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Report of the Life Sciences Planning Group
1. The Life Sciences Planning Group met on February 28, 2004 in Santiago, Chile.  Fourteen economies were represented at the meeting:  Australia; Canada; Chile; China; Hong Kong, China; Indonesia; Japan; Korea; Mexico; New Zealand; Philippines; Chinese Taipei; Thailand; and United States.

2. The Planning Group Chair (United States) recalled the instructions of Ministers and Leaders instructing the Life Sciences Innovation Forum to draft a strategic plan for life sciences for review and endorsement by Ministers and Leaders in November 2004.  The Chair noted that drafting the strategic plan was an ambitious undertaking, and thanked Thailand for its excellent leadership which was keeping the initiative on schedule toward the ultimate goal of developing the strategic plan by November 2004.

3. The Chair next reported on outcomes of the Life Sciences Experts Meeting, which the chair of the Life Sciences Innovation Forum, Thai Deputy Prime Minister H.E. Suwit Khunkitti, had convened in Khon Kaen on 12-13 February 2004.  She noted that participants at the Experts meeting had agreed that a further Experts meeting would be needed, and that this would be held in Washington DC in June on the margins of other international life sciences meetings, including the International Conference on Harmonization.
4. The Chair then reported on the status of the capacity-building initiative which had been circulated and approved by Planning Group members in January.  The proposal for facilitators to assist volunteer economies in conducting readiness assessments will be sent to CTI and SOM for endorsement, and then to the Budget Management Committee for consideration at their meeting at the end of March.  The Chair noted that several economies had already expressed interest informally in volunteering to take part in the readiness assessment project, and invited economies to formally indicate their interest. 
5. The United States reported that the International Conference on Harmonization, Global Cooperation Group (ICH GCG), had sent a letter on December 18, 2003 to the LSIF Chair inviting APEC to nominate one member to serve as a permanent representative to its meetings.  The LSIF Chair had acknowledged the letter indicating that it would be discussed at the LSIF Planning Group in Santiago.   There was discussion of the prospect of an interim representative pending the development of a selection process.
6. Thailand confirmed the interest of the Government Vice Chair of the LSIF, Dr. Pakdee Pothisiri in serving as the interim representative to the ICH GCG meeting in June, and also indicated that Dr. Pakdee would like to be considered as the permanent representative.  Australia, China, Korea, and Chinese Taipei each reported that they also had candidates interested in serving as APEC’s permanent representative to the ICH GCG.  

7. The Planning Group agreed on a three-point plan of action:  (1) The Planning Group supports APEC being permanently represented on the ICH GCG and requests SOM endorsement; (2) the three LSIF Vice-Chairs should expeditiously (and intersessionally) draw up a list of criteria by which to judge the suitability of the various candidates, and to consider the terms and possible rotation schedule for APEC permanent representatives to the ICH GCG; and (3) In the meantime, Dr. Pakdee would serve as the coordinator and the interim representative for the purpose of the June 7, 2004 ICH-GCG meeting in Washington DC and the ICH GCG should be so informed as soon as possible.
8. The Planning Group Chair noted that the next meeting of the Life Sciences Planning Group would take place during the SOM II period.  She further noted that the second Life Sciences Innovation Forum would take place in mid-September, and that Malaysia had informally expressed interest in hosting this event.
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At their October 17-18, 2003 meeting in Bangkok, Thailand, APEC Ministers instructed the Life Sciences Innovation Forum (LSIF) to convene expert groups intersessionally to develop the strategic plan for life sciences innovation in the region for review and endorsement by APEC Ministers and Leaders at their November 2004 meetings.  Accordingly, the Chair of the LSIF, H.E. Suwit Khunkitti convened a small expert group meeting February 12-13, 2004 in Khon Kaen, Thailand under the chairmanship of Dr. Pakdee Pothisiri, Government Vice-Chair of the LSIF, supported by industry Vice-Chair Richard Smith and Academic Vice Chair Dr. Peter bSheehan. Participants were identified by LSIF Vice Chairs in consultation with LSIF I Discussion Forum chairs and the LSIF Planning Group. A participants list is attached.

The four expert groups (research, development, manufacturing and marketing and health services) made an excellent start in identifying the specific goals and operating principles applicable and of priority to their particular area of expertise based on the outcomes of LSIF I (see attached). A draft working matrix of LSIF I outcomes developed by the LSIF Planning Group Chair in consultation with LSIF Chair and Vice Chairs was used as a guide (see attached draft matrix). It was felt that a further meeting of expert groups was needed to review, further refine and elaborate on the preliminary outcomes from Khon Kaen. The current proposal is to hold this meeting in June in Washington DC as many senior regulators, academics and industry representatives will convene in Washington at that time for other international life sciences related meetings. In the meantime, expert group chairs will work intersessionally in consultation with the LSIF Chair, Vice Chairs and the LSIF Planning Group chair to further develop a draft framework for the strategic plan for review at the June meeting. A progress report will be presented to CTI/SOM II. 

LSIF Planning Group members are asked to identify an appropriate expert who will be participating in the June series of meetings in Washington DC. LSIF Chairs and Vice Chairs believe that we should not restrict expert participation to APEC economies as there are a number of world experts in the life sciences area upon whom the forum should draw. For example, the Khon Kaen expert group meeting included Dr. Edward Bramley-Harker, a world renowned health services expert who chaired that group in Khon Kaen and made a significant contribution to advancing the APEC LSIF agenda.

The Expert Group meeting in Khon Kaen also had preliminary discussions on the December 18, 2003 invitation to the LSIF from the International Conference on Harmonization (ICH) to nominate a permanent representative to its Global Cooperation Group (GCG). It was felt that this was an historic first for APEC. The LSIF Chair has responded in the affirmative on an interim basis, indicating that the government Vice Chair would coordinate APEC’s response pending discussion at SOM I and related meetings in Santiago. A number of APEC economies have indicated interest in serving as the LSIF representative to the GCG.

Finally, the Expert Groups discussed ways of preparing life sciences innovation readiness assessments and the proposal to the APEC Budget and Management Committee for capacity building assessments.

2004 Next Steps

· Expert groups work intersessionally to further develop the strategic plan framework and readiness assessments.
· BMC approval of capacity building pilot project
· Progress report to SOM II.
· Expert groups convene in Washington, DC in June
· Draft strategic plan circulated intersessionally in July/August
· Draft strategic plan and results of pilot readiness assessments presented to LSIF II in mid-September
· Draft strategic plan approved by SOM III for transmission to Ministers and Leaders
· Strategic plan presented to Ministers and Leaders for endorsement at their November meetings in Santiago.
Summary Outcomes of the February 12-13, 2004 Expert Groups Meeting in Khon Kaen.

1. Strategic Plan

It was felt that the strategic plan should be based on clearly identified goals and operating principles supporting these goals. Best international practices should be utilized in developing the strategic plan. The strategic plan should allow individual economies the ability to clearly identify their strengths and weaknesses in segments of the life sciences value chain and provide a basis for developing individual and, where possible, collective APEC action plans, including identification of possible capacity building programs for implementation of the plan, beginning in 2005.  Participants agreed that Ministers and Leaders need a document that is both workable and readily understood. As such, the strategic plan would include an executive summary that describes the goals and ways of achieving these goals from a strategic policy perspective.

2. Readiness Assessments

The development and implementation of life sciences innovation readiness assessments was endorsed by Ministers and Leaders in October 2003. It was felt that more work needs to be done on developing specific guidance in each area of the life sciences value chain before the readiness assessments can be fully developed. The expert groups heard a presentation on APEC’s E-Commerce readiness assessments and determined that while that may be a valid model, the life sciences innovation sector did not lend itself to the quantifiable standards of the E-Commerce readiness assessments in all areas of the value chain. It was also felt that the life sciences innovation readiness assessments should avoid a questionnaire approach, instead it would be of more value to economies to clearly identify a menu of best practices options that supported the goals. Accordingly, the expert groups recommend that the life sciences innovation readiness assessments be drawn up for review by APEC economies and after the proposed meeting in June. In the meantime, the expert groups recommended that APEC call for 2 or 3 volunteers to participate in a readiness assessment pilot project for presentation to LSIF II in mid-September.

3. Expert Groups

a) Research

The Research Group was chaired by Academic Vice Chair, Dr. Peter Sheehan in the absence of Research Discussion Forum Chair Kim Sze Tan (Malaysia). The group considered in some detail the goals for life sciences research in the proposed strategic plan. This discussion took place in the context of the overall objectives of the APEC Life Sciences Innovation Forum to generate improved health outcomes and stronger economic development in member economies. The group identified two main goals: 1) To promote high quality research in all areas of the life sciences value chain and 2) To promote the application of the outcomes of the research.

The proposed goals emphasized the promotion of research broadly defined, including basic, applied and development research in both the public and private sectors, and the application of this research to all elements of the life sciences value chain.
After detailed discussion of the matrix, the group developed draft operating principles to achieve these goals in eight areas, namely:

· policies, priorities and strategies,

· human capital and education,

· collaboration and networking,

· infrastructure and coordination, 

· ethics and regulation,

· financing of research,

· best practices, and

· public awareness, confidence and support.

The principles developed in these areas are ones on the basis of which member economies might, both individually for national benefit and together for the benefit of the APEC region as a whole, identify and implement programs of action to achieve the goals. The starting point for such programs should be the identified health priorities of member economies, based on the actual burden of disease, and the contribution of improved capability in life science innovation to addressing those priorities.

b) Development

The Development Group was chaired by Dr. Suwit Wibulpolprasert, Senior Advisor on Health Economics, MOPH Thailand in the absence of Development Discussion Forum Chair John Lim (Singapore). The group held a robust discussion on the appropriate goals and operating principles that supported these goals. It was recommended that the goals as outlined in the matrix be amended to reflect the forward-looking nature of this group. As such, the group proposed three main goals: 1) Effective regulatory infrastructure that enhances innovation; 2) Harmonization of regulatory practices and policies according to international best practices; and, 3) Improved clinical trials infrastructure. The group also recommended a further goal – effective mechanisms that enhance access to innovations – in recognition that this goal might be better placed under health services. The group added an operating principle – public education and awareness programs, reasoning that these were a critical element necessary to achieve all the goals. Operating principles were further modified to reflect consistency with TRIPs with respect to IPR protection. 

It was considered that IPR protection underpinned the success of life sciences innovation development in all areas, as did a regulatory framework grounded in sound science with the regulatory process based solely on safety, efficacy and quality.  A legal framework with due process, risk and evidence-based procedures, transparent and predictable governmental processes and industry consultation in the regulatory framework were also considered critical factors in the development of life sciences innovation. These critical elements formed the basis for further detailed discussion by the group.

The group considered that an integrated and linked administrative and judicial framework dedicated to IPR protection was essential. The need for clear published process for drug development clearly specifying requirements including advice, consent and consultation available through print and electronic media was highlighted as an example of predictability in the regulatory environment. Other examples discussed by the group included the need for data requirements to be based on international standards (e.g. ICH/WHO); an adequate performance assessment infrastructure including indicators and criteria for inspection based on ICH/PICS; the adoption of ICH GCP and WHO guidelines as a standard for clinical trials; and, accreditation systems based on ethical guidelines and international standards such as OECD/GLP and GLP/ISO 17025. The group recognized that an adequate and flexible IT infrastructure was an absolute requirement for life sciences product development.

The group concluded that more work needed to be done to flesh out the best practices that would support the operating principles and goals.

c) Manufacturing and Marketing

The group was chaired by Dr. James McArdle, Manufacturing and Marketing Discussion Forum Chair. The group recognized that its relatively small size would necessitate an additional meeting of experts. The group emphasized the need to invest in human capital, including developing the human resource in the private sector through continuing education programs; considered that a transparent, predictable and science-based regulatory framework was one of the most important operating principles that applied to all goals within manufacturing and marketing; and highlighted the need for WTO consistent IPR protection. As with the development group, there was discussion of the need for risk and evidence based procedures; and the adoption of international guidelines and best practices with respect to GMP. Access to capital was considered of importance across all areas of the value chain.

d) Health Services

The group was chaired by Dr. Edward Bramley-Harker in the absence of Dr. Frank Lichtenberg. It looked at the principles and mechanisms within a health system that impact on the incentives to develop and use life science innovations.  Within this, the group identified three broad goals: 1)  to create a conducive environment for life science innovation, trade and investment; 2) to encourage policymakers to develop inclusive approaches to policymaking and implementation; and 3) to ensure, through monitoring, that the health system is making good use of life science innovations and promoting quality in health care delivery.  Many principles within the matrix were considered relevant to this.  It was felt that human capital development was important to ensure knowledge transfer, both across APEC health systems and to filter information down to the level of individual clinicians.  

IP and regulatory processes are important - strong IP and transparent and timely regulatory and reimbursement processes encourage early launch of life science innovations, with benefits to innovators, patients and health systems.  Links to the broader health policy environment also impact on our goals for health services.  For example, the provision of accessible information to patients is important, as is making sure physicians are informed about new innovations.  The way budgets are set, and encouraging policymakers to consider spending in a whole-systems sense is also important (i.e. not to compartmentalize budgets, without making links between investment in one part of the health system and savings in another).  Other influences on the health care environment include approaches to the application of evidence-based medicine, as well as the need to distinguish between short-term cost containment (often damaging to innovation) and long term sustainability.  Within the APEC economies, the group considered there was a need  to recognize that these principles apply to traditional (e.g. herbal and complementary) therapies.
The group also proposes that APEC economies consider the portability of public health insurance as one operating principle.

