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EXECUTIVE SUMMARY

	The 7th Life Sciences Innovation Forum (LSIF) was held in Singapore August 3-4, 2009 against the back drop of the effects of the Global Financial crisis and economic recovery efforts. The forum was hosted by H.E. Khaw Boon Wan, Minister for Health, Singapore and chaired by H.E. Suwit Khunkitti, LSIF Chair and Minister of the Environment and Natural Resources, Thailand.  More than 200 high level participants from 17 APEC economies and distinguished guests discussed and developed recommendations on the role of health innovation in supporting sustained economic recovery; the importance of a multi-disciplinary approach to health innovation; how to position new technologies, including biologics and health IT as enablers of health; the critical importance of detection and prevention; the health impacts of environmental change; how to keep the innovation pipe-line open during an economic downturn; the importance of trade and investment facilitation in life sciences and of supporting enabling conditions for investment; and, ways of achieving regulatory harmonization to assure that patients have timely access to safe and effective treatments. Singapore, as the first economy to complete the LSIF enablers of investment checklist, presented findings from that exercise, which reinforced the need for a multi-disciplinary, holistic approach to this sector. It is expected that the 8th Life Sciences Innovation Forum will be held in the margins of SOM III in Japan in 2010.

Key findings and recommendations in the LSIF VII report include:

· Investment in health will be a key plank of sustained economic recovery and investment in health innovations will provide medium to long term returns that have the potential to significantly improve the bottom line and resource base of governments, the health community, and industry.

· There is a need to extend the 2008 LSIF Framework Study, “Investing in the Future: An Assessment of Returns to Investment in Health Innovation,” to include the economic impact of infectious disease, measures of fiscal improvements and the dynamic effects on economic growth.

· Additional economies should be encouraged to complete the Enablers of Investment Checklist to identify gaps and capacity building needs.

· The Enablers of Investment Checklist should be reviewed to assure that metrics for biologics development and deployment are included that would optimize the sector’s performance as a health solutions innovator.

· A small group of experts from LSIF, the Health Working Group, the E-Commerce Steering Group and other relevant groups should be established to examine the role of information and communications technologies in health systems to facilitate and enhance the exchange and use of health and information and related data for improved patient outcomes, disease management and crisis response.

· There is a need for a reaffirmation of support for the on-going self funded epidemiological cohort and biomarker projects to allow economies to better identify their own emerging health challenges and response.

· The central role of regulators in assuring timely access to high-quality, safe and effective medical products needs to be re-affirmed. The development of a multi-year strategic plan and projects for achieving regulatory harmonization among APEC member economies, where appropriate, will be targeted at establishing a robust underpinning for a well-functioning regulatory system.

· Ministers are requested to endorse the LSIF VII report for transmission to Leaders and to endorse the Terms of Reference for the LSIF Regulatory Harmonization Steering Committee.

It is recommended that Ministers:

1. Endorse the LSIF VII Report and Recommendations for submission to Leaders

2. Endorse the Terms of Reference for the LSIF Regulatory Harmonization Steering Committee




Report of the Seventh APEC Life Sciences Innovation Forum
August 3-4, 2009
Singapore
Key Judgments for Ministers and Leaders
Meeting against the backdrop of the effects of the Global Financial Crisis and critical economic recovery efforts, LSIF VII concluded that (1) investment in health will be a key plank of sustained economic recovery and (2) investments in health innovations will provide medium to long term returns that have the potential to significantly improve the bottom line and resource base of governments, the health community and industry. As such, these returns should be factored into the economic recovery and forward development plans of economic, trade, health, science, and budget policy architects.  
Based on the 2008 Framework Study: Investing in the Future: An Assessment of the Returns to Investment in Health Innovation (2008/SOM3/LSIF/007), it is clear that the scale of returns is such as to link directly to issues of economic strategy, especially for economies that are acutely affected by the combination of ageing and the rising incidence of chronic disease. The returns found (up to 15 times costs) are before including the likely dynamic effects of a significant  increase in investment in health innovation. Economic strategy effects are reinforced by the rising role of health in the global economy – by 2050 health will account for about one-third of the US economy. Investment in health innovation (along with new energy and environmental technologies) will be key drivers of future growth. LSIF observes that with a few notable exceptions the majority of economic stimulus funds thus far have targeted non-health related infrastructure projects and industrial development. There is a need to bring out more clearly in future work, the link between investment in health innovation and preparedness in terms of health care systems, services delivery and industrial capacity.
This year, LSIF has set its recommendations to Ministers and Leaders in the context of the challenges facing innovators, budget officials and health systems going forward. In so doing, recommendations focus on areas of opportunity and core competency in APEC’s trade and investment agenda and address cross cutting issues that require a coordinated response across APEC groups, including the Health Working Group, Finance Senior Officials, and the E-Commerce Steering Group. Discussions focused on ways of better measuring the return on investment in health innovations and of targeting investments to meet health challenges; ways of sustaining innovation and its R&D base; the role of emerging technologies in health systems; and, the central role of regulators in facilitating timely access to innovations.
· Ministers and Leaders to note that LSIF also intends to communicate its findings and recommendations through the APEC process separately to Finance Ministers on the central role of health in economic recovery and investment in health innovations as a key driver of economic growth.

The Importance of a Multi-Disciplinary Approach to Health and Health Innovations
Fostering the development and uptake of health innovations to meet disease challenges requires a global and multi-disciplinary approach within and across governments, industry and the research community.  Diseases have become more complex and easily cross borders.  In some areas their effect is compounded by effects of environmental change and over-lapping epidemiological transitions.  Regional coordination and investment is crucial as health effects from other economies may overwhelm domestic systems.  There is concern that many economies are under-prepared for these health challenges, including pandemics. 
The development and use of emerging technologies to address these challenges also requires close coordination across disciplines. The use of information technologies in health systems, for example, requires a broad collaboration between health, science, trade and E-Commerce and technology policy officials. The sustained development and deployment of biologics as both preventive and therapeutic interventions requires collaboration between financial, budget, health, trade and science officials and the development of alliances between innovators in emerging economies with large vertically integrated companies to ensure scalability.  
The value of and return to public sector investment in innovations in health systems needs to be further explored on a multi-disciplinary basis.  Governments continue to view health as a cost rather than an investment. Findings from an APEC LSIF 2009 case study on the perceptions of the value of vaccines shows a good understanding of the health effects but limited understanding of the economic benefits of these interventions.   
Thus, there is a need for further work to extend the APEC 2008 economic analysis on the return on investment in health innovations to include infectious disease; and to examine more broadly the improvement in government budgets from increased revenues and lower health costs, temporal effects, and the dynamic effects on growth, as higher spending on innovation and prospects of a healthier population drive increased economic activity. There also is significant interest in developing applications of the return on investment model for individual economies.  A small group is being formed to meet (possibly in Dec 2009/Jan 2010) to examine these issues as instructed by Ministers in 2008. It will be important to populate this group with experts from relevant disciplines including finance, budget, health, research and trade and investment. 
Recommendations

LSIF recommends that Ministers and Leaders:

· Encourage and support additional work to extend the 2008 APEC LSIF Framework Study Investing in the Future: An Assessment of the Returns to Investment in Health Innovation to include the economic impact of infectious disease, measures of fiscal improvements, and the dynamic effects on economic growth of investment in health innovations.
· Note plans to convene a small multi-disciplinary group of experts to examine these issues and the prospect of applying the return on investment model to individual economies as case studies.
· Encourage budget, finance and trade policy and health sciences and policy representation at the small group meeting.

Sustaining and Deploying Health Innovations Effectively
Applied at appropriate points throughout the health value chain, health innovations will help address the now well-documented health challenges facing APEC member economies, which are deep and of large scale.  Ageing populations and chronic disease are compounded by the re-emergence of certain infectious diseases in new forms; the emerging “geo-pathology” of disease-related effects of environmental change; and, in some economies, over-lapping and accelerated transitions in chronic and infectious disease burdens. 
However, the innovation pipeline is under stress.  The availability of venture capital funds for investment in innovation has been severely curtailed as a result of the financial crisis and associated economic downturn. Bold steps need to be taken by the public and private sectors to sustain the health innovation pipeline, including taking a fresh look at the conditions identified as enabling investment in life sciences innovation in terms of their application to emerging technologies and exploring the prospect of establishing small innovator seed funds or ideas banks. As a key element of a coordinated approach to sustaining innovation, economies are encouraged to follow the lead of Singapore in filling out the LSIF Enablers of Investment Checklist to identify gaps where capacity building initiatives would be of value.

Many of the most promising innovations that will provide better health and economic returns are high risk and require a significant build out in regulatory competency across the region.  They also require an upgrade in enabling conditions, including the protection and recognition of their intellectual property value and proprietary data. The importance of the LSIF generated biomarker and large scale epidemiological cohort projects underway cannot be over-estimated. Both will help target new biologics innovations and identify for economies critical priority health areas of focus and their scale.

Health information technologies (“Health IT”), deployed appropriately and in a coordinated and sustained way offer significant potential to bring efficiencies to health systems and to improve patient outcomes by facilitating a reduction in medical errors, more effective diagnoses, more efficient and effective health service delivery mechanisms, monitoring and motivating compliance with treatment and preventive health regimes (e.g. “info-medicine”); and, importantly, health information exchange and cross border cooperation that can also be applied in times of potential or existing disease outbreaks. The emerging, sensor-based “info-medicine” is of particular relevance to managing health for ageing and remote population groups. There are important policy and regulatory considerations that need to be addressed collectively, including: patient and data privacy; protocols for data exchange; health data standardization; the legal basis for Electronic Health Records; and, liability associated with telemedicine.   
The central role of regulators in assuring timely access by patients to high quality, safe and effective medical products was recognized by Ministers and Leaders through endorsement in 2008 of the APEC LSIF Harmonization Center and the Regulatory Harmonization Steering Committee. Both were launched in June 2009. There is now an even greater imperative to lower costs and assure timely access to innovative medical products through the harmonization of regulatory approval procedures in a range of health intervention areas.  LSIF is now poised to advance regulatory harmonization in a more strategic, sustainable and effective way and thus build a better harmonization model that can be applied globally.  
Recommendations

LSIF recommends that Leaders:

· Encourage additional economies to complete the LSIF Enablers of Investment Checklist to identify gaps and capacity building needs and note that Singapore’s completed checklist provides a useful benchmark.

· Endorse the establishment of a small group to discuss and coordinate priorities in the development of mechanisms, frameworks and guidance on the role of information and communications technologies in health systems to facilitate and enhance the exchange and use of health and information and related data for improved patient outcomes, disease management and crisis response.

· Reaffirm support for the on-going LSIF-generated large scale epidemiological cohort and biomarker projects to allow economies to better identify their own emerging health challenges and response.
LSIF recommends that Ministers:

· Support a review of the Enablers of Investment Checklist to assure metrics are included for enablers of biologics development and deployment that would optimize the sector’s performance as a health solutions innovator.

· Reaffirm the central role of regulators in assuring timely access to high quality, safe and effective medical products and support the development of a multi-year strategic plan and projects for achieving regulatory harmonization among APEC member economies, where appropriate, including in new areas of emerging technologies, and best regulatory practices, including good regulatory review practices, that will establish a robust underpinning for a well functioning regulatory system.
· Endorse the Terms of Reference of the LSIF Regulatory Harmonization Steering Committee.

We respectfully submit our report and recommendations for specific action in these areas as part of a comprehensive effort to implement the Strategic Plan for Life Sciences Innovation in the region and address the serious social and economic consequences of the health challenges before us.
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Singapore

More than 200 high level participants from 17 APEC economies and distinguished guests met in Singapore on August 3-4 for the 7th annual Life Sciences Innovation Forum (LSIF VII) hosted by His Excellency Khaw Boon Wan, Minister for Health, Singapore and chaired by H.E. Suwit Khunkitti, LSIF Chair and Minister of Environment and Natural Resources, Thailand. Under the  broad theme of a multi-disciplinary approach to health innovation (which is of increasing importance in light of pressures from the Global Financial Crisis), discussions centered on the health, economic and societal returns on public and private sector investment in health innovations as a key plank of sustained economic recovery efforts.  These included ways of encouraging and leveraging new medical life sciences technologies (biologics and health information technologies) to enhance patient outcomes and health care efficiencies; factoring in emerging health challenges such as those related to environmental change and over-lapping epidemiological transitions; the role of preventive interventions; and, the importance of sustaining research and development, including the two on-going, self-funded major cohort studies to assist in understanding the nature of emerging challenges and the best responses.  
The Forum showed that LSIF continues to advance the APEC trade and investment liberalization and facilitation agenda, most particularly regional economic integration, through its multi-disciplinary work on the enablers of investment in life sciences innovation and its very robust regulatory harmonization agenda. Providing a trade and investment face to health challenges through consideration of what needs to be done to facilitate the business of health in the region through multi-disciplinary collaboration is a novel and important approach to the global health and innovation debate. 

LSIF VII was preceded by a one-day Health Information Technology seminar organized as a collaborative effort between the Health Working Group, LSIF and the National Bureau for Asia Research,  regional non-profit research institution. Preliminary outcomes of LSIF VII were presented to the Health Working Group on August 6. Presentations made to the Forum, the presentation to the APEC Health Working Group, and the finalized case study on perceptions of the value of vaccines, can be found at http://www.apec.org/apec/documents_reports.html
1. Health Innovation: The Importance of a Multi-Disciplinary Approach
Given the global economic downturn and the need to drive sustained economic recovery, a multi-disciplinary approach to health innovations is all the more critical to ensure that finance, health, science and industry actors work together in concert.  In his opening remarks, Singapore’s Minister for Health H.E. Khaw Boon Wan stressed that global and multi-disciplinary collaboration are critical for innovation to succeed given the health challenges facing the region. He cited the recent H1N1 outbreak as an example of the speed with which action must and can be taken. Trade and investment was equally important. Investment in life sciences innovation requires a local environment conducive to investment. Innovations can bring efficiencies, with new models of acute and chronic care, the latter including a “new breed” of community hospitals specifically to cater to the needs of elderly patients.
This sentiment was echoed by LSIF VI host and former Minister of Health from Peru, H.E. Hernan Garrido-Lecca who described the emerging new “geo-pathology” (environmental change and disease without borders) as an event requiring significant collaboration among a range of government agencies, private sector experts and academic disciplines, and new thinking. In that regard, fostering ideas for innovations that had the potential for significant returns could be facilitated by the establishment of an innovation fund for small entrepreneurs/inventors and/or an “ideas” bank to stimulate new thinking. The role of information technologies in monitoring and detecting environmental contributors to changing disease patterns also should be explored.
The LSIF Chair observed that LSIF is well placed to inform thinking on economic recovery and the role of health innovations. LSIF explores the relationship between what must be done today to support innovation and what APEC members can hope to achieve tomorrow in terms of health outcomes. This was considered very important as APEC economies struggle with the global economic downturn and short term financial challenges.  The Chair noted that the wise long-term financial strategist will continue to view investment in health as an investment in human capital and an investment in a high value sector that attracts high quality jobs. Thus health investment should be a major part of economic recovery strategies.  It was noted that some APEC economies have provided significant funds in their stimulus packages to boost medical R&D capacity and to deploy health information technologies. Others have focused on immediate community health priorities. However, the majority of the stimulus funds thus far target non-health related infrastructure projects and industrial development.

It was suggested that health systems and health workforces needed new models to adapt to the rapidly changing health environment. The region was seeing an emergence of new and re-emergence of old disease, sometimes overlapping with each other (e.g. MDR TB with Type 2 diabetes).  Experts observed that in general there was too much specialization and centralization of health work forces.  There was a need for mid-level practitioners with an expanded scope of practice; enhanced community health worker roles; and a broadening of the definition of specialization to include rural medicine.
The Forum defined innovation broadly as an idea, product, service or process, new to the context in which it is being applied, that in many cases has the potential to act as an accelerator of competitive advantage for an industry, organization or individual.  Innovations should result in the creation of new value, the proof of which will be accepted by the marketplace or society or by means of reward, recognition or payment.  There was consensus that the innovation economy will demand new cross cutting tools and methods. Multidisciplinary approaches are required for the optimal use of scarce R&D resources and provide synergy to support health innovations.  It was noted that there are many complex issues in the translation of innovations to health.  One suggestion was to apply a multi-disciplinary systems approach within the health system and across society.  

It was agreed that a key element of successful translational medicine is the harmonization of standards and regulatory procedures for product approval. It was noted that the potential for APEC to assume a global leadership role in regulatory harmonization is advancing rapidly with the launch in June 2009 of the APEC LSIF Harmonization Center in Seoul and the establishment of the LSIF Regulatory Harmonization Steering Committee (RHSC). It was agreed that decreasing the time to market for key innovations through the adoption of best regulatory practices and the harmonization of regulatory procedures will help assure that APEC economies provide their citizens with high quality, safe, and efficacious interventions to help mitigate the effects of the health challenges facing the region.
2. The Innovation Landscape: The Challenge and Promise of Biologics
Medical biologics, products with an active substance produced or extracted from a biological source, such as vaccines or monoclonal antibodies, are emerging as the fastest growing sector of life sciences innovation.  Currently 65% of innovative pharmaceutical market growth is attributed to biologics, although profit levels are close to zero and the sector has lost $100 billion since 1976.  For innovators biologics are a high risk business, with research outcomes often unpredictable. But they offer high promise in terms of targeted patient outcomes and potentially high reward, requiring fewer candidates per new molecular entity (NME) and yielding a more robust pipeline per unit of spend. The high risk, however, means that the enabling conditions in terms of the investment environment, protection of intellectual property and proprietary data and a robust regulatory approval process is of critical importance.  There is a heavy reliance on venture capital and the economic downturn underscores the sector’s vulnerability.  

A number of APEC economies have invested significantly in specifically targeted biologics development (e.g. China, Malaysia and Singapore) and some have or are putting in place robust regulatory pathways similar to those in Canada, Europe and the United States as the major sources of biologics development.  Malaysia’s biologics R&D is focused on infectious tropical diseases. 

Key issues that continue to confront the sector are: (1) some technologies are unproven, (2) the regulatory process is uncertain; (3) payers balk at the high cost/prices and risk; and, (4) the cost of ingredients is high. Some of these issues can be mitigated by: (1) spreading the risk among a portfolio of innovations; (2) developing top regulatory competency for biologics; (3) a biomarker strategy to target relevant patient populations; and, (4) improved yields and integrated facilities.

There is a role for the APEC LSIF to ensure that:

(1) the enabling conditions for biologics optimize the sector’s performance as an innovation of great societal and economic benefit; 

(2) capacity building is targeted at building regulatory competence in the region; 

(3)  economies should be encouraged to work towards similar technical requirements in this sector.; and,
(4) On-going support is encouraged for the current LSIF generated bio-marker and epidemiological cohort projects.

3. The Innovation Landscape: Information Technology as a Health Enabler 
A number of APEC economies (e.g. Hong Kong China and Singapore) have invested significantly in Health Information Technology (Health IT), largely in the form of Electronic Health Records. Others (e.g. Japan) are developing “info medicine” systems to support prevention and treatment compliance regimes in specific population groups. Economies are finding that health processes are facilitated and enhanced by Health IT, for example in: diagnosis; medical decision support; error and risk reduction; improved access; efficiency gains/resource control; claims and reimbursement; compliance; infectious disease surveillance (e.g. SARS); and, adverse incident reporting and analysis. Information technology also is positioned as a resource management and planning tool to enable health authorities to not only track disease but predict demand and position supplies.

However, there are significant gaps and barriers to successful deployment. These include: the need for a common language and framework to measure the value of the investments in Health IT and communicate these to payers and other stakeholders; solo practice support; technical support; data standards and interoperability; and, legislation and policy on privacy and electronic data. LSIF considered that APEC was well positioned to address these areas because of the scope of its relevant working groups, including the Health Working Group and the E-Commerce Working Group and its focus on regional economic integration. 
It was suggested that APEC LSIF, in cooperation with other APEC groups, explore the possibility of a developing a Health Information Exchange (HIE) framework, prioritized on improved patient outcomes, disease management, crisis response and improved economic outcomes. Components of the framework would include: data standardization; privacy and security guidance; patient identity management; and, technical guidance for data sharing for research. APEC also could examine the beneficial uses of emerging technologies in remote monitoring; behavioral modification and measurement; and the impact of environmental factors. 

Accordingly, LSIF recommends the establishment of a small cross-cutting issues group in APEC to discuss and coordinate priorities in the development of mechanisms, frameworks and guidance on the role of information and communications technologies in health systems to facilitate and enhance the exchange and use of health and information and related data for improved patient outcomes, disease management and crisis response. In so doing, the issues group would review and draw on the APEC Digital Prosperity Checklist and the LSIF Enablers of Investment Checklist, where appropriate.
4. The Innovation Landscape – the Health Impacts of Environmental Change

Discussions generated by presentations from experts from Vietnam and Thailand revealed that there are significant gaps in knowledge and more work needs to be done on the health impacts of environmental change. While changes in the ecology of water and water borne diseases and increases in mosquito borne infectious disease are happening, and are likely to have the most impact on tropical and sub-tropical populations, there are multiple and multi-causal health outcomes. It is difficult to generalize health outcomes from one setting to another, when many diseases like malaria have important local transmission dynamics that cannot be easily represented in simple relationships. Difficulties also extend to identifying climate-related thresholds for population health; the limited inclusion of different development scenarios in health projections; and, limited region-specific projections of changes in exposures of importance to human health.

That said, there is potential for regional cooperation in the modeling of climate change and health.  Many social and economic drivers may be trans-boundary. Climate change modeling might be the easiest to achieve.  The role of Information and Communication Technologies should be further explored in terms of monitoring the environmental context in which diseases may occur. Attention was drawn to the START center and the Asia Pacific Network for Global Change Research based in Japan. The LSIF Research Group recommended that APEC further examine the issue of climate change and health in relation to emerging infectious diseases; re-emerging infectious diseases; the impact of acute and chronic climate-change-related dislocation; the health of coastal and other vulnerable populations; and consider how to monitor effects.
5. The Importance of Detection and Prevention
Results of the APEC LSIF stakeholder survey of the value of vaccines showed that while there was very strong awareness of the value of preventive interventions (including personal behavior modification), and an understanding of the economic benefits of prevention, however economic factors were not included routinely in public sector investment decisions. There was a good understanding of the benefits vaccines bring in disease prevention and reducing health costs, but a low to moderate awareness of relationships between vaccines and positive economic benefits. The value of vaccines was seen in context of finite resources, with a focus on children and the elderly. This study was conducted as a pre-cursor to economy specific studies of the costs and benefits of enhanced investment in health innovations.
Chinese Taipei’s analysis of its vaccination program for chronic Hepatitis B virus infection also revealed that the general public pays little attention to the concept or value of prevention. In this case, while there was a large budget investment impact, the cost savings to society were significant. The analysis again revealed the importance of translational medicine and the need to establish an environment that encourages public-private partnerships and nurtures innovative product development. 
LSIF recommends that Ministers note the outcome of the stakeholder perceptions survey in terms of the need to better engage with and educate the public on the value of preventive interventions, and that the small group meeting will build on this work in its discussions of individual economy case modeling on the benefits of investment in health innovations. LSIF further recommends that APEC economies invest in the education necessary to provide greater understanding of the relationships across genetics, lifestyle, and disease among the population and among researchers.
6. Financing for R&D in an economic downturn
The economic down turn has had a chilling effect on financing innovative solutions to health. In one survey undertaken in July 2009, 70% of biotech firms surveyed claimed that they did not have enough funds to last out the year. Venture capital has dried up and activity is unlikely to resume for another 12-15 months. Even then, investors will be cautious. Government budgets are under strain. Even though some economies have made significant investments to seed medical life sciences innovation through R&D and building scientific capacity, it may be difficult to sustain the level of these investments going forward.  There is a need for a more strategic allocation of funding for health research and to enhance the speed of diffusion of a technology if investors are going to re-enter the market in a significant way. The number of products and the rate at which they enter the innovation pipe-line is falling. One expert predicted that there may be a shift to increased innovation R&D in Asia but it will require greater investment by these economies to maintain the overall level of innovation, and incentives, such as appropriate pricing and reimbursement policies to fuel the pipeline. In this process alliances with the large vertically integrated companies are of central importance. 
In this climate it will be important for APEC economies to continue to support their participation in the multi-million dollar self-funded population cohort (the Asia Cohort Consortium
) and the Cancer Biomarker Consortium
. Both of these projects will provide the region with critical information on the health profile of economies and important lifestyle impacts. The work needs strong continued support from APEC - both to maintain and expand cohorts in economies where the work has begun and in other APEC economies. These two research consortia are long-term investments that can only be useful as monitors of population health and as centers of innovation with long-term political and fiscal support by APEC economies. Preliminary results from one member of the cohort show significant correlations between Body Mass Index and cancer and cardio-vascular disease mortality; and an alarming rise in the prevalence of precipitating factors such as high cholesterol.

In a difficult economic environment, thought also needs to be given as to how to streamline genetic research, including the study of how variations in the human genome affect the response to medications among individuals and in various population groups (e.g. some groups show resistance to or pre-disposition to certain diseases), including developing possible elements of a framework that would guide how genetic material is collected, stored, managed and subsequently used for research. 

7. The Value of Health Innovation – Health, Economic Development, and Trade Facilitation
LSIF VII observed that with a few notable exceptions, economic stimulus packages ascribed a much lesser amount to investment in health infrastructure and services than other infrastructure, despite the fact of the increasing role of health in the global economy (for example projected to account for a third of GDP in the U.S. by 2050). Several economies had taken the initiative to seed the innovation pipeline through significant investments in bio-pharmaceutical science, exploring the development of new, more targeted biologics that will result in better health outcomes and ultimately significant returns for both investors and governments. Others had set aside funds for community health projects, higher education programs in science, and health information technology development as a driver of efficiencies in health systems and improved patient care.

LSIF Academic Co-Chair, Dr. Peter Sheehan, observed that there was a need to set the theme of a multi-disciplinary approach to life sciences innovation in health systems in the context of how investing in health and life sciences contributes to economic recovery. Measures of value in terms of patient health outcomes; investment in science and drivers of economic growth will be important for the Forum to consider. The vaccines project and discussion pointed to an opportunity to demonstrate value to policy makers in each of those dimensions. Value in terms of economic growth is persuasive to policy makers as that measurement relies on local data. The Forum needs to consider how the value of innovation reaches across government, in health, trade and finance.

Some experts contended that economies sense of the value of life sciences innovation to health and economic outcomes were reflected in the extent to which they offered a facilitating environment for investment in the sector. The Scientific American WorldView examined the environment in a global cross section of economies with the following key metrics: 

· Intellectual Property – what is protectable and the length and scope of protection, how the legal system is equipped.

· Intensity of biotech per capita – employers, workers, R&D, and patents. Data was obtained from the WTO and OECD. APEC data would be useful to collect.

· Enterprise Support – such as the gross amount of biotech venture capital and general capital availability.

· Education workforce – post secondary science graduates; PhD’s; R&D employers and employees; the number and quality of scientific papers.

· Facilities – government support/GDP, and quality of facilities.

It was observed that different economies with the same science profile are involved in different life sciences innovations. There could be scope for including a metric in support of translational medicine, for example the regulatory approval process and time taken to get an innovation to a patient.

LSIF congratulated Singapore in taking the lead in completing the LSIF enablers of investment checklist.  Singapore noted that performance was assessed across diverse policy areas. Key learning points from the exercise were that life sciences innovation requires a holistic approach; context matters; and, although completion of the checklist was a lengthy and complicated process, Singapore benefited considerably from the exercise. Singapore’s completed checklist can be found at http://www.apec.org/apec/documents_reports.html
Next Steps

In a breakout discussion, experts participating in LSIF VII discussed the parameters of the small group meeting called for by Ministers to respond to the LSIF VI framework study on the benefits of investment in health innovations. LSIF VII agreed that the Academic Co-Chair would explore with his Co-author the prospect of holding the meeting in the Fall. In line with the multi-disciplinary approach called for now repeatedly by LSIF, and the fact that Singapore found during the enablers of investment exercise that a holistic approach was critical to life sciences innovation, the small group meeting should include experts from the finance, budget, health, and scientific community and industry.  The following key elements should be discussed at 

The small group meeting:

· The need to extend and improve the underlying model and analysis, to include, among others things, infectious disease and additional metrics of interest to budget and finance officials.

· It was noted that the study currently measured (1) the value to the individual of an additional year of disease free life; (2) the lower treatment costs arising from lower levels of chronic disease; (3) impact of productivity and GDP of a healthier population and a larger and healthier workforce.

· There was a need to extend the study to include infectious disease and to explore (4) improvement in government budgets from higher taxes and lower health costs; (5) the dynamic effects on growth, as higher spending on innovation and prospects of a healthier population drive increased economic activity; and (6) the temporal profile of costs and benefits to enable the calculation of rates of return.
· The development of applications for individual economies, with the prospect of creating a road map for other economies to consider. Representative individual economies could include China, Korea, Malaysia, Peru, Chinese Taipei and Thailand.
· Explore further the link between health innovation and development strategy.
· The prospect of obtaining better data sets on an individual economy basis.

· The extension of the vaccines survey.

· The link between preparedness and economic growth.

Outreach to the experts in International Financial Institutions would be undertaken by the Co-Chairs. 

Regulatory Harmonization

LSIF work on regulatory harmonization touches all facets of the innovation process, with a robust regulatory framework providing an incentive for investment in life sciences innovation, through the actual R&D to the translation of the innovation to a high quality, safe and effective product able to be accessed in a timely manner by a patient. Because of its central role in a health system and its relationship to APEC’s regional economic integration and trade facilitation agendas, the newly launched Regulatory Harmonization Steering Committee met in a separate but parallel session on the afternoon of Day 1 of the Forum and morning of Day 2, joining the Forum at the closing plenary to provide a summary and key recommendations. 

LSIF VII also was provided with an overview of the ground-breaking work carried out at the newly launched APEC LSIF Harmonization Center in Seoul by its Director, Dr. Seoung Hee Kim, also Director General of the National Institute of Food and Drug Safety Evaluation, KFDA.

The APEC Harmonization Center (AHC), a newly established component of LSIF, officially opened in Seoul, Korea with a set of meetings from June 15-18.  The set of meetings included the AHC inauguration (15), the first workshop, covering Multi-Regional Clinical Trials (15-17), and the first meeting of the newly formed LSIF Regulatory Harmonization Steering Committee (RHSC), established to provide strategic direction to LSIF’s expanding regulatory agenda (17-18).

The AHC and the RHSC have generated significant buy-in and commitment from APEC economies, industry, and academia, and are thus poised to contribute substantially to the regulatory-related goals of LSIF.

Beginning at the Seoul meetings from June 15-18, the AHC and the RHSC have been developing the regulatory work platform rapidly and effectively.  Meeting in Singapore in a parallel session to LSIF VII, the RHSC progressed its organization significantly, including by: confirming the responsibilities of RHSC members; confirming the RHSC members for this year; and finalizing the RHSC terms of reference (Attachment A).  In addition, the RHSC also progressed its substantive agenda significantly at the Singapore meeting, reviewing a number of project proposals and beginning to develop a formal method for review and prioritization of regulatory projects in order to maximize efficiency and effectiveness.  The RHSC also agreed upon the need to develop a strategic plan for the advancement of harmonization and capacity building efforts.
As the RHSC has been developing its framework, the AHC has been undertaking substantive projects.  The first AHC project was a workshop held in Seoul, covering Multi-Regional Clinical Trials (15-17).  Six hundred and forty (640) participants registered for the event. Korea’s Minister of Health attended the lunch on June 15 and provided brief remarks.  MRCT workshop recommendations to take forward within the AHC include training, including the development of metric/reporting mechanisms for determining training benefits, developing a repository of information to understand the inter-regional variation found in MRCTs, and developing reporting and review mechanisms.
As foreshadowed at LSIF VII, the AHC held a second workshop in Seoul covering Biosimilars (September 16-18).  Over four hundred and thirty (430) participants attended the event.  The workshop focused on understanding the emerging challenges and opportunities in the emerging area of biosimilars and how thoughtful regulatory harmonization can play a role in supporting health and trade outcomes.  A careful review was conducted of key considerations for regulatory evaluation of a biosimilars product, a new and emerging issue of interest for many regulators.  In addition, the current status of select relevant laws and regulations in the APEC region was reviewed in order to bolster understanding of possible models and initiate discussion over regulatory approaches and strategies.
Summary Recommendations of the LSIF Regulatory Harmonization Steering Committee (RHSC)

Key recommendations to LSIF are as follows:

The LSIF RHSC requests that LSIF VII endorse:
· The Terms of Reference for the RHSC
· The intention to develop a strategic plan for the advancement of harmonization and capacity building efforts
· The development and submission of a multi-year proposal from Chinese Taipei on best regulatory practices in 2010, including Good Review Practices.
· The development and submission of a project proposal for a workshop on Stem Cells  to be held June 2010 in Bangkok
· The development and submission of a proposal on Multi-regional Clinical Trials in 2010
The LSIF requests that Ministers:

· Reaffirm the central role of regulators in assuring timely access to high quality, safe and effective medical products and support the development of a multi-year strategic plan and projects for achieving regulatory harmonization among APEC member economies, where appropriate, including in new areas of emerging technologies, and best regulatory practices, including good regulatory review practices, that will establish a robust underpinning for a well functioning regulatory system; and,

· Endorse the Terms of Reference of the LSIF Regulatory Harmonization Steering Committee (Attachment A).

Attachment A

APEC LSIF Regulatory Harmonization Steering Committee

Terms of Reference

1. Mandate

1.1. The APEC Regulatory Harmonization Steering Committee (RHSC) is established under the authority of the Life Sciences Innovation Forum (LSIF) to promote a strategic and coordinated approach to regulatory harmonization and capacity building efforts within the APEC region. 

2. Goals 

2.1. APEC leaders have recognized the importance of good regulatory practices, underpinned by a framework of harmonized standards, in contributing to life sciences innovation and ultimately, to the social and economic health of Member Economies.

The APEC LSIF RHSC will facilitate the identification, design and implementation of projects that best meet the needs of Member Economies and the APEC region respecting the progressive adoption and implementation of harmonized international guidances and regulatory best practices for medical products
.  This will in turn support and promote greater regulatory cooperation, including the exchange of information and the potential leveraging of resources.

3.  Objectives

3.1 The APEC LSIF RHSC will accomplish this by implementing a strategic plan aimed at ensuring that priority harmonization objectives are met in an efficient and effective manner.

This will involve:

· Engaging governments and industry in identifying, prioritizing and coordinating harmonization projects of greatest value to Member Economies and the APEC region.

· Building on existing partnerships and promoting new relationships between the LSIF and international and regional harmonization initiatives in order to contribute to and derive maximum benefit from the ongoing work of these initiatives
.

· Promoting prospective harmonization in the area of advanced therapies.

· Promoting the establishment of an APEC network of technical experts and reference materials to allow for effective input on the development of and implementation of harmonized international guidances and standards.

· Promoting a strategic and sustainable approach to training and capacity building activities within the APEC region by building upon existing working relationships
 and establishing additional relationships with academic institutions, industry and other interested parties.  The APEC Harmonization Center (AHC), as guided by the LSIF through the RHSC, will play a key role in contributing to an approach that promotes the principles and practices of regionally based training, coordination of effort and leveraging of existing or planned training events, use of modern training technologies (including remote training) and the institutionalization of training within the context of a regional strategy which  considers the needs and capacities of Member Economies; and

· Supporting mechanisms for the sharing of regulatory information and best practices among regulatory authorities and promoting awareness of harmonization developments and activities, including through the establishment of appropriate networks, as facilitated by the AHC.

4. Operations and Organization

4.1. Membership and operations of the RHSC:

· The APEC LSIF RHSC will be chaired by an official of a regulatory authority from a Member Economy and/or his/her respective designate and comprise up to 12 members representing a cross section of LSIF expertise, including:

o
up to 7 from regulatory authorities of APEC Member Economies 


(including the Chair)

o
the director of the AHC

o
4 from industry

The Chair of the LSIF Planning Group will serve as a special advisor to the RHSC.

· Observers and designated experts may also participate in RHSC meetings at the discretion of the Chair.  The annual Life Sciences Innovation Forum also provides an opportunity for wider participation of interested Member Economies and parties.

· The membership will be reviewed on an annual basis.  It is understood that SC members will normally serve for a minimum of three years.

· The Chair will be selected by the RHSC and reported to the annual Life Sciences Innovation Forum Board.

· The RHSC will consult with additional representatives from industry, academia and governments, as appropriate, to provide input on RHSC activities.  

· The RHSC may establish sub-committees to undertake certain activities. Sub-committees may be dissolved when they have completed their mandates.

· The RHSC may conduct work via e-mail, teleconferences, and in-person meetings, including meetings on the margins of LSIF meetings, and at other times as desired in order to most efficiently conduct its work. 

· The RHSC shall develop its own operating procedures and other documents necessary to guide its work and promote transparency and accountability.

4.2 The RHSC will identify mechanisms to provide secretariat functions to facilitate and coordinate the work of the RHSC and its Chair by undertaking such tasks as disseminating information, coordinating meetings, monitoring progress and, as appropriate, conducting outreach.  

4.3. The RHSC reports to the LSIF leadership and serves to advance priority regulatory harmonization activities endorsed by the LSIF, Senior Officials and as appropriate, Ministers and Leaders.  In this capacity:

· The RHSC may consult and coordinate directly with regional and international harmonization initiatives and liaise, as needed, with APEC Member Economies.

· Official LSIF representation on, or liaison to, regional and international harmonization initiatives will be through a regulatory authority member of the RHSC.

· The LSIF, through the RHSC, provides strategic direction to, and receives annual reports from, the AHC in accordance with established regulatory priorities and programs.  

5. Scope of Activities
5.1. The RHSC will facilitate the identification, design and implementation of projects that best meet the needs of Member Economies and the APEC region, with regard to the adoption and implementation of harmonized regulatory guidances and international regulatory best practices.

The scope of activities will include:

· Working with Member Economies to develop a prioritized annual work plan of regulatory activities, taking into consideration the ongoing work of established international and regional regulatory harmonization initiatives.

· Guiding the efforts of, and receiving annual reports from, the AHC.

· Enhancing the effectiveness of LSIF interactions with international and regional regulatory harmonization initiatives through existing and new relationships.

· Facilitating mechanisms for training, enhancing harmonization, and the exchange and use of relevant information.

· Assessing the outcomes of work undertaken.

· Reporting to the LSIF leadership on proposed activities and on progress or outcomes of ongoing or completed work. 

The task of initiating specific projects will remain with individual APEC Member Economies. The RHSC will assist Member Economies with potential project proposals that fall within its scope, with a view to facilitating the APEC approval process and ultimately to adopting a more strategic, coordinated and effective approach to regulatory harmonization.  The RHSC work will be consistent with that of the LSIF in complementing and not duplicating existing activities carried out by other international or regional organizations. 

 5.2. The mandate and Terms of Reference of the RHSC shall be subject to annual review by the RHSC.

� The Asia Cohort Consortium (ACC) is a collaborative effort seeking to understand the relationship between genetics, environmental exposures, and the etiology of disease through the establishment of a cohort of at least one million healthy people.  These participants will be followed over time to various disease endpoints, including cancer. The collaboration also involves seeking partners among existing cohorts across Asia to facilitate the exploration of specific research questions that need more immediate answers.


� The goal of the International Cancer Biomarker Consortium (ICBC) is to advance medical research and improve patient outcomes by discovering biomarkers (indicators) for multiple types of cancer. The consortium is focusing on biomarkers for the assessment of disease risk, early detection of disease, therapeutic prognosis, and response to treatment as well as disease recurrence


� 	This is meant to include pharmaceuticals, medical devices, biologics and any other products the RHSC deems appropriate.


� 	Including the International Conference on Harmonisation of Technical Requirements for the Registration of Pharmaceuticals for Human Use (ICH), the Global Harmonization Task Force (GHTF), the Asian Harmonization Working Party (AHWP) and Latin American Harmonization Working Party (LAHWP), the Association of South East Asian Nations (ASEAN), the Pan American Network of Drug Regulatory Harmonization (PANDRH) and appropriate other APEC committees and working groups.


� 	Including the APEC Network on Pharmaceutical Regulatory Science.





