Report of the First LSIF-HWG Joint Meeting

March 6, 2011

Washington D.C. United States

Opening Session

Fourteen representatives of the APEC Economies (Australia, Canada, Chile, China, Indonesia, Japan, Korea, Malaysia, Mexico, Philippines, Chinese Taipei, Thailand, U.S. and Viet Nam) met in Washington D.C., United States on March 6, 2011 for the first LSIF-HWG joint meeting. The meeting was chaired by Dr. Craig Shapiro, Director, Office of the Americas, U.S. Department of Health and Human Services. LSIF Planning Group (PG) Chair, Ms. Barbara Norton, and Acting HWG Chair, Dr. Teiji Takei, also attended the meeting. 

Welcome and Introductory Remarks:

· The U.S. APEC Senior Official welcomed APEC economy representatives to Washington for the first Senior Officials Meeting of the U.S. APEC year. He outlined the 2011 APEC themes, including (1) Strengthening regional economic integration and expanding trade; (2) Promoting green growth; and (3) expanding regulatory cooperation and advancing regulatory convergence. He also remarked that the U.S. is looking for concrete deliverables this year and emphasized the importance of engaging with the private sector to develop meaningful outcomes. He noted the U.S. is exploring the possibility of a LSIF-HWG joint event during SOM3 in San Francisco. 

· The Joint Meeting Chair explained that the purpose of the meeting is for open dialogue on potential areas for LSIF and HWG collaboration. 

· The Acting HWG Chair thanked the host of U.S. for arranging the joint meeting. He noted the LSIF and HWG joint meeting was recommended by the Independent Assessor’s Report on HWG, submitted during HWG meeting in Sendai, Japan in September 2010.

· The LSIF PG Chair provided an overview of the history and objectives of the LSIF and the LSIF RHSC. The LSIF was established in 2003 as a tripartite forum, consisting of government, private sector and academia representatives. The LSIF examines health innovation in the context of trade. Specifically, the group looks at regulatory policy, regulatory frameworks, counterfeiting, the investment climate in innovative life sciences products, health information technology, and in general, how economies can promote and diffuse life sciences products to deal with aging, risk detection and prevention, treatment and cure of infectious and chronic diseases. LSIF aligns its annual agenda with its strategic framework, approved by Ministers and Leaders in 2004. The LSIF Regulatory Harmonization Steering Committee (RHSC) was formed in 2009 to advance the harmonization agenda of the LSIF Strategic Plan. The work of the RHSC aligns closely with the APEC 2011 regulatory convergence and regional economic integration themes. The RHSC is supported by the LSIF APEC Harmonization Center (AHC), based in Seoul. The other issues the LSIF is working on right now include health innovation, non-communicable diseases (NCDs), strengthening health systems, and safe medicines.

Areas for APEC to Contribute to Health:

The Advisor to LSIF Co- Chairs highlighted the outcomes of the RHSC and LSIF PG meetings which took place March 2-4 and March 5, respectively. The LSIF PG theme for 2011 is public-private partnerships. The LSIF PG will look at how public-private partnerships can deploy health innovations in health systems. The LSIF has several other work streams this year feeding into their work on public-private partnerships. During the LSIF PG meeting, the U.S and Chinese Taipei agreed to draft a white paper on the benefits of prevention, detection, early intervention and integrated disease management programs, including possible health indicators measuring reductions in the economic burden of disease. Canada indicated an interest in the white paper but will need go back to consult on the degree of possible participation. On March 5, Chinese Taipei Korea, and Thailand also agreed to consult internally on filling out the LSIF health information and communication technologies (ICT) survey. The LSIF PG is also looking at the prospect of developing a collaborative project on NCDs with the HWG. NCDs will be a major focus of the international health community in 2011 and APEC could make a valuable contribution to the dialogue and the NCD agenda. 

In 2011, the RHSC will be geared toward achieving regulatory convergence in APEC by 2020. The RHSC 2011 work plan was endorsed by the LSIF PG on March 5. The work plan includes multiple workshops and events, including training on multi-regional clinical trials (MRCT), training on GHTF guidelines, a biosimilars workshop, additional training on Good Review Practices (GRPs), workshops on stem-cell manufacturing and ICH Quality by Design guidelines and a possible workshop on pharmacovigilance. 

HWG:

· The Acting HWG Chair provided an overview of the HWG’s priority work areas. They include:

·  Preparedness for and response to public health threats, including avian and human   pandemic influenza and vector borne diseases;

·  Combating the spread of HIV/AIDS in the APEC region; and

·  Improving health outcomes through advances in health information technology.
According to the approved HWG 2011 work plan, HWG commits itself to make a critical contribution to strengthening inclusive, innovative and secure growth through the following actions;

· Enhancing preparedness for and effective management of emerging and re-emerging infectious diseases, including tuberculosis, vector-borne diseases, HIV/AIDS and pandemics. 

· Building the capacity for the prevention of non-communicable diseases (NCDs) including injuries; and 

· Strengthening health systems of economies including health financing, human resources, and health information technologies which would contribute to inclusive and secure growth.

During discussions, the following comments were made from members: 

· Dr. Fikry Isaac, Executive Director, Global Health Services and Chief Medical Officer at Johnson and Johnson, offered thoughts on how to use health indicators to measure performance when addressing NCDs and shared private sector approaches to improving health indicators. 

· The Meeting Chair asked how this work could be transferred to communities. There was discussion of the prospect of examining how the private sector operates its health and wellness and disease management programs to determine if there are elements that could serve as useful models in public sector health programs.

· China noted the massive impact of NCDs particularly on Asian economies in the next 10 years. China suggested the LSIF and HWG conduct a study on the behavioral risk factor situation in the APEC region. It was also suggested the two groups conduct a study on how factors affecting health in various environments. 

· Philippines observed that its own domestic public health strategy focuses on improving health indicators. 
· Viet Nam stressed the importance of cooperation between the LSIF and HWG on NCDs and noted the importance of private sector involvement on the issue as well. Viet Nam cited examples in the region of tax incentive policies for companies making a conscious effort to reduce their health costs. Viet Nam said it supports joint research between the LSIF and the HWG on NCDs. 
· The Advisor to the LSIF Co-Chairs discussed the some of the epidemiological research conducted by the Asia Cohort Consortium (ACC) on life style risk factors as they apply to chronic disease. The study covers over one million subjects. Initial BMI findings were published in the New England Journal of Medicine in February. She also observed that when discussing risk factors, we should shift thinking to a longer-term strategy. 
· Thailand elaborated on the ACC system highlighted by the Advisor to the LSIF PG Chair. She suggested the LSIF and HWG work together on developing a population base cohort system. 
· Canada observed that there is a great opportunity for LSIF and HWG collaboration because they approach health issues from different angles and there are many synergies that would enrich the work of both groups. Canada recommended both groups make use of the work of other international organizations so that we can add value to work already done and avoid duplicating efforts. Canada suggested the LSIF and HWG gain a comprehensive understanding of all the activities going on in advance of the UN NCD Summit in September to avoid duplication of efforts. Canada also suggested that we could build on existing efforts but look at the issue from a regional (APEC) perspective. Canada also noted health system strengthening is a topic that could be of interest to both groups. Canada noted that we should decide on two or three areas of cooperation where we can yield clear results.
· Australia acknowledged the importance of the current NCD debate and supported Canada’s contention that activity in the area of NCDs is already a very crowded space in terms of the meeting schedules. The work carried out should be value-added and where APEC can contribute. In terms of health indicators, both the WHO and OECD have active indicators that can be used. Australia emphasized that if we are going to engage in activities in the area of NCDs, we need to be sure it is in an area where we could add value and not duplicate work already underway.
· Indonesia also suggested the HWG and LSIF cooperate with the WHO on developing indicators for NCDs.
· Canada also suggested Health IT as a possible area for collaboration and also expressed a need to create a good structure for joint cooperation. 
· Malaysia informed the participants of the upcoming NCDs related Ministerial Meeting co-hosted by WHO and the Russian Federation, to be held in Moscow in April, 2011.
Strengthening Health Systems:

· The Meeting Chair opened the discussion on how the LSIF and the HWG can contribute to strengthening health systems. He suggested the two groups look at the WHO’s six building blocks of health systems as a starting point for identifying areas of potential collaboration. The six building blocks are service delivery; medical products, vaccines and technologies; health workforce; health systems financing; health information systems; and leadership and governance. 
· The LSIF RHSC Training Subcommittee Chair briefed the joint meeting on the work the RHSC is undertaking to build regulatory capacity and convergence to strengthen health systems. The RHSC is in the process of developing a strategic framework, priority work areas, and identifying project proposals that align with the RHSC’s objectives. 
· China observed that its health system lacks the necessary resources to care for its rapidly aging population. China lacks nurses, nursing homes, caregivers, and products suitable for elderly use. China suggested the LSIF and HWG work together on improving APEC health systems to cope with aging. 
· Chinese Taipei shared its experience of applying health IT to health and medical insurance systems.
· Viet Nam cited the importance of regulatory convergence and suggested capacity building in this area, including multi-regional clinical trials, new medical devices and future technologies.

· LSIF RHSC Training Subcommittee Chair explained how public-private partnerships are used for clinical trials management. She noted that FDA has resources to help provide this training and commented that it will be important to work with industry on the path to achieve regulatory convergence.

· Chinese Taipei observed that on the AHC website there are more than twenty training projects being implemented.

· The Advisor to the LSIF Co-Chairs noted the research on aging populations the LSIF has been conducting since 2006. She offered to circulate the various studies conducted under the leadership of the LSIF Academic Co-Chair to the HWG. 

· Viet Nam recommended additional capacity building in the area of aging populations and said there is a need for developed economies to support developing economies with ideas and strategies in this area. 

· The Meeting Chair added that there needs to be capacity building to strengthen health and associated regulatory systems. 

· The LSIF RHSC Training Subcommittee Chair noted the value of working with industry in the context of the International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH). She said working with industry is helpful in identifying priority areas for convergence. 

· The Meeting Chair observed that health financing is another building block of strong health systems. 

· The Advisor to the LSIF Co-Chairs said healthcare financing was discussed in LSIF in 2007 and noted it may be worth revisiting. LSIF, with the support of Health Working Group officials, had sought a joint meeting with budget/finance officials. Ministers had endorsed the idea, but finance officials were not forthcoming. She further noted the importance of including budget officials in any discussion on health care financing. 

· The HWG Acting Chair observed that pandemics, emerging and re-emerging diseases are important issues for discussion. Capacity building in this regard is important. Health financing, especially in the contest of aging populations remains a challenge. No less challenging is the setting up of legal framework for long term care systems. Synergies between the two groups in those areas will be valuable.

· Canada suggested it may be helpful to invite groups involved in finance issues to future health policy dialogues to discuss health financing. An example of this could be to look at the economic impact of an aging population.

· China suggested the LSIF and HWG think of ways to finance research focused on disadvantaged populations.  

· The meeting Chair said the challenge of doing research between developed and developing economies is translating the research into outcomes that will benefit the general public. 

· The U.S. mentioned the work of the Sabin Vaccine Institute on neglected tropical diseases. The U.S. said the Institute is looking to expand its research facilities and that one or more economies have already expressed interest in hosting the facilities. The U.S. will provide more information on Sabin at the next meeting. 

· The Philippines indicated that financing needs for healthcare for the elderly is disproportionate to other societal financing needs. 

· Japan pointed out that the IMF and the Japanese Ministry of Finance and Ministry of Health will meet on 27 April 2011 to discuss financing health reforms and aging. 

· Advisor to LSIF PG Chair observed that health systems strengthening appears to be an area of interest for both groups and that we should prioritize our activities in this area. She noted the importance of regular discussions between our groups as we work to shape a joint health event health during the third Senior Officials Meeting in San Francisco in September.

· Canada said we need to identify a small group of individuals who would plan a few areas to joint cooperation as well as map out what results we would like to achieve from this cooperation. Potential areas for cooperation could include health systems, aging, NCDs, and ICT. Canada also suggested looking at areas that could take advantage of the regulatory work that the LSIF RHSC is doing. Canada noted that the meeting had been helpful in sharing the work and priorities of each group. 

· Thailand echoed Canada’s suggestion that we work on the areas of aging, NCDs, and healthcare services. Thailand also suggested the HWG study the research conducted by the LSIF. 

· Viet Nam suggested the LSIF and HWG continue to organize joint meetings in future SOMs. Viet Nam stated they hope the two groups could work together on a public-private partnership on NCD prevention in the future. Viet Nam also said it viewed the participation of academia and the private sector in the work as an advantage. 

· Thailand added that with regard to work on aging populations, the groups could look at the LSIF’s Bangkok model which shows how communities can care for elderly in the home at low costs. Thailand stated the LSIF and HWG could look at establishing a public-private partnership on NCDs. Thailand also noted that Thailand has a Center for Excellence of Life Sciences working with Oracle to develop software to bring information to its hospital base. Thailand said ICT is not just software, but also a method for prevention, intervention, and disease management. A joint work plan or joint roadmap was recommended by Thailand. 

· The U.S. recommended the LSIF and HWG consider working with the Telecommunications and Information Working Group (TEL) and the Electronic Commerce Steering Group (ECSG) to improve health outcomes. The U.S. reminded participants of the health policy dialogue on aging taking place on March 8. Discussions from the health policy dialogue would likely inform us on specific work the LSIF and HWG could do on aging. The U.S. will communicate with ECSG and TEL to indicate our interest on ICT. 

· Korea said it was impressed with discussions of today’s meeting. Korea also said the LSIF is more oriented towards health IT application areas than other groups, so the LSIF and HWG should collaborate with each other in this area. 

· US introduced the capacity building for safe medicines workshop to be held in Beijing in late September 2011.

Conclusions:

HWG:

The Acting HWG Chair thanked the US for holding the joint meeting. Some issues such as NCDs, ICT, health financing, strengthening health system, etc. were raised as potential areas for future cooperation. He will report the outcomes of this joint meeting to HWG meeting in the afternoon and subject them to the decisions of HWG members.

LSIF: 

The Advisor to LSIF PG Chair It is helpful to listen to the comments and suggestions in this joint meeting. Both groups may consider highlighting their work and proposing joint APEC initiative.

The Meeting Chair noted that HWG and LSIF members raised many potential areas for cooperation, such as aging, health system strengthening, ICT, and NCDs. The ongoing discussions will be helpful to develop a future work plan. 

The U.S.  Some issues raised in the meeting such as ICT have also been discussed in other fora, such as TEL and ECSG. Cross-cutting issues need to be addressed with concerted efforts. US is exploring the possibility of LSIF-HWG joint event in September before UN NCDs Summit. US will draft a summary of the discussed activities for joint cooperation and suggestions of the meeting will be forwarded to both groups in the near future. Canada indicated health initiatives in this proposed joint cooperation should only be joint activities between LSIF and HWG and not health issues in general as it is important to remember that there are other APEC fora working on health issues.

