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Report of the Life Sciences Innovation Forum (LSIF) Planning Group
The LSIF Planning Group met on May 22, 2006 in Ho Chi Minh City, Vietnam to prepare for the fourth Life Sciences Innovation Forum (LSIF IV). Representatives from Canada, Chile, China, Korea, Mexico, the Philippines, Singapore, Chinese Taipei, Thailand, the United States and Vietnam participated in the meeting. The group reviewed progress on LSIF Strategic Plan implementation projects in priority areas recommended by LSIF III, including three projects endorsed in principle at SOM I and subsequently developed for submission to the BMC. The group concluded that, while good progress was being made in the research and harmonization priority areas, the access to capital and health services pillars of strategic plan implementation were lagging behind. The Planning Group recommended that LSIF IV thus adopt as its theme for 2006 a focus on sustainable health systems to promote innovation, capturing both the access to capital and health system resource allocation recommendations of LSIF III. 

The Planning Group also discussed and agreed on the draft revised LSIF Terms of Reference, guidance for the voluntary nomination of an LSIF champion in interested APEC economies, nominations and sequencing for LSIF participation in the ICH Global Cooperation Group, criteria for the nomination of an LSIF expert to the ICH Q10 Expert Working Group, and, LSIF contribution to the WTO. The draft revised LSIF Terms of Reference and the criteria for ICH Q10 representation are attached to this report for endorsement by the CTI and SOM.

1. Review of Implementation of LSIF III recommended priority projects.

a. Chile reported on the latest in the series of workshops on the harmonization of medical device regulations, which was held May 10-12.  The main conclusion of the workshop was that a way had to be found to bridge the wide diversity in medical device regulatory systems. Chinese Taipei noted it had a similar experience to Chile at several medical device workshops and advocated the development of a common training program for APEC member economies. The Chair suggested that Chile provide a paper outlining the key issues with medical device regulatory harmonization for discussion at LSIF IV and the group agreed to recommend to the forum that a session be set aside for this purpose.

b. The Technical Advisor to the Vice Chairs updated the Planning Group on progress with the biomarker and cohort projects, noting that Dr. Hartwell had circulated an invitation to a research group pre-meeting on June 20 in the margins of the Pacific Health Summit in Seattle. Thailand reported on participation in the March 31 cohort meeting in Washington DC, stating that it was well organized and informative.  Thailand noted that economies must address the availability of resources to apply to the cohort study.

c. The BMC facesheets for the three capacity building projects endorsed in principle at SOM I -- Quality By Design; Certificate of Pharmaceutical Product (CPP) usage; and anti-counterfeiting and piracy training -- were reviewed by the group. Chinese Taipei offered to host and co-sponsor the CPP workshop and to co-sponsor the anti-counterfeiting and piracy training workshops. Additional co-sponsors are being sought, with a view to presenting the proposals for approval at SOM III. Coordination with the IPEG on the anti-counterfeiting proposal is underway. Chinese Taipei proposed extending the CPP project to include medical devices. It was agreed that the CPP situation for drugs and devices differed quite considerably. CPP issues with devices were more complex. The CPP project would remain pharmaceutical focused. However, Chinese Taipei will consider to submit a further proposal for CPP convergence for medical devices in the 2007 budget year.

d. The group was briefed on the up-coming Pacific Health Summit in Seattle (June 20-22) and progress with the development of the Early Health Index, a metric that is being developed by the Summit in conjunction with interested LSIF private sector and academic participants, for discussion at the Summit and LSIF IV. The objective is to assist economies to identify appropriate health system resource allocations to support innovation in the early detection, prevention and treatment of disease.

e. Thailand introduced a new project concept paper for capacity building in animal disease surveillance for Avian Flu. The Planning Group supported the concept and recommended referral to the Health Task Force (HTF) for consideration as an element of the HTF Action Plan and consultation with the Agriculture Technical Cooperation Working Group.

f. The group discussed and agreed to Thailand’s proposed scope and structure for the establishment of a Steering Committee on Harmonization as recommended by LSIF III. The Steering Committee would develop a road-map and special projects for the harmonization of standards and regulatory processes for drugs and devices. It would be led by the Chair and two Co-Chairs, one representing the medical device and the other the pharmaceutical industry. Possible candidates for these positions were discussed.  It was agreed that suggestions for the Chair position would be submitted to the Chair of the LSIF Planning Group by the end of June.

2. Criteria for the Nomination of an LSIF Champion in each interested economy

The Planning Group discussed the LSIF leadership’s recommendation that interested economies appoint a high level LSIF Champion to help coordinate and facilitate high level exchanges and implementation projects. The group agreed that guidance on criteria to assist interested economies in identifying a Life Sciences Champion would be appended to the draft revised LSIF Terms of Reference.

3. Review of the LSIF Terms of Reference

The group reviewed the draft revised LSIF Terms of Reference as mandated by Leaders and Ministers and agreed that these would be sent to the CTI and SOM for endorsement. Key revisions include: moving to a leadership structure of a Chair supported by Co-Chairs constituting a Board of Directors to better reflect the tri-partite nature of the Forum and the high level implementation phase of the strategic plan; and, providing for a further review of the Terms of Reference in 2008.

4. LSIF Leadership Positions
The Chair noted that the term of the LSIF Chair expires this year. One firm nomination has been received from one APEC economy and expressions of interest had been received by two other APEC economies. It was agreed that economies would submit additional nominations by end July for consideration by the LSIF Leadership. Assuming endorsement of the CTI and SOM of the revised LSIF Terms of Reference, the Board of Directors of the Forum would undertake the selection of candidates.

5. Nominations for LSIF Representative to the ICH

The group discussed nominations received from China and Chinese Taipei, as well as those expected from other economies, for LSIF participation in the next set of ICH GCG meetings, in line with the guidelines for outgoing participation of APEC in non-APEC events.  

SOM approval is sought for Dr. Ding Jianhua of China to accompany Dr. Pakdee, LSIF Vice Chair, and current representative to the ICH-GCG, to participate at the meeting in June.  Nominations for additional candidates for subsequent sets of ICH-GCG meetings will be sought by the end of July. 

The Planning Group also discussed LSIF participation in the ICHQ10 Expert Working Group.  Thailand proposed nomination criteria, which were discussed and accepted by the Planning Group, subject to minor revisions subsequently circulated. Participation will be discussed intersessionally.
6. Outreach to Other APEC Fora
Vietnam reported on the outcome of the highly successful Ministerial Meeting on Avian and Pandemic Influenza, which resulted in the adoption of the APEC Avian Influenza Action Plan. The United States commended Vietnam on this extremely important meeting, which brought together trade, agriculture, health and foreign affairs officials and Ministers in very productive dialogue.

7. Contribution to the WTO

The Chair observed that much of the forum’s work in the harmonization of standards and anti-counterfeiting is relevant to the WTO negotiations. The Chair also briefed the group on the drugs and devices tariff and non-tariff barriers initiative in the WTO and the proposal on re-manufactured medical devices.

8. Review of Priorities for LSIF IV

The Technical Advisor to the Vice Chairs reported on the leadership’s concern that there is a need to balance the focus of the four implementation priority areas. Currently research and harmonization projects were well ahead of access to capital and health services. Noting that the original mandate of the forum was to examine ways of promoting innovation in medical life sciences to address the chronic and life-style diseases of the region and the renewed interest in early detection, prevention and treatment of disease, the leadership has recommended that the theme of LSIF IV focus on ways of allocating resources efficiently and effectively to promote innovation to address these challenges under the overall theme of sustainable health systems to support innovation. The leadership will develop a concept paper for discussion at the forum that captures this theme and includes access to capital to support the development of supporting infrastructure.

9. Plans for LSIF IV
Vietnam reported that LSIF IV had been set for September 6-7 in Nha Trang in the margins of SOM III. However, final confirmation of the date and venue would be provided at the conclusion of SOM II.




ANNEX 1

The APEC Life Sciences Innovation Forum

Terms of Reference: Revised May 22, 2006

1. The Mandate for the Forum
At the October 2002 Joint Ministerial Meeting and Leaders meeting in Los Cabos, Mexico, Ministers and Leaders endorsed the establishment of a Life Sciences Innovation Forum in APEC.  Specifically, in their Decisions approved at Los Cabos, Ministers: 

“… recognized members’ interest in promoting public health improvement, and have made the life-sciences sector a high priority by approving the establishment of a Life-Science Innovation Forum in APEC.” 

Economic Leaders: 

“… acknowledged that investing in health will benefit economic growth, worker performance and productivity, and poverty alleviation. We need to be more effective with our investment at every stage of the health care process, including primary prevention against disease risks, and focusing on most vulnerable populations.”

Leaders called for:

 “the establishment of a life-sciences innovation forum comprising government, private sector, and academia representatives to develop a strategic plan for life-sciences innovation in the region. This should include, as a priority, addressing the challenges of risk detection and prevention, treatment and cure of the communicable and lifestyle diseases which afflict our people”. 
The strategic plan was developed by the Forum and endorsed by Ministers and Leaders in November 2004. Implementation is underway.

2. The Purpose of the Forum
2.1. As instructed by Leaders, the primary goal of the Life Sciences Innovation Forum (LSIF) is to bring together representatives of the government, private sector and academia to promote life-sciences innovation in support of human health in the region in accordance with the Ministers and Leaders mandate. The Forum will provide a unique avenue to promote innovation in the life-sciences sector and at the same time support the overall APEC trade and investment agenda.  Accordingly, the Forum will discuss, identify and promote a policy environment to foster the growth of life-sciences innovation and the improvement in public health in the Asia-Pacific region. In so doing, the Forum will strive to enhance the flow of information among APEC economies regarding life-sciences issues to help foster life-sciences innovation in the region and will consult with and not duplicate current and ongoing efforts of other APEC fora.

2.2. The Forum has developed recommendations for a strategic plan to address the health challenges and economic development goals identified by Leaders, including  identifying the factors that are critical to success in each segment of the life-sciences value chain.  The life-sciences value chain encompasses all the value-added steps in a life-sciences product development cycle, beginning with research, continuing with development (R&D), to manufacturing and marketing, and through to consumer or patient use.  
2.3.  The Forum will also develop recommendations for (i) implementation of the strategic plan – in particular, implementation projects in priority areas, including research, access to capital, harmonization with international standards and health services, (ii) promoting economic and technical cooperation, including capacity building, and (iii) explore avenues to promote public-private sector collaboration in life sciences innovation.  Some APEC Member Economies may choose to move more quickly than others in terms of implementing recommendations as is consistent with APEC’s flexible, voluntary and consensus oriented approach to trade facilitation and economic and technical cooperation.

3. The Structure of the Forum
3.1. The LSIF will operate on the basis of consensus, and in line with agreed APEC rules and guidelines. The LSIF will be held annually, in the margins of the Third Senior Officials’ Meeting.

The work program and progress of the Forum will be reported initially to the Committee on Trade and Investment (CTI) and, where appropriate, to APEC Senior Officials, Ministers and Leaders.  In the course of its work program, through the Planning Group, the LSIF will consult with other APEC specialty fora and international and regional fora as appropriate.  The work program and outcomes will also be conveyed to the ISTWG, the ABAC and all relevant APEC fora.  Using the APEC reporting structure, through the CTI, to Senior Officials, and Ministers and Leaders when appropriate, progress towards the identification of critical issues in the life-sciences value chain and recommendations to address these will be reviewed annually.  The LSIF terms of reference will be further reviewed in 2008.

3.2. The Forum will be supported at the working level by an ad hoc Planning Group, comprising delegations from interested economies, led by government officials and including representatives from the private sector and academia.  The ad hoc Planning Group will meet as needed before the Forum to determine the scope and operational structure of the Forum, determine specialty APEC fora or international bodies with which to consult, communicate, or coordinate work, define the agenda, determine the schedule of meetings, and facilitate the Forum. Schedules of meetings will be determined annually to allow flexibility.  The proposed schedule of meetings in any one year, including the annual Forum meeting, will be agreed and deposited with the APEC Secretariat in a timely manner for inclusion in the APEC calendar. Because of the high level nature of the annual Forum, the date and venue for the Forum will be established within two weeks of the first senior officials meeting of the year.

3.3. The annual Forum will involve appropriate senior representatives of the life-sciences/human health sector and of APEC member economies as mandated by Leaders. The LSIF may, as appropriate and with the consensus of all member economies and in accordance with APEC guidelines for non-member participation and guest status, allow participation of guests from non-member economies to the forum.
4. Administration of the Forum
4.1. The Forum will be managed by a Chair supported by Co-Chairs constituting a Board of Directors and representing the tri-partite nature of the forum (life-sciences industry, academia and the public sector) and reflecting the core areas of the forum’s work.  The Chair and Co-Chairs will coordinate views and positions. They will be selected by the Forum from a list provided by the Planning Group to serve for a term of up to two years.
4.2. A Coordinator for the Forum will be identified to disseminate information, Chair Planning Group meetings, and coordinate with the APEC Secretariat, APEC bodies and international bodies as appropriate and as identified by the Planning Group or the Forum.

4.3. To facilitate the work of the Chair and the Board of Directors of the Forum, each member economy is invited to designate up to two contact points to coordinate that member economy’s participation in the Forum. Interested economies also may want to appoint a Life Sciences Champion in their economy to help coordinate and facilitate high level exchanges and implementation projects. Guidance is attached on criteria to assist interested economies in identifying a Life Sciences Champion in their economy. 

4.4. The LSIF may, as appropriate and with the consensus of all member economies, establish subgroups, or expert groups it considers necessary to assist in the conduct of its work program.   
4.5. The names of the Chair and Co-Chairs constituting the Board of Directors and contact details will be deposited with the APEC Secretariat by the Forum coordinator.  

Guidance for Identification of an LSIF Champion 
Introduction

The Third Life Sciences Innovation Forum (LSIF III) in Gyeongiu, Korea reported to APEC Ministers and Leaders that there is “a growing imperative to develop a sustainable environment for innovation to meet emerging health and economic challenges in the region” that will require a significant high level political commitments and cooperation with other APEC groups to be successfully implemented. To achieve the necessary cooperation and political commitments, the LSIF strongly recommended that APEC Leaders appoint a Life Sciences Innovation Champion in each economy to “facilitate communication and collaboration within and among economies.” In order to continue the progress made in promoting innovation in the life sciences in the APEC economies, it is important for all interested economies to elevate the level of the life sciences innovation dialogue and delineate clear lines of communication and cooperation between the LSIF leadership and life sciences policy makers in each economy. Designating an LSIF Champion in each interested economy is one important step in achieving the goals of the LSIF.

Rationale

The issues addressed by the LSIF are cross-cutting, requiring collaboration within governments and among economies to achieve desired ends. To achieve the necessary collaboration to implement the recommendations of the LSIF and maintain high-level dialogues, the LSIF recommended that economies appoint a Life Sciences Innovation Champion to be the conduit between the LSIF Co-Chairs and each economy. The Champion would facilitate communication between their economies and the LSIF leadership and promote projects within their economies that would implement the recommendations of the LSIF in ways that best meet the individual needs of each economy.

Selection Criteria

The Life Sciences Innovation Champion should have a scientific education and/or science and/or health policy background to allow him/her to assess the impact of science and technology and relevant LSIF recommendations on public policy. The Champion should be of a high enough level within the government to afford him/her access to and influence with high-level decision makers, including the head of the government, appropriate Ministers (Health, Science, Finance, etc.) and legislators, and to place him/her in a position to help facilitate implementation of LSIF projects to meet the needs of the economy and encourage collaborative arrangements with other APEC economies as appropriate. 

Scope of Work

The Champion should act as the liaison between the LSIF and his/her government on the range of life science issues, and would be invited and encouraged to participate in the LSIF and be briefed on the LSIF and its projects. He/she would communicate directly with the head of his/her government and the relevant ministers in his/her economy about the deliberations and decisions of the LSIF and convey the issues and concerns of his/her government to the LSIF.  The Champion would be encouraged to participate in the formulation of high-level LSIF recommendations to meet the needs of each economy and facilitate implementation of those recommendations.
