje University, to the Board of LSIF. 

Thailand indicated that it wanted to nominate Dr. Nilsuwan Leelarasamee, Vice President and Group Leader of Golden Cup Pharmaceutical Company to the Board of LSIF. His biography was subsequently forwarded to the Chair of the LSIF Planning Group for circulation to the forum’s leadership. Dr. Nilsuwan’s candidacy will be discussed at the leadership meeting at LSIF V.

7. Contributions to the WTO

The Planning Group Chair noted that work was progressing on determining on whether and how the WTO Doha Round would be re-started. In the meantime, the work of the LSIF in standards harmonization and tariff and non-tariff barriers would continue to be progressed. She noted that a presentation had been made to the Market Access Group on January 21 on re-manufactured products including medical devices, showing that high-quality remanufactured medical equipment can provide substantial cost-savings, helping national governments stretch public health dollars and making modern healthcare more accessible to millions of citizens.
8. Outreach to Other Fora

The Technical Advisor to the Co-Chairs noted that she had made a short presentation to the HTF on the outcomes of LSIF IV. This appeared to have been well received. There were good synergies between the two groups. It was agreed that the Chair of the Planning Group would continue to inform the Chair of the IPEG and the Chair of the HTF about the work of the forum.

9. Plans for LSIF V

Australia indicated that LSIF V would be held April 19-20 in Adelaide. Two venues were being considered, one of which was the Hilton Hotel. The Technical Advisor to the Co-Chairs noted that the venue would need to be confirmed as soon as possible so that eminent persons could make plans. Invitations would need to be sent no later than mid-February to assure top level participation. The Secretariat will place a “save the date” notice on the APEC website main. Economies were asked to comment on the draft program (2007/SOM1/LSIF/006) by February 15, after which time, the program also would be posted on the main website.
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