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Report of the LSIF Planning Group
Representatives from Canada, Chile, China, Indonesia, Korea, Mexico, Peru, Chinese Taipei, Thailand, and the United States met on May 23, 2008 in Arequipa, Peru to discuss progress with the LSIF work plan, on-going projects, new project proposal ideas, and plans for LSIF VI.

1. Review of Developments

The Chair of the LSIF Planning Group noted that this was the last meeting before LSIF VI would be held August 14-15, 2008 at the National Museum in Lima. It was thus important for the group to review progress with the various projects in the 2008-2009 work plan, which would be considered at LSIF VI, and to discuss potential speakers for the LSIF VI program.  
2. 2008-2009 Work Plan

a. LSIF Investment in Health Innovation Study.

The Technical Advisor to the Co-Chairs reported on progress with the study called for by Ministers in 2007 on the benefits of investment in innovation in health systems. Collaborating authors are Academic Co-Chair Professor Peter Sheehan, Director of the Center for Strategic Economic Studies (CSES) at Victoria University, Melbourne, Australia and LSIF Board member Professor Zheng Xiaoying, Director of the Institute of Population Research (IPR) at Peking University, China. They are supported by CSES and IPR research teams. The two groups met in Beijing on April 19, 2008 to develop the joint research program. Advice also is being sought from Dr. Colin Mathers of the Evidence and Information for Policy Cluster of the WHO, and from health policy experts in a number of APEC economies. The teams are working to provide a first draft of the study by June 20, 2008 for review by the LSIF leadership and by APEC member economies. A final draft will be prepared by July 25, 2008 for final review and consideration at LSIF VI. Planning Group members are requested to identify senior health and innovation economists and policy specialists who would be prepared to discuss the findings during a panel session at LSIF VI. 

The study will consist of five components:

· The Emerging Context – which will describe the future context for health innovation in APEC economies;
· The Diversity of Innovation – which will document the diversity of forms of present and future innovation, using a broad definition of innovation in health;

· Evidence on the Return on Health Innovation – available evidence in both developed and developing economies;

· Modeling the Return on Investment in Health Innovation – special attention to the impact of health innovation on labor supply and productivity, financial viability and individual welfare.
· Facilitating Innovation – an analysis of policy initiatives, taking into account the diversity of economies in APEC, that a required to facilitate investment in the required health innovations.

b. Enablers of investment. 

The Planning Group reviewed the draft enablers of investment checklist (2008/SOM2/LSIF/003), prepared in response to the Ministers request in 2006 to establish public-private partnerships (PPPs) to develop, among other things, action plans on enablers of investment in life sciences innovation. LSIF V recommended that LSIF develop frameworks for these PPPs. The checklist was developed to identify capacity building needs and thus better inform the development of PPP frameworks. The Planning Group Chair indicated that the draft checklist drew on elements of the LSIF Strategic Plan and useful guidance from the LSIF Readiness Assessments of 2004 and 2005, useful feedback from Thailand and Chinese Taipei (as volunteer economies in 2004) and the facilitators who had identified a need for metrics to better guide economies on the identification of gaps and capacity building needs.  Comments on the draft checklist are requested by July 15. 
Economies are asked for suggestions for additional metrics in the research and development and open and competitive markets section of the checklist. The Planning Group also would be interacting with the Investment Experts Group on the development of additional metrics. When finalized at LSIF VI, economies would voluntarily undertake the exercise with an independent facilitator, possibly starting with Singapore as the host in 2009 and Japan as the host in 2010.  Developing economies would be encouraged to volunteer to undertake the exercise. Project proposals would be developed to assist with facilitator costs in 2009 and 2010. 

Thailand indicated that the checklist appears to be a good platform for economies that wanted to assess if they were ready for investment in life sciences innovation. 

c. Community Health Care for Ageing Societies in urban areas: holistic care for all ages (Bangkok Model 7 Model). 
Thailand provided an update on this project proposal 2008/SOM2/LSIF/006, which has strong support. Korea, the United States and Peru agreed to co-sponsor the project. China and Chinese Taipei indicated strong support. Chinese Taipei will seek guidance on co-sponsorship. The United States indicated that the model reflects valuable and innovative thinking and that it believes that the Bangkok model fits into LSIF strategic plan and goals. It recognizes the linkage between socio-economic and health outcomes; and addresses vulnerable and elderly populations. The interdisciplinary team approach fits with the LSIF recommendations for a holistic approach, focuses on strengthening linkages between the formal and informal sectors; and, brings in government, industry and academia. The Technical Advisor to the Co-Chairs briefed the Planning Group on a high level discussion focusing on the Bangkok model that was held on April 29 in Bangkok with industry, government and leaders of the Thai medical community and patient groups.
d.  Products from Adult Stem Cells
Thailand reported on the proposed concept paper circulated at the February 2008 LSIF Planning Group meeting on quality control and quality assurance (QCQA) for products from adult stems cells, which will be discussed at LSIF VI. The goal is to anticipate the technological advances that may make these products more widely available. In 2009, Thailand may propose a workshop or conference on QCQA for these products with APEC funding. Economies are asked to nominate senior level QCQA experts to participate on a panel on this subject at LSIF VI.
3. Future work program 

The Planning Group, led by the Technical Advisor to the Co-Chairs, reviewed the draft program for LSIF VI (2008/SOM2/LSIF/007), which, in addition to discussion of the two major investment projects, will have a significant regulatory harmonization focus.  Canada noted that it had proposed a brainstorming session at LSIF VI on regulatory harmonization with the goal of achieving a consensus on meaningful discussions on the way forward. The Planning Group was asked for suggestions for high level speakers for the forum. China proposed inviting the Coordinator of the WHO IMPACT program to speak on anti-counterfeiting. Peru strongly endorsed this suggestion. It was noted that high level speakers may require a personalized invitation. Peru undertook to provide these invitations. The LSIF Taskforce will provide Peru with a list of high level speakers. It was noted that the President of the World Medical Association, Dr. Kloiber had indicated interest in delivering a keynote address at LSIF VI. 
The LSIF PG seeks CTI and SOM approval to invite the President of the World Medical Association, Dr. Kloiber, and the Coordinator of the WHO IMAPACT program, Dr. Valerio Reggi to speak at LSIF VI.
4. Review of LSIF Terms of Reference

The Technical Advisor to the Co-Chairs described the minor revisions made to the LSIF Terms of Reference (2008/SOM/LSIF/002) to better clarify the structure of the forum, reflect the views of the LSIF Leadership and reflect the direction of the forum’s work. The draft Terms of Reference will be approved at LSIF VI for transmittal to the CTI and SOM at SOM III. It was suggested that the implementation status report be appended to the revised TORs with key highlights reflected in the main text. A further revision will be circulated to the Planning Group by July 15.

5.  Recommended Dialogue between LSIF Experts and Health and Finance Senior Officials

It was suggested that as there has been no further movement on this issue, as a first step and confidence building measure, Thailand might consider how some finance/budget officials could be incorporated into the agenda for the workshop on the Bangkok Model. Innovative financing mechanisms may be a key feature in sustaining the model. The United States suggested that this dialogue be recommended as an item for discussion at the Health Working Group (HWG) meeting in August. The LSIF representative to the HWG will discuss with the HWG Chair and with Singapore to see if there is a way of holding the dialogue in Singapore in 2009.

6. BMC approved projects

 The Secretariat noted that the BMC will be meeting in October. The deadline for all proposals is September 4, 2008. Proposals will need to have been cleared by LSIF and the CTI and SOM in August. The Planning Group was briefed on progress with and outcomes of the various projects underway and proposed.
a. Anti-counterfeiting

The United States briefed the group on the outcomes of the March 2008 Anti-counterfeiting workshop hosted in Singapore by the Singapore Health Sciences Authority and plans for the Latin American series in 2008 and 2009. The summary report of the March 2008 Singapore workshop will be circulated intersessionally. The March workshop developed strong recommendations for an LSIF anti-counterfeiting action plan. Breakout sessions focused on: 1. Criminal investigation and cooperation, led by Dr. Valerio Reggi; 2. Penalties and legislation, led by Judge Randall Rader; and, communications and detection.  Feedback suggests that participants encourage further LSIF work in these areas. Recommendations include developing customer/patient education and information programs to raise awareness; and future activities -e.g. developing model mechanisms for APEC member Single Point of Contact SPOC collaboration. Another key recommendation was for APEC initiated training programs for judges and law enforcement officials, who need to understand the health implications of anti-counterfeiting. The Latin America series will involve two (two-day) seminars in Guadalajara, Mexico. One agenda suggestion for this series is to look at Free Trade Zones as a potential weak link in the chain. The completed action plan will be presented at LSIF VI. Latin American action plans will be submitted a LSIF VII. 

b. ICH Quality Guidelines Training Workshop
The Technical advisor to the Co-Chairs reported that given the robust regulatory harmonization agenda in LSIF, and intensified cooperation with the ICH, consideration was being given to forming a “Friends of the Chair” Group to develop recommendations for training in ICH guidelines. China was planning to host a small self-funded ICH quality guidelines training meeting in Beijing in November 2008. Details would be circulated intersessionally. It was noted that the participants in the September 2007 ICH quality guidelines workshop in Seoul strongly recommended an additional workshop in 2008 or 2009. Economies were asked to consider developing a broader workshop in 2009. Korea reported that it had secured a commitment for funding of an LSIF Harmonization Education Center in Seoul. Additional details will be provided at LSIF VI. Korea will be submitting a project proposal for a training project at this proposed Center.

c. Drug Development in Clinical Trials

Thailand reported on outcomes of March 17-21 clinical trials workshop. The advanced workshop on the Review of Drug Development in Clinical Trials will be held in October 2008. The first GCP Inspections workshop will be held on May 27-30 and the advanced workshop on GCP Inspections in March 2009.  Canada noted that the clinical trials workshop was very successful and made a significant contribution to strengthening regulatory capacity. ASEAN regulators and APEC economies will participate in the second workshop, although funding for traveling is limited.  The United States indicated that it continues to be very supportive of this activity, with the US FDA supporting the program. Industry also is very interested in participating in the workshops and industry representatives will be encouraged to participate in the October/November workshops.
d. Convergence of Pharmaceutical Products Work shop

Chinese Taipei is preparing to host a self-funded CPP workshop in 2008. Updates will be sent to the Secretariat for distribution.

e. Medical Device Regulatory Harmonization Workshop

The medical device regulators workshop was held in March 2008 in Kuala Lumpur. Local partners included the Malaysia Medical Device Association and the Malaysia Ministry of Health The workshop attracted over 200 participants. The workshop addressed benefits that result from implementation of a medical device regulatory system based on harmonized standards and procedures. A further workshop is planned for October 8-10, 2008 in Guadalajara, Mexico in conjunction with PAHO and Mexico’s Ministry of Health.  Mexico reported that it was honored to host this workshop, which was like to be held at the  Camino Real Hotel. 
The United States is developing a proposal for “hands on” training opportunities for APEC economies with developing regulatory regimes to visit APEC economies with developed regimes. Plans are for 5-7 day visits, with the Asia delegation visiting facilities in Australia and the Latin American delegates visiting Canada and the United States. Training would include product approvals, clinical trials, manufacturing plant audits, quality systems and GMPs. The proposal would be circulated intersessionally for comment. China suggested that training include post-market surveillance as it is a weak point in regulator training. Canada confirmed that it will send trainers to October workshop and will train visitors in Canada. Canada is assessing whether it can provide trainers outside of Canada for 2009. 
7. ICH Developments
Canada reported on the current and future role of the ICH GCG (2008/SOM2/LSIF/009) and plans for the June 2-5 ICH meeting in Portland (2008/SOM2/LSIF/008). A regulators forum will be held at the time.  Canada extended gratitude to Dr. Ding of China and Dr. Kim of Korea for their excellent participation in the ICH GCG on behalf of LSIF.

The Advisor to the LSIF Chair is the designate of the Chair of the LSIF Planning Group to the Portland meeting. She noted that ICH has requested comment on the guidelines for genotoxicity testing -- The S2R1 guidelines (2008/SOM2/LSIF/005).  She observed that the guidelines were very detailed and it might be difficult for economies to comment within the required time-frame (end May). She undertook to report back from the Portland meeting. 
The Chair of the LSIF Planning Group recalled the recent decision by the ICH to invite DRAs from Australia, China, Korea, Russia, Singapore and Chinese Taipei to send permanent representatives to the ICH GCG. Given that ASEAN also has a seat at the ICH GCG, the Planning Group in February had agreed that the LSIF PG Chair or designate would act as the LSIF representative to ICH GCG for the purpose of the June 2008 meeting. The Planning Group agreed that LSIF should continue this practice. 

Approval is sought from CTI and SOM to continue sending the LSIF PG Chair or designate to the ICH GCG given the change in structure of participation in the ICH GCG. 
8. Outreach to other APEC fora

The Planning Group chair observed that the HWG and IPEG were regularly informed of LSIF work and LSIF will also be informally consulting with IEG on investment issues. The Advisor to the LSIF Chair noted that during her presentation to the HWG at SOM I, there was a consensus that the activities of the two groups should complement not duplicate work. The LSIF PG Chair indicated that she would reach out to the Chair of the HWG with a view to securing a joint discussion on the proposed dialogue with health and finance senior officials at the August 12-13  HWG meeting. 
9. Other business 
The Planning Group expressed appreciation to Peru for arrangements for LSIF VI. The LSIF Task force will coordinate with Peru on logistics.   
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