Report of the LSIF Planning Group Series of Meetings
March 28-31, 2012

Singapore
The LSIF met at working level over a four day period in Singapore. In widely attended sessions, the LSIF Regulatory Harmonization Steering Committee (RHSC) met from March 28-30 to review and define action items for roadmaps to achieve regulatory convergence in priority work areas (PWAs) under the RHSC Strategic Framework. These include Global Medical Product Integrity and Supply Chain; Good Review Practices: Biotechnology Products; Cellular Therapies; Multi-Regional Clinical Trials (MRCTSs); Good Clinical Practice Inspection; Pharmacovigilance;, and, Combination Products. Given the action-oriented nature of the Committee’s work, the RHSC also agreed on recommendations for broader engagement in its work both within and outside the APEC region. A new governance and outreach model is proposed that includes the establishment of a Regulatory Network to ensure broader expert participation from regulatory authorities and industry and academia. Revised Terms of Reference and Operating Procedures will be developed and submitted to the LSIF Planning Group and the CTI for review and endorsement intersessionally. The goal is to broaden economy participation by their appropriate regulatory authorities and representation from industrial sectors as the work of the Committee becomes more technical. Because of the significant amount of work anticipated to achieve regulatory convergence for approval procedures for medical products, the RHSC plans two further technical meetings in 2012.
The RHSC meetings were followed by a meeting of the LSIF Planning Group on March 31 to review outcomes from the RHSC and progress with other LSIF work streams.  Representatives from Canada, Chile, China, Indonesia, Korea, Malaysia, the Russian Federation, Chinese Taipei, Thailand, and the United States met to review work underway in the LSIF, the LSIF committees, and in collaboration with other APEC fora. They were joined by the Chair of the Health Working Group (HWG), Dr. Svetlana Axelrod; the LSIF Industry Co-Chair, Dr. Fikry Isaac; a representative from the ABAC; and, industry experts to report on specific projects. These included progress with the 2012 workshops on innovative ways to address healthcare associated infections (HAIs), and implementation of the SME Working Group driven Kuala Lumpur and Mexico principles for voluntary codes of business ethics for the medical device and bio-pharmaceutical sectors respectively. The Planning Group also discussed options for reinvigoration of the LSIF Research Committee given the priority for investing in human capital to support the development of life sciences innovation and the prospect of additional collaboration in life sciences research. 
The 10th Life Sciences Innovation Forum (LSIF X) will meet in special session on June 26 in St. Petersburg, Russia, followed by the joint High Level LSIF-HWG meeting on June 27 in St. Petersburg, Russia. The main theme for the joint High Level Meeting (HLM) will be the economic returns on investment in health innovations along the life course of citizens. Specifically, the HLM will examine high impact investments in maternal and child health, including the prevention of child hood diseases and obesity, and in the prevention and control of resulting non-communicable disease. It is anticipated that the HLM will provide the economic rationale for these high impact investments and a road map of best practices to guide economies in the implementation of these interventions consistent with the APEC Action Plan for the prevention and control of non-communicable disease. 

Review of 2012 Workstreams and Action Items
1. Advancing Regulatory Convergence

The LSIF Planning Group discussed progress with 6 activities to support regulatory cooperation and convergence: activities of the RHSC as the principal vehicle to achieve regulatory convergence for medical products by 2020; supporting activities of the APEC Harmonization Center (AHC); outcomes of the LSIF Drug Safety and Detection Technologies Workshop; implementation of the APEC Regulatory Cooperation Plan; cooperation with the APEC Sub Committee on Standards and Conformance; and, transparency and stakeholder consultation for health and life sciences products. 
a. Regulatory Harmonization Steering Committee

Canada, as Chair of the RHSC reported on the substantive work underway in the RHSC on detailed road maps in priority work areas (PWAs) to implement Ministers instructions to achieve regulatory convergence for medical products by 2020. Specific PWAs under consideration at this meeting were: Global Medical Product Quality and Supply Chain Integrity; Good Review Practices: Biotechnology Products; Cellular Therapies; Multi-Regional Clinical Trials (MRCTSs); Good Clinical Practice Inspection; Pharmacovigilance;, and, Combination Products. 

The Chair noted that the RHSC defined regulatory convergence in these sectors as a process whereby regulatory requirements across economies become more similar or aligned over time as a result of the gradual adoption of internationally recognized technical guidance documents, standards and best practices. It does not represent the harmonization of laws and regulations except where they might be impediments to regulatory convergence. He observed that there was tremendous progress and commitment to regulatory cooperation and convergence in the RHSC. Champion economies had been assigned to PWAs. The model adopted is a globally oriented model that will act as a catalyst for global action. 
All the PWAs under review by the Committee are global issues, such as supply chain integrity and it was thus the view of the Committee that it was critical to engage key players internationally. Outreach is underway to the WHO, and key regional and global harmonization initiatives. The Chair noted that the LSIF already has status in the International Conference on Harmonisation (ICH) and has now been recognized as an affiliate organization of the newly established International Medical Device Regulatory Forum (IMDRF).  

The RHSC will revise its Terms of Reference and Operating Procedures to include the establishment of a Regulatory Network to assure engagement by the regulatory authorities of all 21 APEC economies and broad participation from industrial sectors and other stakeholders. In so doing, the RHSC would adopt best practices from other industry dialogues such as the FSCF PTIN and the Chemical Dialogue. The host of APEC in any one year would have a lead seat on the Committee. Coalitions of regional trade associations in industrial sectors would be established. Coalition leaders would be represented on the Committee along with a designated member. Rotation would be encouraged among coalition members of the Regulatory Network participating in the meeting. The breakdown of sectors includes 2 permanent seats each from the medical device and pharmaceutical sectors respectively and a category that would include 1 representative each from the biotechnology sector and generic products sector and one floating seat to account for developments in advanced technologies. The Chair observed that BIO as an industry association of small and large biotechnology companies was excited about the prospect of participating. The new structure would introduce discipline to the discussions and ensure that a speaker represents views of the coalitions.
Other key outcomes from meeting include agreement to examine the appropriate framework for innovator biotechnology products before examining biosimilars; agreement that any new projects and diagnostic workshops would need to be guided by roadmaps for identified PWAs; and, the examination of other venues and opportunities to secure funding for the development and implementation of products to support PWA road maps on a sustainable basis. The Policy Support Unit (PSU) is assisting the RHSC on how to evaluate road map projects and develop key performance indicators (KPIs). Subject to approval by the full RHSC, the road map on Global Medical Products Quality and Supply Chain Integrity was endorsed and will be submitted to the LSIF Planning Group for review and endorsement intersessionally. The US FDA is the Champion of this road map, which incorporates the anti-counterfeiting work underway in the LSIF and the endorsed Anti-counterfeiting Action Plan. The report of the Chair RHSC is in document 2012/CTI2/LSIF/ 015.
 The Chair of the LSIF Planning Group welcomed the progress made by the RHSC and the move towards a more inclusive approach and broadened membership, including the formation of industry coalitions and outreach to other groups. She welcomed the participation of Indonesia, Malaysia and the Russian Federation in the RHSC meetings, and the participation of the HWG Chair in the LSIF Planning Group meeting. Drawing on best practices in other groups such as the CD was a welcome development. She observed that the Chair of the CD’s Regulator Forum also wished to consult with the RHSC Chair on RHSC models for regulatory cooperation. She noted that projects would need to be submitted to the entire LSIF Planning Group for review before they go forward.  

The Russian Federation proposed that the RHSC also consider developing guidance on mechanisms for inter-agency bilateral or multilateral cooperation on the exchange of data and information on suspected counterfeit and substandard medical products, including on notification and the protection of confidential business information and personal data.  The Chair RHSC welcomed the initiative of the Russian Federation on this issue, noting that it is a very important topic that is cross cutting in terms of the ability of regulatory authorities to exchange information, including on counterfeit and substandard products. He noted that the supply chain integrity road map has been revised to take this into account. The WHO has the issue as an action item and the EU also has recently proposed an initiative to promote consistency and understanding in this area. The Russian Federation observed that emergency situations also needed to be taken into account.

The Chair LSIF Planning Group commented that the issue of tension between the protection of confidential business data and transparency also was a topic of discussion at the Chemical Dialogue. Work was just getting started and it might be useful to exchange information on how each group was approaching the issue.
Malaysia noted that it was the first time that it had participated in the RHSC, commented on the excellent quality of work and undertook to ensure that the appropriate regulatory authorities were involved in future work. The Chair RHSC welcomed the participation of Indonesia and Malaysia and the Russian Federation and observed that the RHSC website was being updated to include information on activities and the posting of key documents. Thailand (Advisor to the LSIF Chair) asked whether stem cells would be included in cellular therapies and whether innovative traditional therapies would be included in the RHSC work. The Chair RHSC confirmed that the initial area of focus would be cellular therapies, but that other areas could be considered depending on need and availability of resources.  The Chair noted that the subject of traditional therapies arose under discussion of counterfeit medical products. There was a need to start with drugs and devices and also consider differences in regulatory frameworks in different jurisdictions before looking at expansion to traditional therapies. 

In order to establish the Regulatory Network and broaden participation, the United States proposed that the LSIF and HWG reach out to identify the appropriate regulatory authority point of contact (POC)  in each economy. The Chair RHSC noted that the WHO had been asked to help as it had a list of competent regulatory POCs for issue areas. 

ACTION: RHSC Chair to draft a note for circulation by the Program Director requesting that economies identify the appropriate regulatory POC in their economy for participation in the Regulatory Network and in specific technical areas of the PWAs.
b. APEC Harmonization Center 
A representative from the APEC Harmonization Center (AHC) provided an update on RHSC projects that supported the Priority Work Areas. She noted that the AHC also shared training materials on its website and provides organizational support and venues for a number of the workshops. In 2011 the AHC hosted or co-hosted nine international workshops. A growing number of these workshops are being conducted in cooperation with other international regulatory cooperation initiatives. In 2012 the AHC will host four international workshops. These cover: Biosimilars (April 3-5 in Seoul); Pharmacovigilance (late 2012, Seoul); and, Pharmaceutical Supply Chain Integrity (early 2013, Seoul). The Biosimilars workshop is being conducted in cooperation with PhRMA. The pharmacovigilance workshop will compare different regulations on adverse drug reactions and look at the most effective way to converge. Combination products will cover regulatory frameworks on drugs and devices, and supply chain integrity will examine counterfeit issues.  Additional information can be found on the AHC website www.apec-ahc.org
The Chair of the LSIF Planning Group thanked the AHC for its excellent work and continuing high level support for the RHSC and its regulatory convergence work program. 
c. LSIF Drug Safety and Detection Technology Workshop
The United States presented on the LSIF Drug Safety and Detection Workshop held September 27 to 28, 2011 in Beijing (2012/CTI2/LSIF/003 and 004). He reviewed the history of work to combat the counterfeiting of medical products since 2008, culminating in the APEC Anti-counterfeiting Action Plan, which was endorsed in September 2010. He commended the strong support of China for the Beijing workshop, including the NIFDC, noting that China invited and funded participation of 100 drug regulators from the provinces. In total there were about 200 participants. Outcomes included a guidance document on the use of detection technologies, best practices and recommendations for RHSC. These included strong support for continuing APEC projects in this area; data collection and measurement; the importance of involving other partners like the WHO and ICH; the importance of continuing work on detection technologies; and, serialization. Next steps include a concept note for a project on drug safety and single points of contact, which is being supported by the United States. There will be further consultation within the RHSC on planning for this event. He noted that the APEC RHSC has become a global leader in anti-counterfeiting through the global product integrity and supply chain road map and thanked the LSIF for organizing all the work over the last years, including approval of the action plan. 
China observed that the Beijing work shop was considered to be really very successful and also thanked the United States for support for the work shop. There was a lot of interesting follow up from the work shop. China noted that the U.S. and RHSC will be putting forward project proposals. China commented that anti-counterfeiting was a very important topic and that China wanted to work closely with other members on this project in the future. Capacity building was a good start in helping to identify the problem, especially for developing economies.
The Chair RHSC acknowledged the extraordinary effort of the U.S. representative in this anti-counterfeit effort, which has laid a solid foundation for the future work of the RHSC in this area, including on the single point of contact. He noted that activity would now be incorporated in the Global Product Integrity and Supply Chain road map and that it would be important to bring in international partners. 
d. APEC Regulatory Cooperation Plan

The Chair of the LSIF Planning Group reviewed the principles for regulator cooperation that were endorsed by Ministers in 2011 (Annex F to the AMM). These include : support and advance the multilateral trading system; focus on tangible and practical outcomes that matter; strengthen implementation of the APEC-OECD checklist; promote alignment to international standards and conformance systems; and, engage key stakeholders. She noted that all sub for a engaged in regulatory work programs are being asked to fill out a template showing how they will implement the principles. The template needs to be approved by senior officials. The goal is to have the templates completed for review by SOM 2 in Kazan. The RHSC will need to give thought as to how to characterize its work. 

ACTION: The LSIF Planning Group Chair will consult with the RHSC Chair when the template and instructions are available. 

e. Sub-Committee on Standards and Conformance
The Chair LSIF Planning Group noted that the 9th SCSC Conference on Standards and Conformance and Innovation would be help in Kazan May 22-23. LSIF has been invited to send a speaker to participate in the first agenda item on second day, which is principles for good regulatory practice and mutual recognition of conformity assessment. The goal is to discuss the impact of good regulatory practice principles on the safety and quality of innovative products. The Chair indicated that the Chair of the RHSC would be the first choice and asked if there was interest in other participation from the LSIF RHSC.

ACTION:  Chair LSIF Planning Group will maintain liaison with the SCSC Chair on the program and suggest Chair RHSC as the main speaker. Expressions of interest in participation from other RHSC members should be forwarded to the Program Director by April 18. The Program Director will circulate the draft agenda for the SCSC conference to the LSIF Planning Group.
f. Transparency & Stakeholder Consultation 

The Chair noted that economies were requested to provide summaries of current practice in terms of transparency and stakeholder consultation in the process of regulatory and policy reform in the health and life sciences sectors by March 15. None had been received. The Chair extended the deadline to May 15, noting that Ministers had stated that “as we work to put into practice actions to reduce the social and economic burden of disease, we agreed to adopt measures to ensure transparency and stakeholder consultation in the process of regulatory and policy reform in the health and life sciences sector”. 
Chinese Taipei indicated that it had come prepared with a summary of current practice in Chinese Taipei. In summary transparency has legal binding under Article 5, 8 and 154 of the Administrative Procedures Act. Notice of proposed rule-making and public comment period is announced in the gazette. Legal notices, guidance and guidelines are available on searchable websites, along with a license data base and safety information. There is an online check of the status of the review process. Approval times are announced and advisory committee members and meeting schedules are published.  There is the opportunity for review and comment as new regulations and guidance are drafted. Quarterly meetings are held with drug and device manufacturers. Most recently, there were public hearings on the Drug Injury Relief Act, which resulted in a consensus to increase relief levels. 

ACTION: Program Director to circulate Chinese Taipei’s presentation to the LSIF Planning Group as a template for others to use as guidance. Economies to report current status of measures to ensure transparency and stakeholder consultation for health and life sciences products by May 15.
2. Strengthening Health Systems
a. Implementation of the APEC NCD Action Plan 
The United States noted that there was an annual reporting requirement to Ministers of progress with implementation of the APEC NCD Action Plan. To facilitate reporting and implementation two templates would be prepared. The first is a template for economies to fill out to indicate specific areas where they would like to work in partnership with the private sector on specific pilot projects consistent with the NCD Action Plan (Public Private Partnership Template). This template has been circulated (2012/CTI2/LSIF 006). The Advisor to the Co-Chairs noted that some companies and NGOs already were considering areas of cooperation but needed a signal from governments. The United States is now working with China on the second template which would provide guidance for how economies report progress to be included in the annual status report to Ministers. This should be available for circulation by April 20.  Economies would be asked to complete the reporting template by June 6 and forward to the Program Director. China asked which Ministers would receive the report. It was agreed that the report would be sent to Health Ministers and Foreign Ministers.
Chinese Taipei provided an update on its implementation of the NCD action plan. Chinese Taipei has an 80% incidence of NCDs, due to unhealthy behaviour patterns, in particular lack of exercise, smoking, obesity, and the consumption of alcohol. This has caused a serious economic and productivity impact. Measures to combat this include tobacco prevention; obesity prevention through healthy exercise and diet programs;  increased screening on the four main cancers (including breast, cervical, colo-rectal); and, the use of new screening technologies, including mobile mammography, which has increased from 3% to 35% coverage. Cancer mortality has reduced by almost 8%. The goal is a 20% reduction. Chinese Taipei also has a goal of reducing BMI by 5%. The United States thanked Chinese Taipei for its enthusiasm and for leading the way in reporting. 
ACTION: Economies to complete Public Private Partnership template by May 15. The United States and China will circulate the reporting template by April 20. Economies to return completed reporting template by June 6.

b. Private Sector Perspectives on the Implementation of the APEC NCD Action Plan

The LSIF Industry Co-Chair provided an overview of the Economist Intelligence Unit (EIU) Healthcare in Asia 2012 Conference titled Healthcare outcomes in Asia: a new approach for efficiency and effectiveness.  The Co-Chair also provided thoughts on how economies could begin implementation of the APEC NCD Action Plan and discussed opportunities for public-private collaboration. He noted that the EIU conference linked into the APEC NCD Action Plan. Key speakers included Ministers of Health from Finland, Malaysia, and Singapore and senior health and health advisory officials from Indonesia and the Philippines as well as industry leaders and experts from major universities, including Johns Hopkins and Harvard. The conference examined two NCD end points – cancer and diabetes -- and went through the spectrum from prevention and diagnosis to treatment and care. Workshops looked at the policy environment supporting these areas. Key takeaways included the recommendation that end point goals (e.g. a 20% reduction in cancer or reducing the rate of diabetes linked to obesity) had to be supported by interim tracking methodology and metrics as guides for reaching the end point. Because of the complex and multidisciplinary nature of NCDs, it was important to set a process with incremental measures.
Private public partnerships were highlighted as central to success with any health system, however such collaboration often is overlooked in the way a health system is structured. In areas of life style and fighting NCDs, it is useful to share work place programs, tools and resources that have worked. Lessons learned on a smaller scale can be transferable to larger scale models. In order to address NCDs there is a need to go beyond traditional health care systems to include transportation, food and food ingredients, policies on taxation in areas of food chain, tobacco control and other risk factors.

In resource poor situations, it was important to extend the health care infrastructure to include community workers and other professionals to provide health coaching and guidance. The concept of health ambassadors or champions to support the transmission of messages within communities or societies was widely promoted. Some economies are using other health professionals such as pharmacists to promote healthy living and compliance with intervention regimens. There is data there to support the contention that addressing NCD risk factors shows a significant positive impact on economic growth. 
The conference provided no clear guidance on the issue of where the best investments would be. He noted that the LSIF Academic co-chair reflected on the need to do more investigation and research into best investments. The work underway on the return on investment in Maternal and Child Health will be a good start and will complement that done on later stage NCDs. 
The key to success in the prevention and control of NCDs is an integrated or holistic approach across governments, corporations and societies. It would be useful to compare returns on investment for example in tobacco control policies with BMI reductions for obesity/diabetes. From the industry perspective there is a need to address the spectrum of care. Innovation needs to ensure that those who are well now will stay well for the long term.
The Industry Co-Chair noted that he would be presenting at the Institute of Health and Productivity Management (IHPM) conference  in Orlando next week on the need for sharing best practices and getting more engagement from MNCs. He plans to share the APEC action plan for the prevention and control of NCDs. He noted that cost savings from health and wellness programs in the work place were $565 per employee per year. He will encourage MNCs to enter into PPPs in APEC economies where they have a presence. He drew attention to publications in the Journal of Health Affairs and Population Medicine showing how intervention and, tracking programs led to improvement in risk factors such as obesity, smoking, physical inactivity and nutrition. The goal is to have the MNCs collect information on the economic impact on their organization. Data shows that over the last 6 to 8 years ROIs of $3.70 for each $ spent were achieved. Corporate health care costs also were contained.

The Industry Co-Chair recommended that economies share the NCD action plan with other government stakeholders such as the Treasury and look at the types of best practices operated by the private sector for the prevention and control of NCDs. 
The United States thanked the Industry Co-Chair for the comprehensive presentation and recommendations and asked for suggestions on the reporting template. The Industry Co-Chair responded that it would be important to include progress with corporate health and wellness programs and to extend those programs more broadly within APEC. 

c. ABAC Briefing on Global Private Sector Health & Wellness Programs

A representative presenting on behalf of the ABAC observed that the ABAC is interested in being supportive of LSIF. In that regard, the ABAC is looking to gather more data on the ROI on employee wellness programs outside the United States. He commented that the ABAC’s work would be informed by the Industry Co-Chair.  The U.S. ABAC has reached out to colleagues in other MNCs in APEC economies. Thus far the response has not been very strong. There will be a presentation and outreach conducted by the U.S. ABAC at the ABAC meeting in May in Kuala Lumpur. 

The Chair, LSIF Planning Group welcomed the ABAC participation in this work, noting that it was the first time that an ABAC representative had participated in the LSIF. The Industry Co-Chair observed that the proposed ABAC work opens a great opportunity for collaboration and obtain insights from the ABAC membership. It also fits nicely with the data collection for the Academic Co-Chair’s project. U.S. ABAC staff can act as a conduit for information sharing between the ABAC and the LSIF.
ACTION: U.S. ABAC to share outcome of discussions on NCD prevention and control programs in the workplace at the May meeting of the ABAC and consult with the LSIF Industry Co-Chair as this work proceeds.

d. Investing in Maternal, Newborn and Child Health: Analysis of the Costs, Benefits and Returns on Investment
On behalf of the Academic Co-Chair, the Advisor to the Co-Chairs reviewed recent developments that have given rise to an economic analysis project that is underway as a collaboration between the WHO, UNICEF, the LSIF Academic Co-Chair and the Russian Federation. During the Health Working Group meeting in Moscow, the Russian Federation proposed to include Maternal and Child Health as a critical point in the life course of citizens.  LSIF Academic Co-Chair Professor Peter Sheehan was approached about the prospect of extending the 2009 WHO case for investment in maternal and child health in Asia study to include metrics and analysis of the economic benefits that would appeal to the budget and finance officials.  Professor Sheehan has since talked to the  team from the WHO (led by Ms. Flavia Bustreo, Assistant Director-General of Family, Women's and Children's Health; Henrik Axelson, WHO economist; and Dr. John Beard, Director of Aging & Life Course who also serves as the Advisor to the LSIF Board) as well as a team from the Russian Federation (led by HWG Chair Dr. Svetlana Axelrod) on the prospect of conducting a study that examines the returns on investment in maternal and child health in the APEC region. 
The study is now underway with the generous support of the WHO and the United States Government. The private sector also is being approached to support the study. Interested economies also are invited to support the study. The goal is to have the results complement the work done in collaboration with Peking University for LSIF on the returns on investment in health innovations for NCDs/ageing populations. It is hoped that the study will be completed by June for presentation at the joint high level HWG/LSIF meeting and possible presentation at the June 28-30 Women in the Economy Summit in St. Petersburg. The results would be showcased and discussion would focus on high impact investments in MNCH and NCDs/ageing using the life course approach. 
ACTION: The Advisor to the Co-Chairs to consult with the Academic Co-Chair on circulating the proposed scope of work to the LSIF Planning Group and Health Working Group. Economies interested in contributing to the study to contact the Advisor to the Co-Chairs through the Program Director.

e. Discuss preparations for Upcoming Joint LSIF-HWG High-Level Health Event & LSIF X Meeting
The Chair HWG, Dr. Svetlana Axelrod observed that the dates originally proposed for the HWG and the HWG/LSIF High Level Meeting conflicted with other important international health meetings. As such, the meetings will now be held in St. Petersburg in June. The HWG will meeting June 24-25; the high level policy dialogue on Health IT run by the HWG Vice Chair will be held on June 26; the LSIF X in special session on June 26; and the High Level Meeting organized jointly by the HWG and LSIF will be held on June 27. An official letter will be sent to member economies in the next few days. She noted that the Russian Federation had proposed a focus on Maternal and Child Health and welcomed the commencement of the study on the returns on investment in this sector of the life course. She observed that there also would be discussion of healthy life styles, including the prevention of obesity. The objective is to invite high level political champions and senior representatives from economic development agencies in government. Attention was drawn to document 2012/CTI2/LSIF/009 which outlines the main themes for the High Level Meeting. The document has been circulated and comments have been received. A revised version, along with a notional agenda for the High Level Meeting will be circulated by April 12.  
ACTION: Chair HWG to circulate official letter on June events to member economies by April 3. LSIF Secretariat to revise concept for the High Level Meeting and work with the HWG and LSIF Chairs on a notional agenda for circulation by April 12.
III. Promoting Innovation in Life Sciences
a. Reinvigorating the LSIF Research Committee
The Advisor to the Co-Chairs noted that at the LSIF Planning Group at SOM 1 in Moscow there was discussion of the need to re-invigorate the LSIF high level scientific Research Committee that until recently was headed by Nobel Laureate Dr. Lee Hartwell.  It was noted that given Russia’s Skolkovo project and its health research priorities, consideration should be given to re-energizing the Research Committee to contribute in other areas of biomedical innovation. Russia and Thailand were both supportive of this. She noted that LSIF members were asked to put forward nominations for a new Chair of the Committee. She drew attention to document 2012/CTI2/LSIF 007 for consideration by the LSIF Planning Group, which, as requested, lays out the background to and functions of the LSIF Research Committee. She noted that the LSIF Research Committee has been led by a number of distinguished researchers including, Nobel Laureate Dr. Lee Hartwell, Ph.D., President and Director of the Fred Hutchinson Cancer Research Center and Dr. John D. Potter, MBBS, PhD., Professor of Epidemiology at the University of Washington School of Public Health and head of the Cancer Prevention Research Program at the Fred Hutchinson Cancer Research Center.  

The LSIF Secretariat has had expressions of interest for the position of committee chair, including an indication of possible interest from Dr. Jon Soderstrom, Ph.D., Managing Director, Yale University Office of Cooperative Research (OCR). She drew attention to Dr. Soderstrom’s biography, noting that his goal would be to establish research collaborations but the he first wants to survey what APEC economies would consider to be their research priorities and obtain consensus on two or three candidate topics. He would like two Vice Chairs to help him carry this forward. Planning Group approval will be sought for submitting his name to the LSIF Board for consideration. Nominations of possible Vice Chairs also are sought from member economies. The goal would be to have the committee re-established by June 2012.

ACTION: Economies to provide comments on document 007 by April 18 and submit nominations for committee Vice Chairs by April 25 for circulation to the Planning Group and LSIF Board for consideration by May 3. 

b. Enabling Innovation in Life Sciences 
Canada noted that it had almost completed the checklist and had a goal of final completion by the LSIF X in Special Session in June. The Canadian representative noted that it was an interesting and useful exercise that requires effort and outreach to a number of institutions and departments/organizations. He observed that the checklist will serve Canada well as a reference document and important tool to help assess areas for improvement in economic growth, health promotion and policy making. It was especially useful to draw on the checklists completed by Singapore, Chinese Taipei and the United States. 
He outlined results in key areas including:

· Increasing human capital – Canada has a mature infrastructure with advanced post-graduate programs and scholarship opportunities

· Intellectual Property – there is a strong legal framework, including the Patent Act and regulations, the Trade Mark Act and regulations, and the Food and Drug Act and associated guidance documents. Canada links the Food and Drug Act to the Patent Act. Approval does not come before the patent has expired, so there are direct linkages between the patent act and regulations.

· Open markets – Canada has a strong and effective infrastructure that promotes  the delivery of innovative health products to the health care system. There is considerable activity at the provincial level.

· Support for R&D – Canada has a federal S&T strategy and complementary policies. Funding opportunities act as catalyst for research.
· Regulatory system – Canada has an effective internally harmonized regulatory system. It participates fully in international harmonization activities such as the  ICH and the International Medical Devices Regulatory Forum (IMDRF). ICH policy statements are profiled on the Ministry of Health website. Canada is a founding member of GHTF and convened the first planning meeting of IMDRF. 

· Holistic and transparent approach to health care policy – Canada is committed to the health of Canadians and appropriate prioritization an promotion can be seen throughout the health portfolio. Canada has a good balance between the protection of CBI and transparency in operations and activities in justifying regulatory decisions. 

The LSIF Planning Group Chair thanked Canada for its presentation and noted that the checklist was intended to be an opportunity for economies to look broadly across their economy and see what needed to be done to grow the life sciences sector.  It was an opportunity to look at policies across multiple agencies. She noted that the United States also had a few challenges in getting its final report completed and welcomed Canada’s intention to circulate the completed checklist in June.

The Chair asked for further volunteer economies to fill out the checklist.

ACTION: Economies interested in filling out the checklist to inform the Program Director so that guidance can be provided by those who have already completed the checklist. Canada will aim to submit the completed checklist by June 2012.

c. Health ICT
The Chair LSIF Planning Group noted that Chinese Taipei is putting together a high level Policy Dialogue on “Using Health IT to Connect and Strengthen the Health Care System” in late June in St. Petersburg alongside the HWG meeting. 

She observed that the APEC NCD Action Plan recommended that economies leverage the APEC Survey on Information and Communication Technology (ICT) Applications in Health, to improve the use of Health ICT applications in NCD prevention and control. 
In Moscow, there was a suggestion to discuss an opportunity to brief the ECSG Chair about this work. The Health Working Group Chair voiced support for collaboration with the ECSG and suggested that the group would consider inviting a representative from the ECSG to the next HWG meeting. The Advisor to the Co-Chairs undertook to sound out the ECSG on prospects for cooperation. The reaction had been positive.
She wondered whether Chinese Taipei might want to brief the ECSG in plenary at its next meeting in May in Kazan and whether there should be a communication with the ECSG Chair (Mon Ibrahim, Philippines Commissioner).

Chinese Taipei noted that the high level policy dialogue was being led by Dr. Donald Shan, – Vice Chair HWG. This will be held in St. Petersburg on June 26. Chinese Taipei recalled that in 2009 the policy dialogue looked at the impact of the economic crisis on region. Subsequent dialogues have focused on vector borne disease and on ageing. Health IT has been included in the HWG medium term work plan. The dialogue in 2012 will focus on strengthening health systems through health IT.  He observed that this is a top priority in the HWG. The preliminary agenda has been endorsed by HWG. The idea is to focus on using health IT to connect components of a health system, increase patient safety and clinical workflow and optimize health care delivery. The dialogue will be open to public. 
The Advisor to the LSIF Co-Chairs asked if the program director could circulate the agenda to the LSIF Planning Group. In terms of outreach to other groups, she noted initial discussion with the ECSG had been positive and that the HWG also might consider outreach to the TEL Working Group.
ACTION: PD to circulate high level policy dialogue agenda to LSIF Planning Group. HWG and LSIF consider outreach to the ECSG and Tel Working Group.

3. LSIF Projects

a. Healthcare-associated infections – United States

Mr. Bill Bishop, Director, Corporate Affairs, Nippon Becton Dickinson Company Ltd., provided an update on work underway on the Healthcare-associated infections (HAIs) workshop scheduled for July 24-26, 2012 in Manila. 
He noted that this is the first APEC High-Level Workshop on Reducing the Economic Burden of Healthcare-Associated Infections (HAIs).  This workshop will be convened under the direction of the APEC Health Working Group and the APEC Life Sciences Innovation Forum in partnership with the Department of Health of the Republic of the Philippines, the U.S. Department of State, the U.S. Department of Health and Human Services, and the U.S. Centers for Disease Control and Prevention.   The workshop is being chard by Dr. Enrique Ona, Secretary of Health of the Republic of the Philippines.  The Advanced Medical Technology Association (AdvaMed) is a knowledge partner on this project.   
The workshop organizers request that the HWG and the LSIF to nominate officials to participate in this workshop. Nominees may include:

(1) public hospital administrators 

(2) officials in Ministries of Health responsible for policy development, planning, and budget/finance.  

Comments also are requested on the draft agenda, which has been distributed as a meeting document.  Travel funding will be provided for approved participants from travel-eligible APEC economies.

Mr. Bishop referred to document (2012/CTI2/LSIF/008) which showed that HAIs are the  leading cause of preventive mortality and morbidity. HAIs are a large and growing problem that warrant prudent and practical solutions. The HAI workshop will demonstrate ways economies can better adopt enhanced infection control measures. There is a lack of comprehensive economy-wide data on HAIs. However, HAIs cause more deaths annually than AIDs, breast cancer and car accidents combined. The economic cost is staggering at 6 times that of non- infected persons in healthcare settings. They result in an extension of hospital stay, which is very expensive.  Successful best practices can be drawn from pandemics such as SARS. Hand hygiene the best form of prevention. HAIs are largely preventable.  Antimicrobial resistance is a big concern. The work shop will be held at the Diamond Head hotel in Manila

In answer to a question about barriers to HAI prevention, Mr. Bishop responded that third party audits show that hand washing remains the principle problem, followed by ergonomic problems in hospital settings. The re-processing of single use devices is a contributor and occurs in some countries such as Japan and Canada. Mr. Bishop contented that the re-use of single use devices is an ethical as much as a technical question. 

Thailand wondered whether HAI prevention could be added to hospital accreditation systems. 

Best practice documents will be developed including monitoring systems for bacterial contamination in hospitals.

ACTIONS: Economies to submit nominations for speakers and participants to the LSIF Task Force at LSIFTaskforce@gmail.com by April 20.  

b. Marine Microorganisms: Capacity Building for a Broader Cooperative Research and Utilization – Russian Federation 
The Russian Federation will report intersessionally on work underway on the marine micro-organisms project, which began on November 1, 2011. 
A questionnaire to inform the project was circulated to the APEC economies.  The project organizers are looking for speakers and participants.  The draft program will be circulated shortly. Thailand noted that it had completed the questionnaire and asked which other economies had submitted responses. The Program Director reported that three economies had returned the questionnaire. The project overseer is contemplating holding the workshop in June in Vladivostok. 

ACTIONS: Economies are encouraged to complete the questionnaire and return the response to the Program Director. The Project Overseer will circulate the draft agenda for the proposed work shop in Vladivostok by April 16. 
ADDITIONAL BUSINESS
I. Business Ethics
a. APEC Workshop: “Drafting Voluntary Codes of Business Ethics for the Medical Device Sector” (Brunei)

The Chair of the LSIF Planning Group noted that in November 2011 in Honolulu APEC Ministers endorsed The KL Principles for medical device sector codes of business ethics, as well as The Mexico City Principles for biopharmaceutical sector codes of business ethics.  Together, these APEC principles are designed to improve the quality of patient care and encourage innovation, as well as promote the growth of SMEs.  By providing resource-constrained SMEs with an aligned set of codes across the APEC region and accompanying training, we reduce the high ethics compliance costs SMEs are faced with and increase their ability to export.  

The Advisor to the Co-Chairs observed that in February APEC approved multi-year funding, put forward by the United States and co-sponsored by 13 economies, to implement The KL and Mexico City Principles (as well as principles developed for the construction sector).  $460,000 will be funded by the APEC Support Fund.  Co-sponsoring economies have matched with $740,000 in contributions.

The first activity under this multi-year capacity building program is a workshop to take place April 22 - 24 in Brunei, on the margins of the SME Working Group meeting. The purpose of this workshop is to assist those medical device associations without a code to write one that is aligned with The KL Principles.  Some associations do have a code, in which case the workshop will help them to update their code.  Thus far 30+ association and other industry leaders are attending, representing 17 APEC economies.  Experienced code “mentors” are being paired with each participant.  There have been numerous mentor teleconferences in preparation for the workshop. It is expected that those mentor relationships will continue for the remainder of the year as associations continue to write, update, and ultimately implement their code locally.
b. APEC Workshop: “Drafting Voluntary Codes of Business Ethics for the Biopharmaceutical Sector” (St. Petersburg, Russia)

Ms. Nancy Adams, Deputy Vice President, PhRMA provided an update on the second activity under the multi-year capacity building program. She noted that this will be a very similar workshop. It will take place July 29 - 31 in Saint Petersburg, Russia on the margins of the APEC SME Ministerial, this time targeted to the biopharmaceutical sector.  Again, the objective will be to pair associations with experienced “mentors” to help write or update a code that is aligned with the Mexico City Principles endorsed by APEC Ministers back in November.  
The objective is that, by the end of 2012 or by early 2013, associations across the APEC region will all have strong codes of ethics written down on paper and will therefore be prepared to move to the next stage, which is to bring those codes to life through compliance training.  To do so, the multi-year program will fund a train-the-trainer workshop aimed at geometrically expanding the number of trainers who can deploy code compliance training to SMEs in each economy.  Malaysia, who partnered with the United States to initiate this entire work stream, has generously offered the state-of-the-art training facilities of the Malaysian Anti-Corruption Commission to hold this workshop in 2013.
The final step in the multi-year program is to raise the awareness of key stakeholders -- healthcare professionals, regulators, and anti-corruption authorities -- as it is critical to have their buy-in and support in order to fully and effectively comply with any code.  Indonesia has generously committed to hosting an awareness-raising workshop during their APEC host year in 2013. 

Ms. Adams noted that planning for the workshop is progressing. Workshop organizers will seek assistance from anti-corruption and health authorities to help identify small associations who would benefit from participating in the St. Petersburg workshop. She commented that is the smaller associations that need help. The more mature pharmaceutical industry associations have committed to outreach to sister associations in the region to suggest that they in turn reach out to governments and SME experts to educate them about this initiative. 
There are funds to support travel for 2 participants from travel eligible economies. Indonesia sought clarification of Indonesia’s role in the project in 2013. 
ACTION ITEM: Ms. Adams undertook to provide the background and point of contact in Indonesia.
There being no further business, the Chair of the LSIF Planning Group adjourned the meeting.


