Report of the Eighth Life Sciences Innovation Forum (LSIF VIII)

September 17-19, 2010

Sendai, Japan

Key Judgments for Ministers and Leaders
This year the APEC Life Sciences Innovation Forum (LSIF), Chaired by H.E. Minister Suwit Khunkitti of Thailand, focused its work and recommendations from its meeting in Sendai in the context of Japan’s new vision for APEC of regional integration, new growth strategies and human security, supported by capacity building. The forum concluded that its current and future work provides significant contributions in all these areas. Robust, multi-year projects, largely self-funded, are generating significant data to inform determinations by economies and innovators of health and health innovation investment priorities with a focus on risk detection, prevention, treatment, and disease management.  Under LSIF, regulatory cooperation and associated capacity building projects to ensure that patients get safe and effective health innovations when they need them are advancing rapidly and provide a model for global cooperation. New areas of focus that may benefit from cooperation with the APEC Health Working Group include innovative employer practices to assure employee health and productivity; innovations to address neglected tropical diseases and re-emerging diseases; and, the rising incidence of health care associated infections.
Key findings and recommendations
I. New Growth Strategies 

Health is an economic asset and health/life sciences innovations make critical contributions to sustained economic growth and productivity. They are central drivers of the new growth strategy that will be endorsed by Leaders at Yokohama.  The productivity loss from poor health is 2 to 3 times medical costs. Productivity gains from innovative approaches to employee health are significant at up to $6 for every $1 spent. Medical discoveries, including health related technologies not only generate significant health and socio-economic returns (up to 15 times cost), but also are key drivers of growth [    ]. More than half of welfare gains come from improved health. 

Recommendation: As APEC economies seek to re-balance their growth paths, policies to promote and support health and life sciences innovation should be a key element of new growth strategies. 
Enhancing Competitiveness and Fuelling the Innovation Pipeline

To maintain and enhance its competitiveness, the APEC region needs to maintain its leadership in health and life sciences discoveries to address the complex health, welfare (including quality of life) and productivity issues arising with ageing populations and, in some economies, the now “triple” burden of infectious, chronic, and re-emerging diseases.  The innovation pipeline is under strain. A large number of patents, which generate returns to support new discoveries, are about to expire. There also are other constraints on resources (access to capital, human resources) necessary to generate new discoveries, including in traditional medicines, and bring these to market. This situation has important economic and health consequences for the region. 
Recommendations: 
1. To strengthen the innovation pipeline and drive growth, APEC economies should promote policy and regulatory approaches that encourage and reward investments in innovation and bilateral and regional collaboration and cooperation on ways of deploying innovations to address the region’s health challenges.  
2. APEC economies should adopt innovative approaches to financing new life sciences discoveries, with a closer interface between scientific institutions and the private sector and closer and more robust dialogue between the private sector and governments on how and where new innovations, including the important biologics discoveries, are regulated and placed in health systems.
3. APEC economies should encourage significantly increased investment in health innovation from both public and private sources. They should be encouraged to use the LSIF Enablers of Investment Checklist to guide their policy and regulatory reform process that would facilitate the investment in priority innovations relevant to their health challenges and to identify capacity building needs.
4. Priority areas for investment in innovation and to support innovation-led growth should include: preventive measures, such as vaccines and large cohort studies to identify disease risks and disease management profiles; financial reforms to extend coverage and manage costs; efficiency initiatives such as deploying health information technology to improve the efficiency and quality of health care: pipeline strengthening; regulatory reforms to speed access to innovations; and, investment by firms and governments in programs to improve the health of their own employees.
5. APEC should establish a discussion of innovation around healthcare financing where the public and private sector might interface more closely and the appropriate balance between public and private involvement in health systems can be defined and attained.
LSIF VIII concludes that an enhanced program of investment in health and life sciences innovation will generate strong economic and social returns, and will spur new growth activity in the region. LSIF will continue the work begun in 2008 to quantify the economic benefits of health innovations in health systems to governments and society, with the prospect of conducting case studies in 2011 to validate the model developed to measure these benefits and the dynamic effect on growth. 

II. Regional Economic Integration and Openness
LSIF VIII concludes that further steps towards regional integration and openness for health products and services are necessary for increased innovation in health, and to allow health to play its full role in the new growth path. Four forms of increased integration are highlighted.
1. Regulatory harmonization. Regulatory harmonization for medical products, in line with international guidelines and best practices, can offer major health and economic benefits. Regulatory cooperation efforts under the LSIF Regulatory Harmonization Steering Committee (RHSC), supported by the APEC Harmonization Center (AHC), are playing a leading role globally in advancing regulatory harmonization for medical products and innovations. 

Recommendation: Regulatory harmonization projects and activities of the RHSC , underpinned by a strategic approach and the development of goals and target dates, should be strongly supported by APEC member economies and relevant committees as a priority activity to support regional integration, innovation-led growth and enhanced health. 

2. Openness to trade in health services. Measures to reduce formal and informal barriers to trade in health services, such as diagnostic services, would help achieve more efficient, timely and effective service delivery to patients. 

Recommendation: APEC officials should examine ways of facilitating trade in health diagnostic services as a matter of priority. In so doing, APEC should include the identification of the legal and regulatory frameworks necessary to support the use of information technology in remote diagnostic services.
3. Increased collaboration in life sciences innovation. Collaboration in life sciences is growing in the region and globally. The APEC supported but independently funded Asia Cohort Consortium is generating important data on life style diseases and associated risk factors, which will help guide the development of innovations to address these diseases. Japan is establishing a major cohort to study health risk factors in women and children. These cohorts are critically important to maintaining the innovation pipeline. Individual companies or groups of companies do not have the resources to conduct cohorts of this size.

Recommendation:  APEC should strongly support the work of the Asia Cohort Consortium and welcome Japan’s women and children risk facto Cohort.  Consideration should be given to additional collaboration within and across these cohorts.

4. Collaboration to address the neglected infectious diseases and healthcare associated infections in the region.  Increased regional collaboration to address neglected infectious diseases would have significant health and economic benefits. The morbidity associated with these diseases also has a significant impact on productivity. The incidence of health care associated infections (HAIs) and associated mortality is unacceptably high, with mortality nearly triple that of seasonal influenza. Costs of HAIs to health care budgets and patients are significant, with hospital stays jumping on average from 4.5 days to 20 days. There is a troubling lack of comprehensive data on HAIs in the region. 
Recommendation: APEC should welcome the proposal from the Sabin Vaccine Institute to set up a facility in the region for the development of vaccines for those neglected tropical diseases for which commercial vaccine production is not viable.  

Recommendation: As a matter of priority, APEC should establish a work program and public-private partnerships to develop projects and pilot sites to document and address healthcare associated infections. Consideration should be given to expanding participation by APEC economies in organizations promoting best practices in this area such as the International Nosocomial Infection Control Consortium (INICC).

III. Improving Human and Economic Security

Many aspects of health and health innovation relate directly to human and economic security.  
1. Anti-counterfeiting activities; the promotion of safe medicines. There is a significant human health impact and a significant cost to health systems and society of counterfeit drugs. Counterfeit drugs continue to appear on the market in APEC economies at unacceptably high levels (in some markets estimates are up to 25% of available drugs in certain therapeutic classes). The value of work being done in APEC groups, including LSIF to combat counterfeiting is significant and should be supported by all APEC economies.

Recommendation: APEC should strongly support and coordinate additional activities to combat counterfeiting and promote safe medicines.
2. The challenges to human and economic security arising from the triple burden of infectious, re-emerging and chronic diseases in many economies. Re-emerging diseases such as tuberculosis (often drug resistant) are on the rise in certain APEC economies and pose a significant health threat and cost to health systems.

Recommendation:  Leaders are requested to support the establishment by LSIF of a tripartite working party, in conjunction with the APEC Health Working Group, to document the challenges arising from this triple burden, using a health systems approach, and to make recommendations about how the APEC community can support economies dealing with these challenges. 
3. Value of protecting health expenditure from cuts in economic downturns. LSIF VIII notes the importance of protecting health care spending in downturns, when the need for care rises, and that those economies that did so during the financial crisis saw significant benefit.
We respectfully submit our report and recommendations for specific action in these areas as part of a comprehensive effort to contribute to APEC’s New Growth Strategies, Regional Economic Integration priorities, and Human Security.
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Led by LSIF Chair H.E. Minister Suwit Khunkitti of Thailand and Executive Member of Japan’s Council for Science and Technology Policy Dr. Tasuko Honjo, more than 100 eminent scientists, health economists, politicians, health officials, thought leaders and industry experts from 17 APEC economies met in Sendai, Japan September 17-19, 2010 at the 8th Life Sciences Innovation Forum (LSIF VIII) to discuss and formulate recommendations on how to position life sciences health innovations to address public health challenges and support sustained economic recovery and growth.  Under the theme of Building Economic Growth and Enhancing Health and Welfare through Health Innovation discussions and recommendations focused on policies and projects that would support the development of life sciences innovations and their uptake and deployment in health systems. They were framed in terms of the contribution of these innovations and the current and future work of the forum to Japan’s new vision for APEC of regional economic integration, new growth strategies and human security, supported by capacity building. 
Recognizing the critical contribution of health to sustained economic growth and productivity and the importance of health innovations to address the existing and emerging challenges of ageing populations in the APEC region, and the “triple burden” of disease in many APEC economies
, the forum focused in particular on the new growth strategy element of that vision as it applies to balanced, sustainable, innovative, inclusive, and secure growth.  The forum concluded that health innovation would serve as an effective contribution to those growth attributes laid out in the APEC growth strategy, which is to be adopted by APEC Leaders in Yokohama. In that regard, participants stressed the need to fuel the life sciences/health innovation pipeline by promoting policy and regulatory approaches that encourage investment in innovation and bilateral and regional collaboration and cooperation on deploying innovations to address the region’s health challenges.  
Specific innovations under discussion included: emerging technologies such as health IT and biologics; innovative approaches to health financing; innovative ways of promoting and supporting R&D; the need to generate and sustain investment in life sciences innovation, ways of diffusing those innovations throughout health systems, and regional collaboration and cooperation on projects that would ensure that patients received safe and effective innovative drugs and medical technologies when they needed them. In that regard, LSIF firmly believes that regulatory harmonization offers significant health and economic benefits and will make a major contribution to regional economic integration. Regulatory cooperation efforts aimed at achieving regulatory harmonization for medical products and innovations, underpinned by a strategic approach and the development of goals and target dates, were advanced significantly at the September 17-18 meeting of the LSIF Regulatory Harmonization Steering Committee.

The forum discussed possible projects to explore the use of medical innovations and/or innovative approaches to ensure that (1) ageing populations remained healthy and productive and (2) their quality of life is improved. LSIF VIII also reviewed possible collaboration on the discovery of preventive innovations to address neglected tropical diseases; discussed ways of collaborating to assess and address the triple burden of disease and the emerging scourge of drug resistant healthcare associated infections; and, identified ways of encouraging a focus on health in the workplace through innovative employer practices. LSIF VIII recommends that consideration be given to cooperation with the Health Working Group, as appropriate, on project development in these areas.  
I. Health Innovation and APEC’s New Economic Growth Strategy
It is necessary to distinguish between the existing level of health spending in a given economy - based on the specific institutions, skills and technology in place at a given time - and the role of innovation to do things better across the whole health system, including in detection, prevention, treatment, and disease management.

LSIF VIII concludes that increased spending on health and life sciences innovation should be treated as an investment with strong economic and social returns and not just as a cost. Such innovation will be a central driver of the new APEC growth strategy.
LSIF VIII recommends that APEC economies, as part of their pursuit of new growth strategies, encourage significantly increased investment in health innovation. This should be both public and private investment, including international investment coming in part through regional collaborations. Economies are encouraged to use the LSIF Enablers of Investment Checklist to guide their policy and regulatory reform process that would facilitate the investment in priority innovations relevant to their health challenges and to identify capacity building needs. In that regard, LSIF VIII welcomed the completion by Chinese Taipei of the Enablers of Investment Checklist and progress by Canada in completing the checklist. Developing a comparative analysis of the region’s readiness to support additional innovation and identify gaps once a critical mass of economies had completed the checklist was considered important future work in support of strengthening the innovation pipeline. 

Priority areas for investment in innovation and support of innovation include:
Preventive measures -protecting the health of the healthy. These measures are of high priority, and range from basic lifestyle and public health interventions such as vaccination programs to advanced scientific collaborations (such as large cohort studies) to identify disease risk, innovation priorities, and manage disease. 
Reform and development of the life sciences innovation system. Major change is taking place in life sciences innovation systems, many are under stress even in developed economies such as the United States and Japan. The forum concluded that further investment is needed into these systems, the research and development platform for biotechnology-based medicine should be enhanced, infrastructure for clinical and translation research should be improved, life sciences budget processes and priorities should be reviewed, and medical, nursing care technologies should be transformed into growth, not cost services.  APEC economies should adjust their innovation systems in the light of these changes, invest further in the various components of those systems and increase their conformity with global best practice.
Financial reforms, to extend coverage and manage costs. These reforms, while complex, remain of the highest priority for many economies. Effective reform will generate strong health, economic, and social benefits. LSIF VIII contends that there needs to be a discussion of innovation around healthcare financing where the public and private sector might interface more closely and the appropriate balance between public and private involvement in health systems can be defined and attained. 
Efficiency initiatives. LSIF VIII concludes that a wide range of innovations are possible which will both improve efficiency and the quality of health care. These include the strengthening of primary care and the creation of more open, collaborative health systems. The development and deployment of health IT to transform the flow of medical information will be an important component of such innovations. LSIF VIII welcomed the mapping exercise undertaken to assess economies’ priorities in the application of information and communication technologies in health systems and recommends that additional economies complete the survey so that APEC can determine the appropriate policy and regulatory frameworks that would facilitate the uptake and deployment of these technologies. Participants discussed the need to ensure that the benefits of health IT could reach communities. Measures to bridge the digital divide in the APEC region and within economies and the support of low cost technologies such as wireless handhelds will be important in reaching rural areas.
Pipeline strengthening. In the wake of the economic downturn and with the potential expiration of many innovative patents, there is a need for innovative approaches to financing new life sciences discoveries and calls for the establishment of a closer interface between scientific institutions and the private sector and for closer and more robust dialogue between the private sector and governments on how and where new innovations, including the important biologics discoveries, and traditional medicines, are regulated and placed in health systems. Creating a virtuous cycle of health innovations, including through closer dialogue between governments and innovators on health policies, will be important to maintaining the health innovation pipeline. 

Regulatory reforms to speed access to innovations and encourage investment. LSIF VIII concluded that improved regulatory processes, regulatory cooperation and the adoption of international best practice, will generate better health and greater economic activity and will reduce costs significantly.  

Investment by firms in programs to improve the health of their own employees. LSIF VIII accepts that wellness and other programs at the firm level can generate strong health benefits and much improved productivity. LSIF VIII recommends that APEC economies consider ways in which they can accelerate the adoption of such programs and create steps that can be taken in partnership with business to improve productivity and thus reduce costs.

While health costs will continue to rise, as incomes and health needs rise, LSIF VIII concludes that such an enhanced program of investment in health innovation will generate strong economic and social returns, and will spur new growth activity in the region. LSIF will continue the work begun in 2008 to quantify the economic benefits of health innovations in health systems to governments and society, with the prospect of conducting case studies in 2011 to validate the model developed to measure these benefits. 
II. Regional Economic Integration and Openness

LSIF VIII concludes that further steps towards regional integration and openness for health products and services are necessary for increased innovation in health, and to allow health to play its full role in the new growth path. Four forms of increased integration have been highlighted.

Regulatory harmonization. LSIF VIII firmly believes that regulatory harmonization in the region, in line with international standards and for both medicines (including biologics) and medical devices, can offer major health and economic benefits. The harmonization work of the LSIF RHSC, underpinned by a strategic approach with the development of goals and target dates, is playing a leading role globally in advancing regulatory harmonization.  The LSIF VIII recommends that such work be strongly supported by member economies. LSIF VIII noted the many path-breaking projects now being undertaken as part of a robust multi-year workplan  endorsed by the RHSC.  Projects completed this year to date include self-funded workshops on good review practices , pharmaceutical supply chain and multi-regional clinical trials (MRCT), all of  which attracted significant participation, demonstrating their critical need. Additional self-funded projects under development include good regulatory review practices, quality assurance in stem cell manufacture, clinical evidence for medical devices and the next MRCT workshop. LSIF VIII participants were disappointed that the project proposals for good review practices and  stem cells  were not deemed to be of sufficient importance for APEC partial funding in BMC2 and concluded that (1) strong support should be given by APEC to these important projects and (2) that there needed to be a better communication between the trade generalists and technical experts so that the contribution of these projects to regional economic integration could be fully appreciated. Postcript:  The LSIF was pleased to learn that the concept note for the 2 year project on good review practices was subsequently endorsed in principle for funding in the BMC3 cycle. 
Openness to trade in health services. LSIF VIII also concludes that systematic measures to reduce formal and informal barriers to trade in diagnostic health services would help achieve more efficient and effective service delivery to patients. LSIF VIII recommends that this be treated as a priority area within APEC, especially given APEC’s historic commitment to trade openness. APEC officials in the relevant market access and services group should develop a program of activity that would result in the facilitation of trade in diagnostic services. The program should include consideration of the legal and regulatory framework necessary to deploy information technologies to help deliver these services, including cross-border. Other considerations may include insurance services and professional accreditation requirements.
Increased collaboration in life sciences innovation. LSIF VIII notes that collaboration in life sciences is growing in the region and globally. The APEC supported Asia Cohort Consortium is generating important data on life style diseases and associated risk factors, which will help guide the development of innovations to address these diseases. Japan is establishing a major cohort to study health risk factors in women and children. LSIF notes that these cohorts are critically important to maintaining the innovation pipeline. Individual companies or groups of companies do not have the resources to conduct cohorts of the size generated by the Asia Cohort Consortium. LSIF recommends that economies consider additional collaboration within and across these cohorts.
Collaboration to address the neglected infectious diseases and healthcare associated infections in the region.  LSIF VIII concludes that increased regional collaboration to address neglected infectious diseases would have significant health and economic benefits. The morbidity associated with these diseases also has a significant impact on productivity. As an example of such an initiative, the LSIF VIII leadership will undertake further discussions with the Sabin Vaccine Institute on the institute’s proposal to set up a facility in the APEC region for the development of vaccines for those diseases where commercial development is not viable. 
Health care associated infections (HAIs) are becoming a major cause of infectious disease mortality in the region and have a significant economic impact.  There are nearly 6 million HAIs annually in the United States, Europe and Japan. In some developing countries more than 25% of patients acquire HAIs. Mortality is high compared to other infections, in some economies mortality is nearly three times that of seasonal influenza. The costs to health systems and patients also are significant, up to 6 times that of the care of non-infected patients. The lack of data and surveillance mechanisms in the region is troubling.

LSIF VIII recommends the establishment of public-private partnerships to develop programs and pilot sites to document and address healthcare acquired infections. Consideration should be given to expanding participation in organizations promoting best practices in this area such as the International Nosocomial Infection Control Consortium (INICC). 
III. Improving Human and Economic Security

Many aspects of health and health innovation relate directly to human and economic security.  

Anti-counterfeiting activities; the promotion of safe medicines. LSIF notes the importance of these issues to human health and the significant cost to health systems and society of counterfeit drugs. Estimates in some economies are that up to 25% of drugs on the market in certain therapeutic classes are counterfeit. The value of work being done in APEC forums, including LSIF to combat counterfeiting is significant and should be supported by all APEC economies. Additional programs should be developed and supported to combat counterfeiting.
The challenges to human and economic security arising from the triple burden of infectious, re-emerging and chronic diseases in many economies. LSIF VIII recommends that Leaders support the establishment by LSIF of a tripartite working party, in conjunction with the APEC Health Working Group, to document the challenges arising from this triple burden, using a health systems approach, and to make recommendations about the types of innovations that would help address the problem and how the APEC community can support economies dealing with these challenges. 
  Value of protecting health expenditure from cuts in economic downturns. LSIF VIII notes the importance of protecting health care spending in downturns, when the need for care rises, and that those economies that did so during the financial crisis benefited significantly from doing so.
LSIF will take the wealth of information and data generated for LSIF VIII forward in 2011, including discussions on innovative ways of financing innovations and the balance of public and private involvement in health systems. Presentations from LSIF VIII can be found in the APEC Information Management Portal (AIMP) Meeting Document Database (MDDB) at http://aimp.apec.org/MDDB/. 
Summary of Regulatory Harmonization Steering Committee Meeting

September 17-18, 2010

Sendai, Japan

The RHSC reported significant progress in establishing a strategic, multi-year approach to regulatory harmonization and capacity building within and beyond the APEC region, building upon work undertaken in Hiroshima.  The meeting followed a half day meeting of the RHSC subcommittee on training.

Notable achievements included:

· Agreement on a process for the review, development, implementation and evaluation of project proposals by the RHSC to ensure that endorsed proposals are designed to maximally contribute to overall LSIF and APEC goals and harmonization priorities.
· Related to the above, the development of draft harmonization goals for pharmaceuticals and medical devices together with associated target dates.  It was agreed that individual projects should form part of harmonization roadmaps or strategies that are currently under development and contribute to overall goals, thereby reflecting a more strategic, sustainable and effective approach to harmonization efforts.  The RHSC endorsed a plan of action for finalization of harmonization goals.
· Review and agreement in principle of a series of project proposals that form part of the 2010-2012 harmonization/training work plan.  This included projects on good regulatory review practices, quality assurance in stem cell manufacture, clinical evidence for medical devices and the next multi-regional clinical trials (MRCT) workshop.  

· The SC also considered a draft roadmap submitted by the Ministry of Health, Labour and Welfare of Japan that outlined a multi-step approach for promoting MRCTs in the APEC region as well as recommendations from the very successful 2010 AHC MRCT workshop highlighting the Tripartite Research Initiative that took place in Seoul, Korea September 13-15, 2010, attracting over 400 participants.  The SC agreed to the draft in principle and to an overall plan for acting upon a comprehensive and concrete set of recommendations from the workshop that built upon those from the 2009 workshop in Seoul. The SC also took note of the success of the self-funded workshops on good review practices for medical devices  (June 25, 2010, Chinese Taipei) and pharmaceutical supply chain (AHC, Seoul, May 12-14, 2010).

· Endorsement of a statement of purpose for the training subcommittee directed at the development of a training strategy for the RHSC and APEC Harmonization Center.  Given the importance of training to the attainment of harmonization goals, the RHSC agreed that such a strategy would help ensure optimal use of resources and the effectiveness and sustainability of training efforts.  It was also agreed that workshops should be used to  diagnose the current status of topics of interest and lead to a series of recommendations on how to address associated challenges.  Recommendations would be considered and prioritized by the RHSC for subsequent action as part of a step-wise, coordinated approach to harmonization and capacity building.   Reuse of training materials, use of remote training technologies and the establishment of partnerships and complementary efforts with key training organizations would form elements of the training strategy.
· A strategy on how to improve the success of BMC approval of funding for RHSC-endorsed project proposals, taking into account difficulties encountered since the introduction of APEC project management reforms despite best efforts to establish a more strategic approach to project selection and development by the Steering Committee.  This followed a project management reform update by Evelyn Lok, Head of the APEC Project Management Unit.. Elements of the strategy include:

· Drafting project goals in terms that can be clearly understood by trade generalists;

· Promoting awareness of the importance of regulatory harmonization in promoting APEC goals, including REI and economic growth, with the CTI and BMC at both individual economy and su-for a levels; and

· Establishing linkages with other APEC groups whenever possible (notably the SCSC and HWG).
· Progress made in the use of remote technology for facilitating virtual meetings of the RHSC and training subcommittee.  While time did not permit, the RHSC secretariat noted the development of a website for RHSC that will greatly facilitate the functioning and operations of the SC and promote awareness of RHSC activities.
· Selection of a proposed logo for the RHSC.  The RHSC was informed by the APEC secretariat that the logo selected at the last meeting in Hiroshima did not comply with APEC rules for logos.
PostScript:  The RHSC was pleased to learn that the concept note for the 2 year project on good review practices sponsored by Chinese Taipei was subsequently endorsed in principle for funding in the BMC3 cycle.  The proposal had previously been reviewed and endorsed by the RHSC.

� the rise in chronic disease, existing infectious disease and re-emerging diseases (e.g. TB, polio) is known as the “Triple Burden of Disease”
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