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Moscow. Russia
Representatives of China, Korea, the Philippines, Russia, Chinese Taipei, and the United States met in a small group to examine ways of taking forward the LSIF 2011 outcomes consistent with the APEC 2012 priorities of the Russian Federation. The meeting was opened by Mr. Valery Sorokin, Chairman APEC-Russia 2012 Interagency Working Group on behalf of the SOM Chair’s Office. He noted the importance of life sciences innovation and innovation more broadly to APEC, globally and in terms of Russia’s APEC priorities. He observed that last year’s forum was especially important and showed that the LSIF provided a good opportunity for discussing these matters at a high level. The group was honored to be joined by the Chair of the Health Working Group (HWG), Dr. Svetlana Axelrod, who provided HWG perspectives on aspects of the agenda throughout the meeting, and by Dr. Tatiana Kolpakova, Liaison Officer for the WHO in Russia. Representatives from Russia’s Ministry of Health and Social Development, Ministry of Education and Science, Skolkovo Foundation, MGIMO-University, CAN and the APEC studies center also participated in discussions.
The Chair of the APEC Sub Committee on Standards and Conformance, Evgeny Petrosyan joined the group to brief the LSIF on APEC’s regulatory cooperation agenda and outcomes, including the regulatory cooperation plan and associated principles. The group discussed how to respond to the 2011 instruction to incorporate those principles into the LSIF work.  The CTI Chair summarized CTI 2012 priorities and where LSIF activities supported those priorities. The Russian Federation provided a briefing on Russia 2012 priorities, and on the plans and objectives of the Skolkovo initiative. Dr. Oleg Salagay, Deputy Director of Department of Innovation Policy and Science of the Ministry of Public Health and Social Development summarized Russia’s priorities in biomedical science. The Planning Group received a briefing on the key elements of the ambitious and innovative science and technology cluster Skolkovo from Igor Goryanin, Executive Director, Biomedical Sciences.  Mr. Sergey Vanyukov, Head of International Projects of the Skolkovo Foundation participated in follow up discussions.  
Progress reports were provided on 2011 projects by the AHC, and upcoming 2012 projects. The Russian Federation outlined progress with the innovative project on marine micro-organisms. The United States reported on developments with the Heath care Associated Infections project. A summary of key discussion points and action items is given below. 
1. Review of 2011 LSIF and Related Outcomes.

The Chair LSIF Planning Group reviewed 2011 outcomes .She noted that LSIF achieved substantial outcomes in 2011, which moved forward implementation of core elements of the LSIF strategic plan significantly. These were:

(a) Ministerial endorsement of a plan under a strategic framework to achieve convergence on regulatory approval procedures for medical products by 2020;

(b) Endorsement of the joint LSIF/HWG action plan on Non-Communicable Disease (NCD) prevention and control – an initiative that responded directly to Leaders instructions when they established the LSIF in 2002. Ministers have asked for a report on progress towards implementation of this plan at their meeting in 2012.

(c) Commitments on transparency and stakeholder consultation consistent with the APEC principles for Regulatory Cooperation and the LSIF Enablers of Investment Checklist. Ministers 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.

(d) Substantial progress on measures to combat counterfeiting and promote safe medicines, with the highly successful drug detection technology seminar in Beijing in September and recognition by Ministers of the highly successful APEC wide Operation on counterfeit pharmaceuticals that saw action against more than 1000 shipments of counterfeit or suspected counterfeit pharmaceuticals and the development of a set of model practices to be used as a basis for additional capacity building activities.

(e) Endorsement of principles for voluntary codes of business ethics in the medical device and biopharmaceutical sectors – work conducted in the SME Working Group with LSIF support.

LSIF also was successful in 2011 in securing approval for APEC funds to:

· Hold the LSIF workshop on Healthcare Associated Infections (HAIs) in 2012.

· Conduct the project “Marine Microorganisms: Capacity Building for a Broader Cooperative Research and Utilization”. The project was launched on November 1, 2011. 

Finally, LSIF endorsed the appointments of Dr. Ian Wronski, Pro Vice-Chancellor and Executive Dean, Faculty of Medicine, Health and Molecular Sciences, James Cook University to the Board of LSIF and of Dr. John Beard, Director of the Department of Aging and Lifecourse and Director of the Department of Gender, Women and Health, World Health Organization, as an Advisor to the LSIF Board.

2. 2012 Priorities of the Russian Federation
Russia wants to continue to promote outcomes of work conducted in 2011 under the chairmanship of the United States. The 2012 official APEC priorities released by the Russian Federation following the informal Senior Officials meeting in St. Petersburg in December under the theme of integrate to grow and innovate to prosper are: enhanced trade and investment liberalization and regional economic integration (including regulatory coherence and alignment); strengthening food security; establishing reliable supply chains; and, intensive cooperation to foster innovative growth. Main goal is to promote ideas. On innovative growth, the goal is to promote technological progress through strengthening trans-border cooperation and networking among innovation centers, high tech clusters, universities and research institutions. The Chair of the LSIF Planning Group observed that LSIF activities, current and proposed, fit well with 3 out of the 4 priorities, and was particularly supportive of the 4th –innovation.
Biomedical sciences are priorities for the Russian Federation. In 2011 the Department of Innovation and Science was created in the Ministry of Health and Social Development. The Department conducted a biomedical science survey that provided an inventory of what was currently in operation. From there 12 priority areas were identified for further scientific research. The Ministry works closely with the biomedical science sector such as the Skolkovo Foundation (There is a cooperation agreement between the Ministry and the Foundation). 
ACTION: The Russian Federation will distribute the 12 research priorities to the LSIF for information and consideration in planning activities going forward. 

The Skolkovo Foundation is a new Presidential level initiative that operates in consultation with the Ministry of Science and Education and many international partners, including business leaders and the academic community. Designed to spur Innovation in Russia, this $4 billion project is creating a science and Innovation city near Moscow. Skolkovo has 3 major developments. The Skolkovo University has signed an agreement with MIT to help structure innovation clusters. The goal is to diversify and modernize the economy through innovation. In a world first, the University will integrate entrepreneurship into its innovation program. Areas of innovative research focus are: energy, ICT and software, biotech and medical technologies, space technology, and, nuclear medicine. The Foundation provides investment incentives. About 100 companies have established in Skolkovo. There are R&D Centers and Centers for Shared Facilities and CoEs. Key partners include Cisco, Google and, IBM. Companies span the range from bio healthcare to bio pharma and industrial biotech. The infrastructure for biomedical technology development needs to be built and cooperation is welcome. 
The Advisor to the LSIF Co-Chairs observed that LSIF has a high level scientific Research Committee that until recently was headed by Nobel Laureate Dr. Lee Hartwell. The Research Committee has two active self funded projects that have attracted international attention. These are: (1) a multi country epidemiology cohort on life style disease markers (the Asia Cohort Consortium) -- the first results were published in the New England Journal of Medicine in February 2011; and (2) an international cancer biomarker consortium (ICBC), which includes non-APEC economies. The ICBC is discovering protein biomarkers for multiple types of cancer. The consortium is focusing on biomarkers for the assessment of disease risk, early detection of disease, therapeutic prognosis, and response to treatment as well as disease recurrence. Given Russia’s Skolkovo project and health research priorities, consideration should be given to re-energizing the Research Committee to contribute in other areas of biomedical innovation. The acting Chair of the Research Committee is currently Dr. John Potter. LSIF should consider seeking nominations for a new Chair of the Committee.
The LSIF Planning Group Chair asked whether there would be interest in forming a virtual group to work on priorities for the Research Committee.  The Russian Federation observed that cancer research is a high priority. In 2012 the Ministry of Health and Social Development will spend 1 billion Rubles for the funding of biomedical research. Cancer research is a main priority. Thailand noted that its Center of Excellence for Life Sciences (TCELS) evolved from APEC. Thailand supports additional research focus in LSIF. Russia supports re-energizing the Research Group and the establishment of a virtual group.
ACTION: The LSIF Secretariat will consult with the Research Committee and develop a plan for consideration by the Virtual Group. Expressions of interest in participating in this group should be forwarded to the LSIF Program Director. 

3. Briefing on CTI priorities

The CTI Chair reviewed 2011 outcomes 2011 Outcomes on regional economic integration, green growth and regulatory cooperation. She commended the LSIF leadership for its commitments to achieve regulatory convergence for medical products by 2020, to adopt measures to ensure stakeholder consultation in health and life sciences regulatory and policy making processes, and its cooperation with other groups such as the Health Working Group and SME Working Group. She noted that Ministers and senior officials were very aware of the high level of participation in LSIF and its excellent work, including on Ethical Business Practices.  In  discussing Russia’s 2012 priorities, the CTI Chair noted that LSIF activities conformed well with the regulatory coherence/alignment of regulations priority, work was about to be undertaken in LSIF on the integrity of the medical products supply chain, and Russia’s innovation priority was central to LSIF initiatives to promote innovation in health and life sciences. LSIF’s contribution in cooperation with the HWG on healthy lifestyles and other health issues also fit with Russia’s priorities. She stressed that LSIF should pay special attention to conveying to senior officials the good work it is doing. A template will be issued by senior officials for the alignment of sub-fora activities with the APEC Regulatory Cooperation Plan principles. This would be a good opportunity to showcase the outstanding LSIF deliverables since 2002. Because the work of LSIF was so specialized, it would be important to convey messages to senior officials in terms that could be understood by those who were not experts.
The Chair of the LSIF Planning Group agreed that 2011 was a year of good outcomes for LSIF. She anticipated that 2012 would see strong regulatory outcomes and welcomed the expected template from senior officials. She noted that 2012 work on the supply chain would encompass work on anti-counterfeiting, focusing on prevention as well as enforcement. Last year LSIF engaged in significant cooperation with the HWG. A high level joint event was held for the first time and the LSIF Board hopes that will be continuing. There also are plans for closer cooperation with the SCSC. 
4.0 2012 Work Streams

4.1. Advancing Regulatory Convergence
The LSIF Planning Group Chair drew attention to the report of the Regulatory Harmonization Steering Committee (RHSC) Chair in document 2012/SOM1/LSIF/003. In summary, she observed that the RHSC has made significant progress on regulatory harmonization in partnership with the APEC Harmonization Center (AHC). 2011 was a particular important year with the development and subsequent APEC Ministerial endorsement of the Strategic Framework on Regulatory Convergence of Medical Products by 2020.  This document, together with the establishment of roadmaps and champion economies for priority work areas (PWAs), lays the foundation and overall approach the RHSC will adopt in considering future projects aimed at promoting regulatory convergence, consistent with Ministers’ instructions.

In 2011, the RHSC endorsed and assisted in the development of an impressive number of workshops and training activities, including the AHC/DIA/IFPMA Asia Regulatory Conference, the Training Seminar on GHTF Guideline Implementation (MHLW/PMDA/AHC), Stem Cell QC/QA Workshop (Thai FDA), Good Review Practices Training Workshop and Open Conference (TFDA), ICH Quality by Design Workshop (AHC) and the MRCT Tokyo Workshop (with the Tripartite Symposium – MHLW/PMDA/SRSM/AHC).  
In looking ahead to 2012, priorities for the RHSC include confirming priority work areas (PWAs) and developing roadmaps for the following:
1. Global Medical Product Integrity and Supply Chain (US lead) –this is a new area of work that accords with Russia’s supply chain priority. A proposal is under development for multi-year funding. It will include activities on anti-counterfeiting that had been proceeding separately.
2. Good Review Practices (Chinese Taipei lead)

3. Pharmacovigilance and Biosimilars (Republic of Korea lead) 

4. Cellular Therapies (Singapore lead)

The endorsement of the these roadmaps will allow the RHSC to move out of a period of transition from individual project proposals and begin to plan projects that are guided by multi-year strategies.  

Also in 2012, the RHSC will reach out to other harmonization initiatives that share a common interest – including the Asian Harmonization Working Party, the International Medical Device Regulators Forum, and the Pan American Network on Drug Regulatory Harmonization.  It also will target broader engagement with regulatory authorities from other APEC economies that are not participating in projects and invite participation in 2012 projects and roadmaps. The RHSC will consult also with the FSCF for best practice models that could be incorporated into RHSC. Finally, the LSIF Planning Group Chair commended Dr. Seung-hee Kim and Dr. Kyung-Won Jang for their tremendous contributions to the RHSC.
Thailand commented that the willingness of other forums to be involved in the RHSC work reflects the fact that the work is recognized internationally. As an example, the stem cell workshop held in Bangkok in 2011 drew participation and input from EMEA, PAHO and the WHO. As the work progresses, it could even be incorporated into the ICH Global Cooperation Group.  The Chair observed that the fact that so many of the projects are being undertaken on a self funded basis is a tribute to the group and signifies the importance attached to the activities.
· Report on supporting projects completed in 2011 and planned for 2012 (AHC representative/economies) 

A representative from the APEC Harmonization Center provided an update on AHC plans and projects (2012/SOM1/LSIF/008, 004, 005, 006, 019). The AHC hosted 2 international workshops in collaboration with other harmonization initiatives. These were: (1) an ICH Q8/9/10 Workshop, Seoul, Korea (October 4-5) and a Multi-Regional Clinical Trials (MRCT) workshop in Tokyo on November 1-2.  Participation included regulators from APEC economies including from 7 travel eligible APEC economies. Chinese Taipei also hosted a Good Review Practices Workshop in Taipei (October 12-15), which attracted over 450 participants. An advanced workshop is planned for 2012. Further details will be provided at the LSIF Planning Group meeting in Singapore.  AHC projects planned for 2012 in Seoul are: (1) a Biosimilars Workshop (April 3-5); a Pharmacovigilance Workshop (12-13 June); (3) a Combination Product Workshop (September tbc); and, a Pharmaceutical Supply Chain Integrity Workshop (November tbc). Details can be found in document 2012/SOM1/LSIF/008.  In 2012 the AHC also plans to strengthen the network with advisory board members and other professionals. 
The Chair of the HWG noted that the Russian Federation is very interested in the RHSC activities. She undertook to pass the information to her colleagues and observed that Russia hopes to participate. The AHC undertook to extend an invitation for Russia to participate in these workshops. Thailand requested that TCELS be designated as the point of contact for invitations to Thai participants. 

ACTION: AHC to note that TCELS should be the POC for invitations to Thai regulators and experts to AHC workshops.

- Discussion of project funding criteria (APEC Secretariat)

The APEC Secretariat referred participants to document 2012/SOM1/LSIF/007 for specific details on new 2012 funding criteria. He noted that the criteria are aligned with the APEC 2012 priorities. The three main criteria are: (1) projects that specifically and significantly contribute to regional economic integration; (2) projects that directly support the action plan in the Leaders’ growth strategy; and (3) projects that are linked to other priorities identified by Leaders and Ministers. He noted that all the RHSC and supply chain projects would thus be ranked #1. In 2012 there will be 3 funding sessions – January, April, and September. The program director will inform LSIF of deadlines when these are set. The Chair noted that much of the LSIF work is supportive of ranks 1 and 2. She urged Chinese Taipei to submit a concept proposal for the Good Review Practice Work Shop in April and observed that a concept note also would be forthcoming on the supply chain road map. Thailand indicated that it intended to submit a concept note for a further stem cell training workshop. The program director indicated that he would work closely with economies on the development of the concept notes. 
· Briefing on regulatory cooperation activities agreed in Honolulu and alignment with LSIF activities (SCSC representative)

The SCSC Chair outlined outcomes from 2011 which should be considered in 2012 by the LSIF Planning Group. These included:  the APEC Regulatory Cooperation Plan principles (document 2012/SOM1/LSIF 013), the APEC Regulatory Cooperation Mechanism; and the ARCAM. He also proposed areas of alignment with LSIF. These are: 

· Voluntary action plan (alignment work for target standards)

· Collective Action Plan on Trade Facilitation (cooperation with other APEC fora)

· 9th conference on standards and conformance in the fields of innovation and related good practices. 

He observed that in 2011, Ministers endorsed an APEC Regulatory Cooperation Plan and asked officials to report in 2012 on ways that the principles contained in this plan will be applied by APEC fora and sub-fora.

A template will be issued shortly by senior officials. Sub-fora such as LSIF will need to complete the template. The 2011 APEC Regulatory Cooperation principles are contained in Annex F of the November 2011 Ministerial Statement. They are:  (1) Support and Advance the Multilateral Trading System; (2) a focus on Tangible and Practical Outcomes that Matter; (3) Strengthen Implementation of the APEC-OECD Checklist in APEC Economies; (4) Promote Alignment to International Standards and Conformance Systems; and, (5) Engage Key Stakeholders. 
The Chair LSIF Planning Group noted that it is clear that the RHSC is already undertaking steps to Promote Alignment to International Standards and Conformance Systems and Engage Key Stakeholders and invited additional cooperation with the SCSC. As the agenda for the 9th standards and conformance conference develops, she asked the SCSC to examine where the LSIF might make a presentation on its work.
Thailand noted that it is working with the SCSC on a proposal for R&D development and public health and consumer product laboratory accreditation. 

ACTION:  The LSIF Planning Group in consultation with the RHSC will need to complete the template expected to be issued by the SOM. It is expected that senior officials will review the completed templates at SOM 2 in Kazan. 

SCSC to consider opportunities for LSIF to participate in and present at the 9th conference on standards and conformance on its regulatory convergence work.

· Discussion on Transparency and Stakeholder Consultation

The Chair of the LSIF Planning Group reminded the group that LSIF also needed to consider the related topic of transparency and stakeholder consultation. She noted that Ministers in 2011 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 sectors”.  She observed that this activity aligned with the regulatory cooperation principle of engaging key stakeholders.  She suggested that as a first step in implementation this instruction, economies should submit a summary of their current practice and include relevant provisions in law and regulation. She noted that those economies that has already or filled out the LSIF Enablers of Investment Checklist would have that summary completed already. 

ACTION: Economies are 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. 
· Discussion of RHSC Requirement Going Forward

The Chair noted the request from the Chair of the RHSC for economies to identify issue experts and related POCs for the project topics which will be pursued in 2012. All APEC economies are requested to provide these expert POCs.
ACTION: Economies are requested to provide expert POCs in Supply Chain Integrity, Biosimilars, Multi-Regional Clinical Trials, Good Review Practices, Stem Cells, Combination Products, and Pharmaco-vigilance.
4.2 Implementation of the APEC NCD Action Plan

The Advisor to the LSIF Co-Chairs noted that the APEC NCD Action Plan was developed jointly by the APEC Life Sciences Innovation Forum and the APEC Health Working Group to support the implementation of the recommendations of the September 2011 United Nations Political Declaration on Non-Communicable Diseases. It was endorsed by APEC Ministers and Leaders in 2011 and now serves an important guide to help APEC respond to NCD challenges.  LSIF needs to consider how to contribute to implementation of the action plan. A key component is the establishment of public-private partnerships to address NCD challenges. She noted that there are several initiatives either underway or under consideration by industry  for implementing partnerships, including a project under the U.S.-Russia Joint Presidential Commission that involves the Russian Duma, the Carnegie Foundation, industry and government. This project is expected to be launched in May 2012 in Kazan. She drew the group’s attention to elements of the action plan appended to the LSIF Planning Group agenda and commented that LSIF contributions also could also be proposed for sections 3 (strengthening policies and health), 4 (regional cooperation and collaboration), and 5 (research and development). Economies were requested to provide ideas or proposal on how to begin implementation of the action plan. She noted that Ministers had requested a progress report in 2012. The LSIF Secretariat would draw up a template with suggestions for project topic areas and circulate this to the Planning Group by the end of this month.
The Health Working Group Chair noted that she was involved in many areas of international health cooperation, including the Council of Europe and the G8. She participated in the Health Systems Innovation Dialogue in San Francisco in 2011 and thought it was excellent. She stressed that it was very important for the LSIF and HWG to cooperate and identify common areas of interest and activity. She noted that Russia was very involved in NCDs. It has hosted the 2011 NCD conference in April, which was attended by more than 90 ministers and resulted in the Moscow declaration, which was incorporated into the UN Political Declaration. She undertook to discuss further cooperation with the HWG and suggested the prospect of having the next LSIF and HWG meetings together in Kazan – possibly at a high level. She agreed with the need to re-energize the research committee with a focus on NCD areas and noted the U.S.-Russia cooperation on NCDs. 
ACTION: LSIF Secretariat to draw up a template by February 28, which would guide economies in determining implementation project areas.
LSIF Planning Group members are requested to consult with health officials and industry on ideas for implementation projects that fall within the scope of LSIF.  Economies are requested to provide suggestions for implementation projects at the LSIF Planning Group meeting on March 31 in Singapore.

4.3 Implementation of the Anti-Counterfeit Medicines Action Plan

The Chair LSIF Planning Group reviewed progress with implementation of the APEC Anti-Counterfeit Medicines Action Plan. She noted that there was a major, highly successful workshop in Beijing in September 2011 on drug safety detection technology and referred the Planning Group to documents 2012/SOM1/LSIF/002 for details.  The workshop attracted over 250 participants and resulted in the development of guidance on the use of detection technologies, an overview of existing technologies, and a best practices document and recommendations to the RHSC on future activities. In 2012, FDA is now taking the lead on developing a supply chain road map that would encompass this work. She recalled that the action plan derived from work begun in 2008/2009 at the seminars held in Singapore and Mexico City involving regulators, industry, and law enforcement authorities. There is a concept note being prepared for the public awareness activities and establishment of an APEC Single Point of Contact, which might be U.S. funded. Activity could commence in late 2012 or early 2013. 

China indicated interest in hosting an additional drug safety workshop in Beijing. The Chair noted that the US FDA is taking the lead in developing a road map that will encompass a lot of the anti-counterfeiting work. She sought clarification as to whether China was considering putting forward a multi-year funding proposal and indicated that the U.S. would be interested in working with China on next steps. 
- Report on projects under development

Supply Chain Integrity Road Map:  
The Chair noted that detection technologies would be incorporated into the supply chain road map going forward as well as the single point of contact. She noted that the goal of the road map was to move from interception of counterfeit medicines to the prevention of manufacturing and distribution. There will be a further discussion of this road map at the RHSC meeting in Singapore. It will be important for economies to identify their single point of contact before the March 28-30 RHSC meeting in Singapore.
4.4 Enablers of Investment Checklist
The Chair LSIF Planning Group noted that Singapore, Chinese Taipei and the United States have completed the checklist and all found it to be an extremely useful exercise. Singapore had noted that the exercise had resulted in officials consulting with a wide range of agencies, which was extremely useful. Canada is in the process of completing the check list. Canada had requested that the Chair pass on the following comments.  
Canada has a mature infrastructure for increasing human capital through its various training programs, provincial educational systems, advanced post-graduate programs and scholarship opportunities. Canada has a strong legal framework in Intellectual Property that includes several Acts and Regulations, including but not limited to: Patent Act and Regulations, Trade Mark Act and Regulations, Food and Drug Act and Regulations, as well as several guidance documents to assist in their administration.  Canada has a strong and effective infrastructure that promotes the delivery of innovative health products to the health care system.  Canada's Science and Technology Strategy and complementary policies and funding opportunities act as strong enablers of research and development in the life sciences sector.  Canada has a regulatory framework that is science based and very effective in introducing new and innovative medical products into the market.  As an official observer to, and active participant in, the International Conference on Harmonization, Health Canada is committed to the adoption of all ICH guidance and standards. Health Canada is also a management committee member of the new International Medical Devices Regulatory Forum. Canada is committed to the health of Canadians and appropriate prioritization and promotion can be seen throughout our Health Portfolio.  
The Chair encouraged additional economies to complete the checklist, and suggested that Russia, with its focus on attracting investment in bio-medical sciences, might consider completing the checklist as a deliverable this year.

ACTION: The LSIF Secretariat will circulate the checklist template and completed checklists to the Russian Federation.

The Chair LSIF Planning Group noted that although the Principles for Business Ethics for the Medical Device and Biopharmaceutical Sectors are not included on the LSIF PG agenda, there is overlap between the LSIF Enablers of Investment Checklist and the Principles. 

The APEC SME Working Group has been pursuing the “Business Ethics for APEC SMEs” initiative, which has a sectoral approach.  As part of this initiative, last year experts from industry, academia, and government drafted two sets of Voluntary Codes of Business Ethics of interest to the LSIF:  The KL Principles for the Medical Device Sector and The Mexico City Principles for the Biopharmaceutical Sector.  Both were endorsed by APEC Ministers in November in Honolulu.  

APEC also awarded multiyear funding to support implementation of these principles.  Medical device and pharmaceutical associations without existing codes of ethics -- or whose codes are in need of updating -- will meet this year with experts and mentors to write or update their codes.  Best practices in code implementation will also be covered.  The medical device code-writing workshop will take place in April on the margins of the SME Working Group Meeting.  The biopharmaceutical code-writing workshop will take place in August on the margins of the SME Ministerial.  

Once a baseline of codes of ethics is established across the APEC region then, in 2013, multiyear funding will cover a train-the-trainer program focused on compliance among SMEs with the newly written local codes.  In addition, an awareness raising workshop for key stakeholders -- healthcare professionals, regulators, and anti-corruption authorities -- will be held to build support and compliance with the new codes. We should recommend that LSIF continue to support this initiative.  

She recommended that LSIF continue to support this initiative.

4.5 Health ICT

The Advisor to the LSIF Co-Chairs noted that LSIF developed the Health ICT applications survey as a result of a joint meeting in Singapore with the HWG. Chinese Taipei and Thailand presented on the completion of the Health IT survey during the LSIF Special Session in San Francisco. The survey has now been completed by Australia; Hong Kong, China; Japan; Mexico; the Philippines; Chinese Taipei; and Thailand. It is proving to be a very useful reference tool for economies to assess priorities in resource allocations for ICTs. The LSIF will share the current analysis (2011/SOM3/LSIF/SS/006) with the ECSG.
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. She suggested that LSIF could ask for a discussion with the ECSG or an opportunity to brief the ECSG at the next meeting. Japan or Chinese Taipei might be interested in doing that.

The Health Working Group Chair supported 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.

ACTION: HWG Chair to propose to HWG that they consult with ECSG on the Health ICT survey applications. LSIF Advisor to the Co-Chairs to approach the ECSG to determine whether the ECSG would incorporate Health ICT into its agenda.

 4.6 LSIF Projects

4.6.1. Healthcare Associated Infections

The Chair Life Sciences Planning Group observed that BMC funding was secured for a workshop to be hosted by the Philippines, likely in July this year. The workshop will focus on best practices for addressing healthcare associated infections (HAIs), which have become a significant economic burden for APEC economies and result in more deaths and disabilities in the region than other infectious diseases. The draft agenda is contained in document 2012/SOM1/LSIF/014. Nominations are requested for participants and speakers. Comments also are requested on the draft agenda. Nominees should have one of the following qualifications: (1) responsible for policy in the area of HAI prevention and control within the Ministry of Health; OR (2) responsible for policy development, planning and budget within the Ministry of Health. Travel funding will be provided for representatives from travel-eligible APEC economies. 

ACTION: Participant nominations and comments on the draft program should be sent directly to Dr. Kyle Hathaway and Mr. Michael Schmitz by March 15, 2012: 

Dr. Kyle Hathaway, 

Bureau of East Asian and Pacific Affairs 

US Department of State

HathawayKC@state.gov
Mr. Michael Schmitz

LSIF Task Force

mschmitz@crowell.com
4.6.2 Marine Micro-organisms: Capacity Building for a Broader Cooperative Research and Utilization.  
The Project Overseer from the Russian Federation reported that the concept note for this project was supported by LSIF and subsequently funded. The support of the group was very much appreciated and special thanks were extended to Indonesia, Malaysia, Peru and Thailand.  The objective is to survey the current situation in APEC economies with a focus on interactions of regulators, science institutes and practitioners (2012/SOM1/LSIF/009). Recommendations will be developed for mutual monitoring and information exchange. The work shop is planned to be held in Vladivostok in May/June 2012. The Project team will gather and survey currently available information, working with scientists from China, Korea, and Japan. Professor Bugalova from the Vladivostok Institute would lead the project. The working group meets regularly.  A questionnaire will be prepared for economies to answer and transmitted to the LSIF Program Director for circulation. The project organizers are looking for speakers and participants.  The United States asked if institutes such as Scripps would be appropriate to approach concerning this project. The project organizers confirmed that Scripps would be the type of experts that could usefully contribute to the workshop. The draft program will be circulated shortly.
4.7 Annual High Level Meeting
The Advisor to the Co-Chairs noted that Russia has included health as one of its 2012 priorities for the APEC year. She recalled the HWG Chair’s comments about the success of the high level Health Systems Innovation Dialogue in San Francisco and indicated that the LSIF Board was interested in collaborating with the Health Working Group on a similar High Level event this year and has expressed an interest in organizing a high level APEC event in conjunction with the St. Petersburg International Economic Forum (SPIEF) or a similar high level venue. The proposed theme of the event would center on the transformation of health “as an ever increasing sunk cost” to health “as an economic asset and driver of economic growth”, using a “balance sheet approach”. The event would draw from and build upon key health work streams the APEC Life Sciences Innovation Forum and the APEC Health Working Group have been driving the past several years. She noted that the outputs could include recommendations for transforming the role of health and individuals of all ages in the economy, a vision for an age friendly economy, and a roadmap on how to effect the transformations.  There was a question as to whether this event would be held in Kazan or in conjunction with the St. Petersburg International Economic Forum (SPIEF).
The Chair LSIF Planning Group noted that economies should be approached concerning participation and view on a possible agenda. She invited comment from the HWG Chair.

The HWG Chair indicated that her group would discuss how this event and themes could be incorporated into the HWG work plan.  She noted that there was a difference between the APEC meetings and the SPIEF and that before discussion on the SPIEF proceeds too far, direction is needed from the Russian Government.  Absent that direction, the event would be held in Kazan.

The Chair LSIF Planning Group commented that the overall theme of the event is a logical outgrowth of the work LSIF has done on Returns on Investment in health innovation. She noted that there will be further discussion from the perspective of HWG and then there will be an evolving process, with ideas on themes and sub-themes. Ideas would be circulated in early March.

ACTION: HWG to discuss High Level Event themes and arrangements. LSIF Planning Group to consult with the HWG and circulate additional details in the first week of March.
The HWG Chair commended the Planning Group for its productive work. She observed that the two groups should work closely together. She thanked participants for traveling to Moscow and invited LSIF Planning Group participants to attend the HWG meeting which will be held February 7-9. The LSIF Planning Group Chair concluded the meeting by thanking the HWG Chair for participating in the meeting and thanking the Russian Federation for its contribution and extraordinary hospitality. 
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