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Executive Summary

	The fourth Life Sciences Innovation Forum (LSIF) met on September 6-7, 2006 in Hoi An, Vietnam to discuss and develop recommendations for implementation of the LSIF Strategic Plan under the theme “Sustainable Health Systems to Support and Promote Innovation. The forum concluded that there needs to be a concerted effort in conjunction with the private sector, academia and NGOs to address the continuing problem of infectious disease in many economies in the region, the now emerging pandemic of chronic diseases in all APEC economies, and challenges in dealing with an ageing population. All of these circumstances threaten continued economic development. Investment in innovations in many disciplines is necessary to address these challenges along with the strategic allocation of health resources in order to alleviate projected cost burdens while promoting better health outcomes and productivity.

The forum also considered that new approaches should be targeted at innovations in early detection, prevention and early intervention which could free up resources for advanced treatments for chronic diseases as populations age. Ensuring continued productivity in ageing populations and appropriate interventions throughout communities, including for vulnerable populations will require public-private partnerships to identify enablers of investment in innovation; empower communities and individuals in disease management and wellness; and develop research and health system workforce capacity. 

The forum concluded that a robust regulatory underpinning is required to support advances in life sciences products and services and their delivery to address critical health challenges. Ministers and Leaders should continue to support and encourage the harmonization of regulatory procedures and projects designed to build capacity in the region and individual economy support for participation in the advanced scientific research projects should be sustained.




Recommendations

	It is recommended that SOM consider the following recommendations to Ministers:

1. Endorse the outcomes and recommendations of the fourth Life Sciences Innovation Forum.

2. Support a dialogue next year between LSIF experts, finance and health officials to discuss innovative approaches for dealing with infectious and chronic disease and ageing population challenges.

3. Encourage the establishment of public-private partnerships for disease prevention, management and wellness in vulnerable communities; the development of individual action plans which focus on enablers of investment in life sciences innovation within health systems; and, to assess the research capacity of the region with a view to undertaking scientific exchanges and training.



Report of the 4th Life Sciences Innovation Forum

Key Judgments for Ministers and Leaders

There needs to be a concerted effort in conjunction with the private sector, academia and NGOs to address the continuing problem of infectious disease in many economies in the region, the now emerging pandemic of chronic diseases in all APEC economies, and challenges in dealing with an ageing population. All of these circumstances threaten continued economic development. Investment in innovations in many disciplines is necessary to address these challenges along with the strategic allocation of health resources in order to alleviate projected cost burdens while promoting better health outcomes and productivity.
New approaches to health system resource allocations should be targeted at innovations in early detection, prevention and early intervention which could free up resources for advanced treatments for chronic diseases as populations age. Increased resources could derive from reduced long term disease management costs in some cases, and improved capacity of individuals to contribute to the economy and society, resulting in an improved quality of life and  higher economic growth. 
As an immediate priority, LSIF IV recommends that APEC Leaders support a dialogue between LSIF experts, finance and health officials to discuss innovative approaches for dealing with these challenges as provided in this report.
Ensuring continued productivity in ageing populations and appropriate interventions throughout communities, including for vulnerable populations will require public-private partnerships to identify enablers of investment in innovation; empower communities and individuals in disease management and wellness; and develop research and health system workforce capacity. There are a number of effective public-private sector working models in APEC economies which could be extended region-wide on a voluntary basis. 

LSIF IV recommends that APEC Leaders encourage the establishment of public-private partnerships for disease prevention, management and wellness in vulnerable communities; the development of individual action plans which focus on enablers of investment in life sciences innovation within health systems and throughout the social and economic value chain; and, to assess the research capacity of the region with a view to undertaking scientific exchanges and training.

A robust regulatory underpinning is required to support advances in life sciences products and services and their delivery to address critical health challenges. Ministers and Leaders should continue to support and encourage the harmonization of regulatory procedures and projects designed to build capacity in the region.
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 economic consequences of the health challenges facing the region.
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Report and Recommendations of the 4th Life Sciences Innovation Forum (LSIF IV)

Over 100 representatives from governments, industry and academia from 15 APEC economies
 met in Hoi An September 6-7, 2006 for the fourth Life Sciences Innovation Forum (LSIF IV) to discuss and develop recommendations for implementation of the LSIF Strategic Plan under the theme “Sustainable Health Systems to Support and Promote Innovation”. LSIF IV was opened by H.E. Madam Tran Thi Chung Chien, Minister of Health, Vietnam, and included many high level representatives and experts. The LSIF Leadership also held a pre-meeting on September 5 to discuss the issue of leadership transition as agreed at the May 22, 2006 Planning Group meeting. A draft interim report from the forum was submitted to the CTI and SOM for information. As agreed by SOM, outcomes, conclusions and recommendations have been refined intersessionally for transmission to Ministers and Leaders in November 2006. Presentations made by eminent scientists, practitioners, industry representatives and health economists are available on the APEC website at: http://www.apec.org/content/apec/documents_reports/life_sciences_innovation_forum/2006.html 

LSIF IV expressed its deep appreciation to the Government of Vietnam for hosting the meeting and the participation of Madam Chien in the forum’s activities.

1. Leadership Pre-Meeting

1.1. The LSIF Chair, Co-Chairs, and Expert Group Chairs are of the view that the Chair of the LSIF should continue to be a political leader of Cabinet rank or equivalent. H.E. Suwit has graciously agreed to remain in the Chair on a transitional basis until there is consensus on a suitably qualified Chair. 

2. LSIF IV Overview
2.1. The forum focused on two key elements of the Leaders 2002 mandate: “the need to be more effective with our investment at every stage of the health care process, including primary prevention against disease risks, and focusing on most vulnerable populations”, and, “the priority of addressing the challenges of risk detection and prevention, treatment and cure of the communicable and life-style diseases which afflict our people”. Discussion centered around a paper
 developed by Academic Co- Chair, Dr. Peter Sheehan consistent with the strategic plan on important challenges in these areas identified at LSIF III and endorsed by Ministers and Leaders. These are:

· The continuing problem of communicable diseases in the region, which continue to account for up to 20% of deaths in some member APEC economies and up to 30% of disability adjusted life years (DALYs) lost.

· The emerging pandemic of chronic diseases in the region (cancer, diabetes, respiratory, cardiovascular), which could account for almost three-quarters of all deaths in the region within the next 15 years and significant disability, with a consequent drain on resources and serious implications for economic growth and development.

· Ageing demographics. There are projections in some economies that under the traditional model of health resource allocation, by 2010 two-thirds of health care costs will involve persons aged 65+. New multidisciplinary approaches are required to address this challenge. The forum considered several options.

2.2.  The key message emerging from the forum was that health equals wealth – for individuals and economies, and that strategic allocation of health resources, public-private partnerships and the strategic use of innovations could help alleviate projected cost burdens in terms of budget outlays and productivity declines from the debilitating effects of infectious and chronic diseases, including diseases associated with ageing populations.

2.3.  A number of cross-cutting issues were identified, which reinforce the need for a holistic approach to these key challenges, with input from a broad range of ministries and private sector experts, including in finance, health, trade and economics and science and technology. These included barriers to trade in life sciences products which drive up costs and inhibit access to innovations, especially for vulnerable populations; a need to identify and promote enablers of investment in innovation to broaden the scope of innovations and improve competitiveness; the ability to deliver innovations to the community; the continued need for harmonization of regulatory procedures to ensure a robust regulatory underpinning for life sciences innovation and delivery, characterized as science based, transparent and predictable; and, challenges associated with capacity in science and technology.

2.4.  Recommendations for projects to address these issues include (i) a call for a roundtable with senior officials from the APEC Finance Ministers process and health officials in 2007 to discuss the return on investment from innovation and various financing and resource allocation models; (ii) the initiation of pilot projects on models of public private sector cooperation in disease management and wellness; and (iii) pilot projects to develop individual action plans to identify and promote enablers of investment in innovation. 

3. Summary of Key Findings and Conclusions

 3.1. Health System Resource Allocation
3.1.1. There is a need to raise awareness and examine the value proposition of the potential economic and social gains associated with shifting to an early detection, prevention and early intervention model of health resource allocation and the role of innovation in health systems. Chronic diseases are an increasing drain on societies and economies, with cancer fast emerging as the number one killer and source of disability in a number of APEC economies. APEC’s biomarker and cohort projects are designed to test the theory that early detection, prevention and early interventions provide net economic and social benefits. Metrics are being developed under the Early Health Initiative to provide guidance to political leaders. 

3.1.2. The forum discussed whether early intervention in chronic diseases is seen as a cost – more enter treatment programs earlier – or an investment with better longer term outcomes. Some participants estimated that an early detection and intervention approach could return as much as 6 times the initial investment in terms of cost savings and productivity increases.  One participant noted that a chronic disease (cancer) facility in a developing APEC member Economy showed a similar cost differential between early detection and intervention ($5000) and intermediate and late stage detection and intervention (up to $ 35,000) in terms of treatment outlays per patient.  An increased focus on and investment in prevention, early detection and early intervention could free up resources within member Economies to make advanced treatments available for the increasing number suffering from chronic diseases as populations age.

3.1.3. New evidence appears to challenge traditional cost models of ageing societies and health outlays. While populations are ageing and people are living longer, they are and/or could be in better health as a result of innovations and thus have the ability to retain a high quality of life with consequent personal, social and economic benefits that could generate additional resources to meet health costs. However, the forum concluded that changes in health system resource allocations and in economic and social arrangements within member economies will be necessary to harness that productivity. Governments will need to take a broader view of health system resource allocations and the benefits of early intervention and prevention. 

3.1.4. Health financing mechanisms in the region involve a mix of public and private insurance systems. There may be a need for governments to better define and invest in core guaranteed services with other services left to the market. To help address market failures, some economies are turning to performance-based, rather than services-based financing systems. Governments also need to better acknowledge the important role of innovation and health in economic development. In some cases, policies and investments in pursuit of industrialization have not given enough priority to sustaining health outcomes, given the critical importance of improved public health to economic development. 
3.1.5. Government funding for life sciences research needs to be aligned with health challenges and advances in science. Support for the APEC biomarker and cohort projects to better understand the etiology of disease and appropriate interventions needs to be sustained.

Conclusion

3.1.6. APEC economies would benefit from discussion between LSIF experts and finance and health officials on the social and economic gains of appropriate interventions and the role of innovations and new approaches to efficient and effective health system financing.

3.2.  Public Private Partnerships

3.2.1 Public-private sector partnerships, involving government, industry, academia, communities and NGOs were considered critical to addressing the key challenges in terms of the development of a health system resource base, allocation of priorities, appropriate interventions and their delivery, and the development of appropriate resource allocation models. Governments are enablers, and private sector entities are the drivers of the efficient and effective use of innovations in health systems. Individual and community empowerment at all stages is considered critical to addressing infectious and chronic disease challenges and effective training of the research and health system workforce is a key component of effective diagnostics, preventions, and interventions

Models for Collaboration

3.2.2 The forum discussed two models of public-private partnerships which function to implement key priorities in the strategic plan: Mexico’s GAIN (Government, Academia, Industry and NGOs) initiative, and Thailand’s TCELS (Thai Center of Excellence for Life Sciences). Both are designed to increase investment in innovation to support better health outcomes and productivity across a broad spectrum of the population. Among other things, they demonstrate that there is a need to continually capture innovation to ensure sustained health outcomes and empower communities and to focus on the key enablers of investment in innovation, including: competition-based markets, respect for and protection of intellectual property, transparency and rule of law, effective and efficient regulatory systems, open markets and free trade, and broad public and private investment in health, education, innovation, and research and development.

3.2.3 There is a need for innovative and integrated public-private sector solutions to address the health problems of vulnerable populations. Initial results of private sector collaborative initiatives with health authorities on disease management and wellness in disadvantaged communities in developed (the U.S. and U.K.) and developing economies (Thailand) are very encouraging and should be considered as a model of collaboration in APEC. Thailand’s integrated community-based preventative and primary care focused health promotion programs are yielding good results. 

3.2.4 Health services delivery to vulnerable populations is inhibited by tariff and non-tariff barriers to innovative treatments which drive up costs, and the ability to ensure the integrity of medicines and medical devices. Attention was drawn to two WTO initiatives regarding drugs and medical devices, and a major APEC-supported public-private sector anti-counterfeiting initiative from the LSIF, which has been approved by the APEC Budget Management Committee (BMC). 

Community Empowerment

3.2.5 Activating and empowering the consumer to become a partner in early diagnosis, prevention and treatment to ensure long term and financially sustainable management of communicable and chronic diseases was considered to be critically important. Models that empower the consumer and the community to become a partner in the creation of financially sustainable vaccine initiatives could help optimize both health protection and disease prevention. The rate of return on immunization is between 12-18%. Simple innovations work well in rural and vulnerable community settings (e.g. maternal and women’s health) where one stop diagnosis and treatment is essential, provided there is community buy-in and empowerment. Clusters of research, development and health services delivery facilities, including the development and use of traditional medicines of established efficacy, should be encouraged in communities, with local network organizations established to facilitate interactions with local stakeholders.

Research Partnerships

3.2.6 Partnerships in life sciences research need to be further activated and sustained so that the region can benefit from innovations. Conditions for attracting resources and investment in diagnostics and other biotechnologies, including discoveries based on traditional medicines remain uneven in the region, although a number of economies have far reaching plans for development. Inhibiting factors continue to be a lack of IPR protection, ownership restrictions, immigration issues, the lack of experienced management, infrastructure shortfalls, education and training in life sciences, inadequate understanding of the region’s capacity for advanced scientific research, and uneven regulatory support (Good Manufacturing Practices, Good Laboratory Practices and Good Clinical Practices). Two APEC-supported projects approved by the BMC seek to help address the GMP and GCP concerns. 

3.2.7 More attention needs to be given to regional science capacity assessment and education and training in order to support the goals of the LSIF research agenda. Public-private partnerships should be developed in interested APEC economies to provide support for regional scientific education, training and networking through the development of scientific exchange, training programs and the development of a regional research center.

Conclusions
3.2.8 Public-private sector pilot projects should be initiated as a priority with interested economies on: (i) the value proposition of early detection, prevention, and early intervention as a potentially significant return on investment for governments, industry and citizens; (ii) disease management and wellness programs, especially for vulnerable populations; (iii) individual  action plans to identify and promote enablers of innovation as drivers of trade and investment and competitiveness and productivity; (iv) clusters in life sciences development and health delivery; and, (v) community and consumer empowerment models of collaboration for disease prevention and treatment, and (vi) assessments of life sciences research capabilities to identify priority areas for capacity building and scientific exchanges and training.

3.3  Regulatory Harmonization

3.3.1 The need to promote a robust regulatory underpinning to support innovative life sciences research, development, manufacturing and marketing and delivery to consumers has become increasingly important as APEC economies struggle to address the infectious and chronic disease challenges in the region and attract investment in appropriate interventions.  Ministers and Leaders should renew efforts to encourage regulatory harmonization to international best practices for medical devices and medicines to facilitate the supply of safe and effective treatments. A robust regulatory environment is science-based, transparent and predictable.
3.3.2 A number of APEC economies require significant capacity building in terms of regulatory infrastructure. Public-private partnerships are encouraged, utilizing, among other things existing APEC regulatory networks to share information and provide training. Developed economies also are encouraged to provide the appropriate in-depth training to facilitate achievement of LSIF harmonization goals of the increasing convergence of regulatory practices over time.

Conclusions

3.3.3
APEC economies should fully support the four capacity building projects underway on the harmonization of standards and regulatory procedures related to the International Conference on Harmonization (ICH) for pharmaceutical products and the Global Harmonization Task Force (GHTF) for medical devices. Economies are encouraged to participate in the newly established harmonization steering group to facilitate implementation of the harmonization recommendations of the strategic plan. LSIF should incorporate the APEC network on regulatory science (www.apecpharm-forum.org) as a key feature of its regulatory harmonization and capacity building program and establish a platform for partnership between regulators and industry to improve regulatory capacity, share information, and undertake joint training programs in regulatory science. 

4. Key Recommendations for Action
4.1. Convene a dialogue between LSIF experts, APEC health officials and APEC finance  officials to discuss health system resource allocation, the role of innovations and financing mechanisms to address the challenges of infectious and chronic disease, and to examine ways of sustaining quality of life and productivity as populations age.

4.2. Develop and audit public-private partnership models for APEC economies to implement the LSIF strategic plan and address priority challenges by encouraging interested economies to participate on a voluntary basis in public-private sector pilot projects in 2007 in each of the following areas:

· Disease management and wellness programs for vulnerable populations

· Individual action plans to identify and promote enablers of investment in life sciences innovation

· Community and consumer empowerment programs for disease prevention and treatment

· The return on investment of early detection, prevention and early interventions

4.3. Establish public-private sector teams in interested economies to develop projects to address:

· The diffusion of innovations, including the elimination of tariff and non-tariff barriers, and the identification of conditions favorable to the establishment of life sciences clusters in communities

· An assessment of regional research science capacities and the establishment of scientific exchange and training programs and regional scientific infrastructure to help build the necessary research capacity

4.3. Encourage sustained support by participating economies on an economy-specific basis for APEC’s disease biomarker and cohort projects so the benefits of this research can be fully realized over the longer term.

4.4. Enhance support for regulatory harmonization to international best practices and standards for medical devices and pharmaceutical products by supporting:

· APEC’s LSIF harmonization projects to assure the safety and efficacy of drugs, build capacity in good clinical and good manufacturing practices, combat counterfeiting, and reduce medical device regulatory redundancies through adoption of Global Harmonization Task Force (GHTF) guidance documents. 

· Participation by interested economies in the newly established Harmonization Steering Group.

· The inclusion of APEC’s network on regulatory science as a key feature of the LSIF regulatory harmonization and capacity building program.

� Australia, Canada, Chile, China, Hong Kong China, Japan, Korea, Malaysia, Mexico, the Philippines, Singapore, Chinese Taipei, Thailand, the United States, and Vietnam


� � HYPERLINK "http://www.apec.org/content/apec/documents_reports/life_sciences_innovation_forum/2006.html" ��http://www.apec.org/content/apec/documents_reports/life_sciences_innovation_forum/2006.html� (Document Number: 2006/SOM3/LSIF/023)





