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

March 5, 2011

Washington, DC

Representatives from Chile, Canada, China, Indonesia, Japan, Korea, Malaysia, Mexico, the Philippines, the Russian Federation, Singapore, Chinese Taipei, Thailand and the United States (U.S.) met in Washington DC on March 5 to develop the LSIF 2011 work plan in accordance with outcomes from LSIF VIII held in September 2010 in Sendai, Japan; Ministers and Leaders instructions from their meeting in Yokohama in November 2010; and priorities established for APEC 2011. The meeting was preceded by a three-day session of the LSIF Regulatory Harmonization Steering Committee (RHSC) from March 2-4, and followed by a joint session with the APEC Health Working Group (HWG) on March 6. LSIF Planning Group representatives also participated in a dialogue organized by the APEC Anti-Corruption and Transparency Experts Task Force on March 2 on combating counterfeiting of pharmaceutical products; an APEC Intellectual Property Experts Group (IPEG) dialogue on innovation on March 3; and a HWG dialogue on the health and societal challenges of aging demographics on March 7. 

The Planning Group was briefed on APEC 2011 priorities by the Chair of the Committee on Trade and Investment (CTI) and on U.S. 2011 priorities by the U.S. representative to the CTI. They noted in particular the impressive range of work in LSIF that complimented APEC 2011 priorities of strengthening regional economic integration and enhancing trade and advancing regulatory cooperation and convergence. The U.S. CTI representative offered U.S. support for the annual [LSIF] high level event in September in conjunction with SOM3. 

Special presentations also were made to the Planning Group by representatives of industry: Dr. Fikry Isaac, Chief Medical Officer, Wellness and Prevention, Johnson & Johnson on leading health indicators; Nancy Adams, Deputy Vice-President, International, the Pharmaceutical Research Manufacturers Association (PhRMA) on how the LSIF Enablers of Investment Checklist can work to promote innovation and strengthen health systems; and, Ralph Ives, Executive Vice President, Global Strategy and Analysis, the Advanced Medical Technology Association (AdVaMed) on an industry proposal for work on health care associated infections (HAIs) and on a proposed road map for regulatory convergence by 2020 in the medical device sector.

The Planning Group agreed to:

1. Move forward in collaboration with the HWG, as appropriate, with work on how public-private partnerships and innovations in prevention, detection, early intervention and integrated disease management can help address Non-Communicable Disease (NCD) challenges in the lead up to the UN NCD Summit in September;

2. Consider a possible APEC contribution to that Summit, taking into consideration results of the proposed small group of experts meeting and drawing on the LSIF Framework Study: Investing in the Future: An Assessment of the Returns to Investment in Health Innovation and its extension;  

3. Examine key health indicators that could be used to measure performance in addressing NCD challenges and the economic burden of disease; 

4. Review a draft health care associated infections survey during the next LSIF Planning Group meeting. Industry agreed to develop the survey by mid-April. The Chair noted that this was another potential area of collaboration with the HWG. 
5. Support completion of the Enablers of Investment Checklist and the Health ICT survey by additional volunteer economies to inform work on strengthening health systems;  

6. Advance work on regulatory cooperation and support projects as outlined in the RHSC work plan, including a 2020 vision and the development of an overarching framework document and road maps for regulatory convergence (projects include a stem cell manufacture quality assurance workshop in Bangkok, continued work on Good Review Practices, a biosimilars workshop, a  regional GHTF implementation training seminar for regulators, an ICH workshop on Quality by Design and  an MRCT workshop highlighting the Tripartitite Initiative);

7. Continue work to assure safe medicines and promote the September 27-28, 2011 drug safety and detection technology workshop in Beijing; 

8. Examine a proposal by the Russian Federation for collaboration on marine micro-organisms in terms of their potential medical use and a possible increase in harmful ones resulting from environmental change; and,

9. Pursue cooperation with the HWG on a high level joint event in September at SOM3.

Key action items are provided below, along with a summary of discussions. Presentations are posted on the APEC Meeting Document Database (MDDB) at http://aimp.apec.org/MDDB.

Key Actions Items
· The LSIF Planning Group Chair will keep the group informed of developments concerning the small multi-disciplinary group of experts to examine options for extension of the 2008 APEC LSIF Framework Study. The LSIF Academic Co-Chair, Dr. Peter Sheehan and LSIF Board member Dr. Xiaoying Zheng are aiming to convene the experts in mid-June 2011.

· The U.S., Canada (subject to internal consultation), Chinese Taipei, LSIF Academic Co-Chair Peter Sheehan, and industry (Johnson & Johnson) will develop a white paper showing the benefits of prevention, detection, early intervention and integrated disease management programs. Drafters of the white paper will also look to incorporate existing data on key chronic disease health indicators that could be addressed by health and wellness programs in the APEC Economies.

· Malaysia will look into presenting on its National Strategic Plan for Non-Communicable Diseases (NCDs) at the next Planning Group meeting to be held during SOM2 in Big Sky, Montana. 

· Chinese Taipei, Korea, Thailand and the U.S. will consult internally as to whether they can complete the Health ICT Survey in 2011 and report back to the LSIF Planning Group Chair by April 30. The survey was designed to determine where economies see opportunities and challenges in applying ICT to health systems. 

· Industry to develop a draft survey by April 15 on Healthcare Acquired Infections (HAIs) for intersessional comment and consideration by the LSIF Planning Group during SOM2.  

· Economies to submit examples to the Program Director of innovative Public-Private Partnerships in health systems in their individual Economies by April 15. The examples will be compiled by the Program Director for review at the LSIF Planning Group meeting in Big Sky, Montana. 

· The U.S. will aim to present their completed Enablers of Investment Checklists at the SOM2 LSIF Planning Group Meeting.  Canada will aim to present at the SOM3 meeting in San Fransico.

· Korea and Mexico to consult with their other agencies on moving forward with filling out the Enablers of Investment Checklist. They will report back to the LSIF Planning Group Chair by April 30 with an indication of whether or not they will proceed with completing the survey in 2011.

· The U.S. and Thailand will follow-up with Russia on their proposal to build research cooperation in APEC on marine microorganisms. Economies should submit comments on the proposal to the Program Director by March 20. The LSIF Planning Group Chair and the Russian Federation also will coordinate with the ISTWG on this project proposal.

· The LSIF Planning Group Chair will coordinate with the HWG Chair on a high level joint event in September. The LSIF PG Chair will send a paper on the themes for this proposed event to members of the LSIF PG and the HWG Chair intersessionally by April 30. The U.S. will provide the first draft. A detailed agenda will also be submitted to the Planning Group for review at SOM2. 

· The RHSC is developing an overarching principles-based framework document and refined roadmaps that will underpin the proposed 2020 vision for regulatory convergence for medical devices and pharmaceutical products. A progress report will be provided to Trade Ministers at their May 19-20, 2011 meeting in Big Sky, Montana. The framework and roadmaps would be finalized for consideration at SOM3 and transmitted to Ministers and Leaders in November.

· The RHSC has agreed in principle to include certain elements of LSIF work on counterfeit and sub-standard medicines in its workstreams going forward. The U.S. Food and Drug Administration (FDA) will develop a document by the first week in May for consideration by the RHSC and the LSIF Planning Group outlining which elements could be included in the RHSC workstreams.

· LSIF PG points of contact (POCs) to draw the July 5-7, 2011 self-funded stem cell workshop in Bangkok to the attention of their academics and industry. 

Summary of Discussions

1. APEC 2011 Priorities

The CTI Chair outlined APEC 2011 priorities as regional economic integration and enhanced trade; green growth; and, regulatory cooperation. She noted the impressive work of LSIF that supported two key elements of this agenda and observed that the LSIF plan to reach out to and collaborate with the HWG will add value to the work. On regional economic integration and enhanced trade, she encouraged LSIF to identify some next generation trade issues to contribute to that priority.

The U.S. representative to the CTI noted that President Obama’s priority areas were reflected in the APEC 2011 priorities: strengthened regional economic integration and enhanced trade; green growth; and advancing regulatory cooperation and convergence. She commented that LSIF work was closely related these three themes, including past work on the effects of environmental change on health. Noting that the long term goal of regional economic integration is to achieve a Free Trade Area of the Asia Pacific (FTAAP) as a next generation trade agreement, she also asked that LSIF identify next generation trade issues in the life sciences sector that could be included in an FTAAP.

The U.S. also wants to advance the innovation agenda in 2011, and to promote regulatory environments that enable economies to support innovative technologies. In terms of regulatory cooperation and convergence, the U.S. wants to focus on how best to address non-tariff barriers to trade and prevent technical barriers to trade from arising; and, strengthen implementation of GRPs, for example through implementation of the APEC-OECD GRP checklist. She noted that the LSIF work on harmonizing regulatory practices for medical products would be a very important outcome and praised the outcomes that LSIF had achieved to date on regulatory cooperation and convergence.

Finally, she noted that a key U.S. priority was to expand the relationship with the private sector through public-private partnerships in priority areas and indicated that the U.S. Government would strongly support plans for a high level health event in September.

The LSIF Planning Group Chair observed that the LSIF RHSC has been working on developing a framework for projects that support regulatory convergence, and at how to support better diffusion of innovative medical products around the region. She welcomed the focus on public-private partnerships as this has a core element of LSIF work since 2003. 

The RHSC Chair (Canada) welcomed the President’s focus on regulatory cooperation and convergence, adding that regulatory convergence is critical to regional economic integration and the foundation of innovation. He observed that the RHSC was moving from individual to collective action on a multi-year strategic plan basis and that the activities were in complete alignment with the U.S. priorities for APEC 2011.

2. Review of LSIF VIII and Ministers and Leaders Instructions 

The Chair observed that life sciences activity was featured prominently in the 2010 Ministers and Leaders statements, including the Leaders New Growth Strategy that was announced in Yokohama in November 2010. There was a particular focus on accelerating LSIF work on regulatory cooperation and on facilitating investment in innovative life sciences. The Advisor to the Co-Chairs summarized the outcomes of LSIF VIII, noting that recommendations focused on ways of better deploying innovations in health systems. Work was underway to extend the 2008 framework study on returns to investment in health innovations which would provide the underpinning for the three main areas of focus identified at LSIF VIII: enhancing health outcomes and reducing the economic burden of disease; innovations to strengthen health systems and measures to facilitate investment; and, measures to ensure safe medicines. 

3. LSIF 2011 Work Plan

3.1. Multi-disciplinary group of Experts Meeting
The Advisor to the Co-Chair noted that convening the small group was included in Leaders instructions and that consultations were underway for the prospect of holding the meeting in Beijing in June 2011.

3.2. Enhancing Health Outcomes and Reducing the Economic Burden of Disease

3.2.1. (a) Asia Cohort Consortium. It was noted that the LSIF-supported Asia Cohort Consortium was starting to generate data which could help inform the work of both the LSIF and HWG on Non-Communicable Diseases (NCDs). The ACC published preliminary BMI results in the February 2011 issue of the New England Journal of Medicine. The Cohort is now extended to over 1 million subjects. The research was chaired by LSIF Research Committee Chair Dr. John Potter and Professor Dr. Rahman Jalal from Malaysia. Thailand noted that it was in the process of securing funding to participate in the Cohort and observed that the Cohort had the potential to produce results of significance for liver and colon cancer treatments. 

3.2.1. (b) NCD White Paper. There was discussion on how to develop a white paper that would examine the benefits of prevention, early detection, early intervention and integrated disease management. The U.S. noted that at the Economist Intelligence Unit (EIU)’s conference on healthcare in Asia held in February 2011 in Hong Kong, China, how it was interesting to see how within each APEC economy there is tremendous diversity with regard to the use and prioritization of health interventions, e.g. wellness programs, preventative measures, therapeutic interventions.  The U.S. offered to work with the LSIF Academic Co-Chair on a draft outline of the paper and invited other economies to join a small drafting group. Canada expressed interest in joining a small group to start drafting the paper, and would consult internally. Industry, represented by Dr. Fikry Isaac of Johnson & Johnson, indicated that they would be interested in contributing to the paper. At the subsequent joint session with the HWG, Chinese Taipei also expressed interest in joining the drafting group. It was suggested that the group might also look at incorporating health indicators as metrics to measure the success of programs.

3.2.2. Health related productivity indicators and the role of employer generated health and wellness programs. Dr. Fikry Isaac of Johnson & Johnson presented the group with an overview of the Johnson & Johnson’s health and wellness program for its 45,000 employees worldwide and offered some thoughts as to how learnings from these programs could be applied to health systems in the APEC region (2011/SOM1/LSIF/006). The program shows a projected return on investment of $2.71 for every $1 spent by the company. He challenged APEC to adopt a goal of healthy APEC 2020, commenting that APEC could identify key health indicators as they related to chronic disease and develop a best practice approach to innovative ways of improving them. He contended that in so doing, APEC could transfer health from an accelerating burden to a competitive advantage in the region. Dr. Isaac suggested that the indicators chosen should be ones that drive a large percentage of the costs (disability and medical); are modifiable via life-style changes; are easily and consistently measured and monitored; are standardized scientifically proven measurements of health; and are based on technical expertise and systems that are now available. Indicators used by Johnson & Johnson included obesity, total cholesterol, glucose, hypertension, physical inactivity, significant depression, unhealthy eating, stress, and safety belt usage. 

There was considerable support for examining the approach. The Philippines commented that it fully supported prevention activities and wondered about the role of food supplements. Dr. Isaac indicated that healthy food choices were promoted by his company. There might be a role for herbal supplements in economies where they are perceived as part of preventive measures. Malaysia commented that NCD is a core area of focus for Malaysia and it is preparing a national strategy emphasizing prevention, which it hopes to share with the Planning Group at the next meeting. Malaysia is concerned that two-thirds of its population is now considered obese. Thailand observed that the ACC is now looking to compile and harmonize nutritional intake data.

It was noted that many multinational companies have similar wellness, prevention and early intervention programs that operate globally. It was suggested that there might be scope for further examining these programs and determining whether there was a prospect of joint activity on this proposed initiative with the HWG. Industry offered to compile examples of corporate programs as input to the White Paper. In addition to helping inform economies’ health and wellness programs and priorities, going forward there also might be scope for the APEC Business Advisory Council (ABAC) to encourage corporate programs as part of an APEC strategy to address chronic/life-style diseases and improve productivity. The U.S. suggested that this discussion could also be taken forward in discussion with the HWG. It was noted that Hong Kong, China has been measuring hospital readmissions as an indicator of chronic disease management programs. The HWG subsequently recommended that WHO and OECD indicators also should be considered in the White Paper.

3.2.3. Consideration of the role of information and communications technologies in health systems, notably in disease management and patient compliance

The Advisor to the LSIF Co-Chairs reviewed the initial outcomes of the LSIF Health ICT Survey that were presented at LSIF VIII in Sendai, Japan and noted that the template survey was among the documents for the meeting (2011/SOM1/LSIF/002). The results compiled from the surveys completed by Australia, Hong Kong, China; Japan and the Philippines showed that the highest priorities for economies were electronic medical records, health information exchanges, the transfer of diagnostic information from hospital to hospital, epidemiological tracking and statistical reporting and clinical data processing. Lowest priorities were health education via SMS and doctor to patient information transfers. In order to better inform APEC on health ICT priorities and its role in disease management and patient compliance, the Advisor to the LSIF Co-Chairs urged that other economies fill out the survey.

Korea, Chinese Taipei, Thailand, and the U.S. agreed to consult internally and report back to the LSIF PG Chair by April 15 as to whether they could complete the survey this year.

3.2.4. Increased collaboration to address emerging health challenges such as health care associated infections. On behalf of industry, Mr. Ralph Ives presented a proposal for public-private sector cooperation in APEC to examine the economic consequences of HAIs and substantially reduce their incidence in the APEC region (2011/SOM1/LSIF/009). He noted that the economic impact is high. On costs alone, the main driver is increased length of stay in hospitals. Because steps to reduce HAIs are relatively simple, they should be viewed as an unnecessary cost to the system. Mortality was higher than all the infectious disease pandemics taken together. Mr. Ives recommended that LSIF agree to conduct a survey of HAIs in the region with a view to sharing best practices on how to reduce the incidence. Canada supported the proposal noting that data produced at LSIF VIII was compelling, with a savings of 200 fold for every dollar spent on preventing HAIs. 

Industry agreed to develop a survey by mid-April for review by the LSIF Planning Group. The Chair noted that this was another potential area of collaboration with the HWG.

3.2.5. Regulatory Harmonization. 

3.2.5. (a) Report of the RHSC. The Chair of the LSIF Regulatory Harmonization Steering Committee (RHSC) reported on the March 2-4 series of RHSC meetings in Washington. A full report will be prepared by the Chair for circulation to the Planning Group. The RHSC meetings concentrated on the multi-year strategic approach to regulatory harmonization training projects, including project review and management and RHSC procedures. A strategic framework for achieving regulatory convergence includes a series of diagnostic workshops which will assess gaps and training needs in specific topic areas. RHSC work on multi-regional clinical trials (MRCT) is a case in point. Priority projects for the RHSC in 2011 include Good Review Practices (GRP); MRCT; a workshop on biosimilars; stem cell manufacture quality assurance/quality control; an ICH workshop on Quality by Design and, focused training on the implementation of GHTF guidelines. Champions have been identified for developing roadmaps in a number of priority work areas. Japan is the lead on MRCT. The RHSC also will conduct a global mapping exercise of other training programs in operation.

The RHSC has agreed in principle to a 2020 vision for regulatory convergence. The Planning Group agreed to support that vision. Capacity building projects going forward will be designed to meet that target, but it was noted that not all economies will be expected to cross the finish line at the same time. It will be important for individual economies to set goals. An overarching framework document and refined roadmaps for medical devices and pharmaceuticals are under development to support the vision and target date for regulatory convergence.  Priority Work Areas (PWAs) will also be confirmed and separate roadmaps developed for each by championing economies.  The MRCT roadmap developed by Japan serves as an example.  It was suggested that a progress report also be submitted to Trade Ministers in May. 

The Philippines asked to join the RHSC. The Chair invited the Philippines to submit an  expression of interest. 

The LSIF PG Chair strongly urged that the RHSC and the Planning Group points of contact champion projects agreed and submitted by the RHSC with the CTI representatives. She noted that if CTI representatives see that their economy is a co-sponsor of a project, there would be recognition that the projects was of importance to their economy.  Chinese Taipei’s Good Review Practice project had 8 co-sponsors and was finally approved by the BMC. The Advisor to the Co-Chairs drew attention to the fact that the BMC is conducting a pilot program whereby multi-year projects that involve two or more APEC groups would be eligible to apply for up to $500,000 of project assistance that would be distributed over five years. The Planning Group discussed the prospect of cooperating with the Industrial Science and Technology Working Group (ISTWG), the HWG and other appropriate groups and project proponents were asked to take this into consideration when developing projects for APEC funding. 

3.2.5. (b) Report on the LSIF APEC Harmonization Center. The Director of the LSIF APEC Harmonization Center (AHC), Dr. Seung Hee Kim, President of National Institute of Food and Drug Safety Evaluation, Korea Food and Drug Administration, provided an update on the numerous training activities of the AHC that support RHSC priorities. The Chair of the RHSC commented that the RHSC is working in close cooperation with the AHC. Many of the RHSC projects are being funded by Korea through the AHC. There is no registration fee for training programs and the AHC brings in regulators from other APEC economies to benefit from these programs. The training schedule and programs are posted on the AHC website at http://www.apec-ahc.org. The Chair LSIF PG thanked Korea for its considerable contribution to the LSIF regulatory harmonization training program and suggested that the Planning Group consider ways of having this contribution recognized at senior levels in APEC. The U.S. observed that the AHC has considerable international status and said that when regulators and industry from around the region see information about an AHC sponsored project they know it will be a top quality session. The AHC programs are where progress is occurring in building the understanding of international guidances and best practices that enable regulatory convergence.

3.2.5. (c) International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH) Developments. The Advisor to the LSIF Chair reported on ICH developments (2011/SOM1/LSIF/011). She noted that for 2011 regional harmonization initiatives; drug regulatory authorities, and departments of health may nominate technical experts as active members of ICH working groups. The Chair RHSC urged economies to adopt the best practices promoted by the ICH given the increasingly global nature of manufacturing and clinical trials. He clarified that the eight drug regulatory authorities that were brought into the ICH Global Cooperation Group in 2007 would be able to nominate experts from their economies.  
3.2.5. (d) Roadmap for Achieving Regulatory Harmonization. On behalf of the medical device industry, Mr. Ralph Ives presented a proposed road map for achieving a vision 2020 for regulatory convergence in the medical device sector (2011/SOM1/LSIF/008). He noted that the strategic plan developed in 2010 by the RHSC and the LSIF in Sendai, Japan provided the basic proposal and rationale for achieving regulatory harmonization for medical products by 2020. While each economy would work at its own pace, setting a 2020 vision for convergence of regulatory procedures would add some purpose and generate excitement at senior levels – something that was needed to gain APEC support for capacity building projects going forward. He noted that there was no expectation that APEC economies would have the same regulatory systems as each took into account an economy’s unique circumstances. However, there could be elements which could benefit from collective action, such as arriving at a common format for the submission of data to regulators. This would lighten the burden for industry, regulators, and help ensure that patients received the technologies when they needed them.
The U.S. observed that 2020 could be an achievable goal. There is a lot of capacity building that could be done over 10 years which would help economies make considerable progress towards convergence. A roadmap also was in preparation for the pharmaceutical sector. 

The LSIF Planning Group agreed to support the 2020 vision and requested that roadmaps for both medical device and pharmaceuticals be prepared within the RHSC for consideration at SOM3. A progress report would be prepared for the May 19-20 meeting of APEC Ministers Responsible for Trade.

3.2.5. (e) Preparation for the APEC Self-funded project: Stem Cell QA/QC Workshop. Thailand reported on plans for the July 5-7, 2011 self-funded workshop in Bangkok. An agenda has been developed (2011/SOM1/LSIF/007) and speakers are being drawn from the public and private sectors. Currently there is good speaker recruitment from the U.S., Canada, Japan and Europe. Thailand requested that the LSIF Planning Group POCs communicate the agenda and conduct outreach to industry and academia in their own economies as speakers and participants. The expected outcome from the workshop is the development of a document for stem cell quality assurance and quality control.      

3.3. Measures to Ensure Safe Medicines

The project overseer for LSIF projects that promote the quality and safety of medical products reviewed the various LSIF activities to prevent the spread of falsified/counterfeit medical products and promote safe medicines, beginning in 2008 with the first in a series of training workshops (2011/SOM1/LSIF/004). He updated the Planning Group on preparations for the self-funded Drug Safety and Detection Technology Workshop, which will be held September 27-28, 2011 in Beijing (2011/SOM1/LSIF/005). Noting that the U.S. and China are leading the initiative, with Singapore, Mexico and Peru as co-sponsors, the project overseer requested that LSIF PG POCs communicate information about the workshop to their drug regulatory officials, officials dealing with safety and detection, pharmacopeia officials, industry representatives and vendors of detection equipment. The agenda will include discussion of the availability of falsified/counterfeit medical products on the internet. A highlight of the program will be a visit to the National Institutes of Food and Drug Control China Mobile Laboratories. 

The project overseer also briefed the Planning Group on his participation in the March 2, 2011 dialogue organized by the Anti-Corruption and Transparency (ACT) Task Force to examine the extent of falsified/counterfeit and illicit trade in medical products. The ACT was briefed on the LSIF initiative to raise awareness of and combat the problem (2011/SOM1/LSIF/010). The dialogue arose from a discussion between project overseer and the ACT in September 2010. A report will be prepared from the March 2 dialogue and circulated to the LSIF PG.

The Philippines asked whether the scope of the initiative included pharmaco-vigilance in terms of adverse events. The project overseer confirmed that the initiatives only covered falsified/counterfeit medical products. An industry representative indicated that there were numerous pharmaco-vigilance programs operated by industry in conjunction with regulatory authorities. Adverse event reporting was a well established procedure. The RHSC Chair observed that pharmaco-vigilance is one of the clusters of RHSC activity.

Chinese Taipei inquired as to the types of metrics that have been adopted to measure performance in assuring a safer environment for medical products. Chinese Taipei considers that metrics will be important in determining whether policies are effective.  

The RHSC Chair informed the Planning Group that the RHSC had agreed in principle to bring aspects of LSIF initiatives to combat counterfeiting under the RHSC work program. The U.S. FDA will develop a note on what would fall within the ambit of the RHSC. The note would first be reviewed by the RHSC before being submitted for consideration by the Planning Group.

3.4. Innovations to Strengthen Health Systems   

The Planning Group discussed how to implement the call from Ministers and Leaders to strengthen innovation policies by sharing best practices for more effective policy making and implementation, including how public-private partnerships can help support strengthened health systems and a strengthened role for non-governmental stakeholders in policy development in medical life sciences. The LSIF PG Chair pointed to the LSIF Enablers of Investment Checklist as a tool for guiding the development of medical life sciences policies, noting that the experiences of Singapore and Chinese Taipei showed that health policies are made in various ministries and the exercise of filling out the checklist extends the dialogue on health and innovation policies as an inter-agency process.

3.4.1. Transparency in Rule Making and Stakeholder Consultations -- Provisions of LSIF Enablers of Investment Checklist. The U.S. observed that the President’s Plan for Aids Relief (PEPFAR) was a public-private partnership which produced innovative solutions such as the dispersible tablets produced by a group of generic companies under the program. The LSIF PG Chair suggested that economies and industry provide examples of public-private sector partnerships that had been formed across elements of health systems. The U.S. volunteered to act as coordinator for the collection of these examples. The Planning Group agreed that examples would be provided to the Program Director by April 15. It was noted that stakeholder consultation and public-private sector partnerships to strengthen health systems also would be discussed further at the March 6 joint session with the HWG. The U.S. further indicated that in the process of filling out the checklist it would provide ideas on how APEC could optimize stakeholder consultation and transparency in rule making as applied to health innovations.

3.4.2. Expanding the Use of the LSIF Enablers of Investment Checklist to inform the strengthening of health systems. 

3.4.2. (a) Progress Report by the U.S. and Canada. The U.S. reported that the Singapore and Chinese Taipei completed checklists have been very helpful as the U.S. has been going through the various elements. A team of people from a range of agencies has been assembled. These include USTR, State, Commerce, FDA, HHS, OSTP and the White House. The U.S. also reached out to industry for input. The first internal deadline is April 1 and there is hope that the U.S. will have a report prepared for Big Sky Montana in May.. The LSIF Secretariat undertook to send the Singapore and Chinese Taipei checklists to Canada as a guide. Canada also hopes to have its report prepared in the near future.. 

3.4.2. (b) Additional Volunteer Economies. Mexico and Korea agreed to consult internally to determine the scope for completing the checklist. Chinese Taipei noted that it had found the exercise to be very valuable; each agency had been asked to report on how innovation was being addressed; it also provoked some internal diagnosis of issues.   
3.4.2. (c) Key elements of the Checklist that apply to strengthening health systems. On behalf of industry, Ms. Nancy Adams offered the perspective that there were elements of the LSIF Enablers of Investment Checklist that applied to the whole health ecosystem. She observed that it was important to look at the health system holistically. She noted that there were six key principles in the checklist that taken together would contribute to strengthening health systems: transparency in rule-making; stakeholder consultations; public-private partnerships in a range of areas, including health care delivery (Hong Kong, China’s EMR system crosses the public and private health care delivery system), coherence across government, political leadership (Korea’s stated goal of developing an innovative bio-pharmaceutical sector came out of the Blue House), and, robust regulatory systems. The LSIF PG Chair requested that industry contribute input to the process of identifying elements of the checklist that would inform work on strengthened health systems.

3.5. Other Proposals for the LSIF Work Plan. 
3.5.1. Proposal by the Russian Federation; “Marine Micro-organisms: Capacity Building for broader Cooperative Research and Utilization.” A representative from the Ministry of Education and Science of the Russian Federation introduced a concept note on research, a survey and collaboration, possibly in conjunction with the ISTWG on marine micro-organisms that have medical implications. He observed that in addition to their potential for medical use, changing environmental conditions cause potentially harmful marine micro-organisms to concentrate in fish or shellfish, and maybe inhaled. The Russian Federation proposes a project that would examine the beneficial use of marine micro-organisms; the encouragement of public-private partnerships for discoveries; and the examination of harmful micro-organisms. The objectives would be to increase APEC coordination on oceans and human health by information sharing on innovation policies, conducting a survey of the current situation in APEC economies, and fostering partnerships in marine micro-biotechnology. He noted that the Far Eastern Federal University in Vladivostok, Russia would be happy to maintain the database.

The Chair of the LSIF PG asked if the Russian Federation was running the proposal through the ISTWG as well. The Russian Federation responded that it would consider running the proposal through other relevant groups and confirmed that while the Russian Government would be contributing funds, APEC funding also would be sought. The U.S. indicated that it would share the proposal with U.S. research institutes such as the Scripps Institution of Oceanography and the Woods Hole Oceanographic Institution for feedback. Thailand drew attention to the work conducted by Dr. Craig Venter in this area through funding from the National Geographic Association.  The U.S. and Thailand agreed to provide the Russian Federation with relevant contacts. The Chair LSIF PG requested comments on the proposal by March 20.

Note: The Russian Federation has subsequently circulated a concept note for comment and requests indications of co-sponsors for the project. The project’s expected start date is 1 July 2011 and expected completion date is 30 June 2012. 

4. Cooperation with other APEC Fora 

The Chair LSIF PG reminded the group that there would be a joint session with the HWG in the morning of March 6. The agenda will cover likely areas of joint activity, including public private sector partnerships, health system strengthening programs, innovations in health IT and how capacity building can contribute to improving key health indicators, productivity and economic growth. The joint session also will examine the prospect of an APEC contribution to the UN NCD Summit in September. The Chair also drew attention to the HEG Policy Dialogue on ageing and the role of Health IT on March 7 and the various dialogues that were held in advance of the LSIF PG meeting, including the ABAC-IPEG March 3 innovation dialogue. She noted that APEC funds were available for projects that involved more than one APEC group on a pilot basis and asked the Program Director to explore how these funds are applied for and administered.

5. Preparations for LSIF High Level Event
The U.S. indicated that while no additional formal Ministerials were being considered for 2011 (except for Forestry Ministers), the U.S. proposes that LSIF cooperate with the HWG on a joint health event at SOM3 in advance of the UN NCD Summit. The quality of the event will define the level of participation. Initial thinking is to advance the work of the LSIF and HWG in health systems innovation and health systems strengthening, and explore public private partnerships to that end. The U.S. noted that there was work underway in the WHO and UN that was relevant. China and the U.S. had just announced a health partnership with the private sector. The goal will be to look at challenges facing health systems across the APEC region and see how partnership, including in the use of innovations, can help address these. He noted that there is a lot of interest in this event. The U.S. Senior Official would be talking about it at the joint event on March 6. He reiterated that examples of public-private partnerships that would be collected would help inform the event. 

The LSIF PG Chair observed that the intention is to broaden the annual LSIF forum to include health themes that would be of interest to the HWG. The U.S. will circulate a draft paper for comment to the LSIF PG and HWG by April 30 with suggestions for general themes and follow that with a more detailed agenda once those themes are endorsed. 

As there was no other business to discuss, the Chair LSIF PG adjourned the meeting.

