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EXECUTIVE SUMMARY

The Life Sciences Innovation Forum was established by Leaders at their meeting in Los Cabos in 2002 to develop a strategic plan for life sciences innovation in the region that addressed, among other things, chronic and life-style diseases. The strategic plan was endorsed by Ministers and Leaders in November 2004. Implementation has proceeded since that time. The 5th LSIF, held in Adelaide, Australia from April 19-21, 2007 among other things examined the challenges of ageing demographics and the associated rise in chronic disease in the region, and ways of addressing these, including the role of and return on investment in innovations in health systems. Key recommendations for Ministers and Leaders are that:

· APEC undertake in 2008 a multidisciplinary study, coordinated by LSIF, on the role of and returns to economies from investment in health innovations to address health and related economic and fiscal challenges facing the region.
· APEC economies are strongly encouraged to establish a mechanism for coordinating their health and investment strategies across government and with stakeholders.
· APEC encourage continued Dialogue between LSIF and APEC health and finance senior officials to discuss responses to the health dimensions of economic challenges and more systematic cooperation across economies to address shared challenges, experiences and expertise.
· APEC establish in 2008 frameworks for public-private sector partnerships to better utilize resources from the public and private sector to meet health needs.
· Priority be given to addressing the impact of non-health policies on the development and uptake of effective innovation and on health costs, including taxes, tariffs and non-tariff barriers. 

· Economies conduct assessments of their scientific and regulatory capacities with a view to identifying gaps and recommending programs to address shortfalls.

· Economies identify measures to facilitate the collection and availability of data to support health outcomes.

· Ministers and Leaders continue to strongly support and encourage the harmonization of regulatory procedures to international best practices and projects designed to build capacity in the region. Where possible, a region-wide approach should be preferred for capacity building and training in this critical area.

Required Action/Decision Points

It is recommended that Ministers:

1. Endorse the LSIF V report and recommendations
Seek Leaders endorsement of the key recommendations from LSIF V.

2. Report of the 5th Life Sciences Innovation Forum 
Key Judgments for Ministers and Leaders

In 2002 APEC Economic Leaders observed that  “...we need to be more effective with our investment at every stage of the health care process”, acknowledging that “investing in health will benefit economic growth, worker performance and productivity”... The need to address this investment challenge in an integrated way has become more pressing. Soaring health obligations present serious fiscal and economic challenges to APEC economies, as well as social challenges. But keeping populations healthy and thus sustaining the region’s human capital is an even greater imperative now, given the dramatic ageing demographic profile of the region. Data suggests that this situation is particularly acute for Japan, Korea, China and to an extent the United States, with serious economic and financial implications that may threaten economic and social viability. 

However, all APEC economies will face this demographic challenge within the next two or three decades.  

Ensuring the health and productivity of populations in the age range 54-74 years – the most rapidly growing cohort -- will be critical as will maintaining and enhancing the health and productivity of younger generations of workers. Continuing problems with communicable diseases in some economies need to be addressed, along with efforts to boost maternal and infant health. The rise in chronic diseases due in large part to a combination of life-style issues and rapidly ageing populations needs close attention.

Critical Factors

· Coordinated strategies across government and with stakeholders, bringing in the science, health, trade, economic and finance considerations and engaging as brokers people and groups who can articulate across disciplines are required. 

· There is a need to (i) examine how investment in well targeted health innovation for prevention, early detection and intervention can help keep populations healthy, and (ii) develop integrated investment strategies that address current and future health needs and that are fiscally sustainable.
· Education and skills development across the broad spectrum of the health community, including scientists, regulators, health professionals and community leaders will play a critical role in ensuring that investments are properly placed, managed and utilized.
· Data collection and availability and ways of monitoring risk factors and disease profiles across economies needs to be dramatically improved.
· Priority should be given to building and making effective use of public-private partnerships as means to enhance the capabilities of economies to address health challenges.
Key Recommendations

LSIF recommends that:

· APEC undertake in 2008 a multidisciplinary study, coordinated by LSIF, on the role of and returns to economies from investment in health innovations to address health and related economic and fiscal challenges facing the region.
· APEC economies are strongly encouraged to establish a mechanism for coordinating their health and investment strategies across government and with stakeholders.
· APEC encourage continued Dialogue between LSIF and APEC health and finance senior officials to discuss responses to the health dimensions of economic challenges and more systematic cooperation across economies to address shared challenges, experiences and expertise.
· APEC establish in 2008 frameworks for public-private sector partnerships to better utilize resources from the public and private sector to meet health needs.
· Priority be given to addressing the impact of non-health policies on the development and uptake of effective innovation and on health costs, including taxes, tariffs and non-tariff barriers. 

· Economies conduct assessments of their scientific and regulatory capacities with a view to identifying gaps and recommending programs to address shortfalls.

· Economies identify measures to facilitate the collection and availability of data to support health outcomes.

As noted in 2006, a robust regulatory underpinning is required to support advances in life sciences products and services and their delivery to address critical health challenges. 

· LSIF encourages Ministers and Leaders to continue to strongly support and encourage the harmonization of regulatory procedures to international best practices and projects designed to build capacity in the region. Where possible, a region-wide approach should be preferred for capacity building and training in this critical area.

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.

Suwit Khunkitti

Dr. Peter Sheehan
Dudley Schleier

Dr. Pakdee Pothisiri

Chair, LSIF

Academic Co-Chair
Industry Co-Chair
Government Co-Chair
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LSIF V: Report and Recommendations to Ministers and Leaders

1. Summary

1.1. High level representatives from the public and/or private sector and academia from 14
 APEC economies met in Adelaide Australia April 19-20, 2007 for the 5th annual Life Sciences Innovation Forum (LSIF V) hosted by the Department of Health and Ageing, Government of Australia. Discussion focused on ways of developing an integrated approach to health system resource allocation, bringing together the science, health, trade and economic and finance considerations to address the key challenges of infectious and chronic disease and ageing populations consistent with implementation of the LSIF Strategic Plan. Presentations on challenges faced by the region and its member economies and ways to address these were received from a range of distinguished academic, industry and government representatives. Presentations are available on APEC website at http://aimp.apec.org/MDDB/Pages/search.aspx. 

1.2. They showed that rapidly increasing health obligations will present serious fiscal and economic challenges to APEC economies, as well as social challenges.  Developing integrated strategies that address health needs and which are fiscally sustainable will be critical to sustaining the region’s human capital in the face of dramatic ageing demographic profiles in APEC member economies. 

1.3. The issues that need to be addressed are significant
. Dramatic ageing demographic profiles show that there will be no growth in the prime working age population in the next four decades, yet a sharp rise  in persons aged 55 and over. This will mean slower workforce and economic growth and rising demands on pensions, health care and social security systems. At the same time  economies are incurring health obligations from the rapid rise in chronic diseases due in part to ageing populations but also life style issues and from continuing problems with communicable disease, perinatal, maternal and nutritional conditions. As all these forces converge, ensuring the health of populations will be critical to maintaining social and economic viability.  

1.4. LSIF considers that well planned and well managed investments into targeted health innovations, guided by an integrated approach bringing together economic, financial, science and health policy expertise will help manage these inter-related challenges.  But attention also needs to be focused on building the capacity in the region and establishing mechanisms to properly address these challenges. A strong regulatory underpinning, better data collection and availability, and an understanding of the health impacts of non-health policies such as trade, economic and fiscal policies also will be extremely important factors in determining successful outcomes.

1.5. In that regard, the forum also discussed progress with the four LSIF implementation projects for the harmonization of regulatory procedures, including training in Good Clinical Practice, quality guidelines, and training to combat counterfeiting. The LSIF research group continued to develop its ground-breaking work in forming an International Cancer Biomarker Consortium (ICBC) and the Asia Cohort Consortium.  Both are critical foundations for future innovation. The ICBC focuses on the development of technology and methodology to enable biomarker discovery through collaborative projects, training, and information-sharing.  The Asia Cohort Consortium (ACC) is examining the relationship between genetics, environmental exposures, and the etiology of disease through the establishment of a cohort of at least 1 million healthy people who will be followed over time to various disease endpoints, including cancer. Interest in additional participation by Indonesia and Thailand in the major biomarker and cohort projects was discussed, including ways of building capacity for participation.

1.6. The concept of regulators being on the critical path to innovation was discussed by the Harmonization Group. This includes the concept of applying scientific advances to improve health and economic outcomes. The group concluded that there is a need to develop a region-wide approach and strategy for training regulators. Measures taken to enhance performance and maintain high standards for the protection of public health will have a significant impact in achieving LSIF objectives. This includes adherence to Good Regulatory Practices and the adoption of more modern risk-based approaches to regulation.  

1.7. The forum’s conclusions and recommendations to APEC Ministers and Leaders are summarized below. These include (i) specific messages for discussion with finance senior officials which were submitted to the May 9-11 Finance Senior Officials Meeting (FSOM) as a basis for subsequent dialogue between LSIF Experts and senior finance officials in the margins of the 2007 APEC Finance Ministers Meeting (ii) the report and recommendations of the LSIF Research Group and (iii) the reports and recommendations of the LSIF Harmonization Group.

1.8. In preparation for the review of the LSIF Terms of Reference in 2008, LSIF has prepared a status report for Ministers and Leaders on the implementation of the LSIF Strategic Plan. Major accomplishments listed in that report include:

a) The establishment of the Asia Cohort Consortium (ACC) – a path-breaking project that seeks to understand the relationship between genetics, environmental exposures, and the etiology of disease through the establishment of a cohort of at least 1 million healthy people in the region who will be followed over time to various disease endpoints, including cancer. 
b) The establishment of the International Cancer Biomarker Consortium, which focuses on the development of technology and methodology to enable biomarker discovery through collaborative projects, training, and information-sharing.

c) Initiation of training workshops to combat the counterfeiting of medicines and medical devices (2007-2008).

d) Training in ICH Quality Guidelines 2007

e) Training in Certificate of Pharmaceutical Products 2007

f) Pilot projects (2003/2004) in life sciences innovation readiness assessments

g) Participation by LSIF in the International Conference on Harmonization (ICH) as a member of the ICH Global Cooperation Group

h) Training workshops for alignment with the Global Harmonized Task Force for Medical Devices (2004, 2005, 2006) 

2. LSIF V Conclusions

2.1.  With the rising tide of chronic disease, continuing challenges in communicable diseases and rapid ageing, health issues are becoming central to economic and social viability 

· How healthy populations are as they age over the next few decades will be critical to:

·  the rate of growth, if any, in the labor force and its ability to support continuing economic growth;

·  the level of productivity of that labor force;

·  the impact of ageing populations on the cost of health and social security systems; and,

· the financial and economic viability of economies, in at least some cases.

· This means that:

· health policy decisions need to be shaped in the context of their broader economic, financial, scientific, and social implications;

· the impact of non-health policies on health outcomes will need to be considered; and,
· ways of monitoring changes in risk-factor and disease profiles across economies using leading, as well as trailing indicators will need to be established.
2.2. There is a need for an integrated approach across many disciplines to address these central health, economic and financial challenges

· Elements of an integrated approach should include:

· involving scientific, health policy, economic and financial expertise in a coordinated way, not in silos as at present;

· engaging as brokers people and groups who can articulate and promote strategies across silos;

· systematic cooperation across economies to address shared challenges, experiences and expertise;

· coordination between the public and private sector actors in the health community (industry and NGOs) and outreach to the broader community; 

· a multidisciplinary strategic approach to securing a return on investment from health system resource allocation, taking into account the varied demographics across member economies;

· a more coordinated and systematic approach to the collection and availability of data to support innovation and health outcomes; and,

· consideration of the distribution of health resources across social groups within economies, and the need for equitable access to achieve good outcomes.

2.3. Increased, and/or more cost effective, investment in health innovation is likely to be necessary in all economies

· Health innovation covers the development and application of knowledge, new to the context, across the full continuum of the health system, including regulatory innovation.

· Thus the required investment is likely to range from funding for research, education, training, skills and capacity development through improved health systems, products and services to the development of family and community support structures.

· Increased funding is likely to be necessary, including increased public funding, but it is the targeting and effectiveness of the total investment that is critical.

· Better data on the health outcomes, and more attention to cost effective management and priority setting, will be necessary.

· Education and skills development across the broad spectrum of the health community, including scientists, regulators, and health professionals will play a critical role in assuring that investments are properly placed, managed and utilized.

· Lowering both regulatory and non-regulatory costs (e.g., taxes and tariffs) to improve the accessibility to healthcare products for both governments and consumers will be an important factor in securing an appropriate return.

2.4. It will be necessary to give higher priority to prevention, early detection and early intervention in all economies

· Many existing programs for health protection and early intervention have been highly cost-effective (e.g. vaccines, medication for lowering blood pressure and cholesterol and smoking reduction programs).

· There is scope in all economies to extend the use of known, cost-effective health protection and early intervention strategies.

· Many new ‘early intervention’ options are emerging, and could make a major contribution to improved health in the region. These include, but are not limited to: 

·  new vaccines for both infectious and chronic diseases;

·  innovative public health interventions; and,

·  improved detection methods, such as biomarkers and genetic profiling. 

· The cost-effectiveness and feasibility of each initiative needs to assessed, in the overall context of health protection and in terms of the needs of each economy.

2.5. Building and making effective use of public-private partnerships can contribute to addressing these challenges

· Partnerships between the public sector and private sector – industry, NGOs, communities, donor organizations, health providers – can enhance the capabilities of economies to address health challenges.

· Building capacity at the village/family level through public-private partnerships will help spread the benefits in rural communities.

· Governments need to take the initiative to establish partnerships to better utilize resources from the public and private sector, including community initiatives.

· There may be scope for collective action on science education and training, and regulator capacity building.

· It is likely that successful partnerships will be broadly based, with the private partner providing a range of technical, training and management expertise, as well as funding.

· Effective and balanced partnerships require careful definition of objectives and of the roles, responsibilities and benefits of the partners, as well as the building of sustainable relationships.

· Mechanisms are required to ensure that both the public interest and the interests of communities and community members are fully protected in such partnerships. 

3. LSIF V Recommendations

LSIF recommendations to support these conclusions are as follows:

· APEC undertake in 2008 a multidisciplinary study, coordinated by LSIF, on the returns to economies from investment in health innovations to address health and related economic and fiscal challenges facing the region.
· APEC economies are strongly encouraged to establish a mechanism for coordinating their health and investment strategies across government and with stakeholders.
· APEC encourage continued Dialogue between LSIF and APEC health and finance senior officials to discuss responses to the health dimensions of economic and challenges and more systematic cooperation across economies to address shared challenges, experiences and expertise.
· APEC establish in 2008 frameworks for public-private sector partnerships to better utilize resources from the public and private sectors to meet health needs.
· Priority be given to addressing the impact of non-health policies on the development and uptake of effective innovation and on health costs, including taxes, tariffs and non-tariff barriers. 

· Economies conduct assessments of their scientific and regulatory capacities with a view to identifying gaps and recommending programs to address shortfalls.

· Economies identify measures to facilitate the collection and availability of data to support health outcomes.

· LSIF encourages Ministers and Leaders to continue to strongly support and encourage the harmonization of regulatory procedures to international best practices and projects designed to build capacity in the region, including the development of a region-wide strategy using a train the trainers approach in close collaboration with the International Conference on Harmonization and the Global Harmonized Task Force.

Attachment I

Summary of Discussion and Conclusions of the LSIF Harmonization Group  

The regulator has a key role in the critical path to innovation. Certain APEC economies require significant capacity building to achieve a robust regulatory infrastructure. Public-private partnerships are encouraged using existing APEC regulatory networks to share information and provide training and to develop academic institutes to sustain capacity building. A region-wide approach should be adopted where possible. Developed economies also are encouraged to provide the appropriate in-depth training to facilitate the achievement of LSIF harmonization goals of the increasing convergence of regulatory practices over time.

APEC economies should fully support the four capacity building projects underway on the harmonization of standards and regulatory procedures related to Good Clinical Practice, the International Conference on Harmonization (ICH) guidelines for manufacturing quality pharmaceutical products,  Anti-counterfeiting of medical products and Certificates for Pharmaceutical Products. 
Future capacity building projects include a pilot test of ICH quality by design, workshops on the Global Harmonized Task Force (GHTF) for medical devices and development of public-private training institutes to sustain and continue capacity building on international standards and regulatory procedures.  
Economies are encouraged to continue participation in the newly established harmonization steering group to facilitate implementation of the harmonization recommendations of the strategic plan. LSIF continues to 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. 

Efforts to achieve regulatory harmonization to international best practices and standards for medical devices and pharmaceutical products should be reinforced 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 Harmonization Steering Group.

· Utilization of APEC’s network on regulatory science to further LSIF regulatory harmonization and capacity building.
· Development of public-private training institutes to sustain regulatory harmonization capacity building.
· Development of a strategy for training and capacity-building.  This will allow for the setting of priorities and a plan to reach end objectives.

Attachment II

Summary of Discussion and Conclusions of the LSIF Research Group  

The discussion of the Research Group focused initially on the scope of projects supported by the LSIF Strategic Plan.  The International Cancer Biomarker Consortium and the Asia Cohort Consortium were identified as critical projects for the region in the Strategic Plan.  The Research Group’s role is to reiterate the importance of these projects as long-term investments.

Dr. John Potter provided a brief update of the Asia Cohort Consortium (ACC) and the International Cancer Biomarker Consortium (ICBC).  The ACC had recently held its sixth meeting, including representatives from Canada, China, India, Korea, Malaysia, Singapore, Chinese Taipei, and the United States.  Three cohorts have received funding and have begun recruitment:  Korea, Malaysia, and Singapore.  Dr. Potter expressed the importance of the Cohort Study not just as a long-term resource for understanding diseases, but for the short-term benefit of being able to identify, almost in real-time, trends and risk factors in the populations.

The ICBC held its second annual meeting in December 2006 in Singapore.  The ICBC focuses on the development of technology and methodology to enable biomarker discovery through collaborative projects, training, and information-sharing.  There are currently 14 teams participating in the ICBC from China, Hong Kong, Ireland, Japan, Korea, the Netherlands, Singapore, Chinese Taipei, and the United States.  Representatives from other economies such as Canada, Malaysia, and Mexico have also participated and are working towards the development of a team. 

The representative from Malaysia, Dr. Rahman Jamal, described the process of developing the Malaysian Cohort.  Dr. Jamal also highlighted the infrastructure development that has been put in place to support the cohort in both informatics and personnel training.

There were discussions about the ethical and informed consent issues in recruiting participants and collecting bio-specimens.  Using the Malaysian experience as a case-study, the group discussed the importance of a multi-layered consent and privacy structures in data management.

Representatives from the economies of Thailand and Indonesia expressed interest in participating in the Asia Cohort Consortium and agreed to work with researchers in Malaysia for guidance on study development, resource needs, etc.

The Fred Hutchinson Cancer Research Center is developing a Coordinating Center to assist in the data management and coordination of the Cohort Consortium, by providing tools and common protocols, as well as identifying training opportunities throughout the Consortium.

The Research Group discussed the importance of maintaining consistent support from government and policy-makers to undertake scientific projects such as the Cohort Study or Biomarker Consortium.  Both the Asia Cohort Consortium and the International Cancer Biomarker Consortium have made progress in advancing scientific knowledge throughout the consortium, and in contributing to economic development in their economies through infrastructure development.  

In the Asia Cohort Consortium, there have been private-public partnerships to develop data-management software and training workshops on data collection.  The International Cancer Biomarker Consortium has enabled scientific exchanges between participating institutions (United States, Chinese Taipei); workshops on bioinformatics and other scientific methodologies (hosted by Korea, participants from Chinese Taipei, Singapore, Hong Kong, Korea, and United States); as well as software developed across the consortium (United States, Korea, Singapore) in modules to provide a greater tool to support biomarker discovery.

The concept of Life Science Champions was discussed at great length in the context of providing a link between the scientific research community and policy-makers.   After much discussion, the group endorsed the idea of having individuals, or groups, serve as brokers between the research community and ministers to insure continuity in long-term projects, and an understanding of short-term advantages and needs of those investments.

� Australia, Canada, Chile, China, Indonesia, Japan, Korea, Malaysia, Mexico, Papua New Guinea, Singapore, Chinese Taipei, Thailand, and the United States


� “Developing an Integrated Approach to Emerging Health Challenges: A Framework Paper” Center for Strategic and Economic Studies, Victoria University, Melbourne, 2007
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