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OAA ISSUE AREA: Life Sciences Innovation Forum
CONVENOR’S SUMMARY REPORT TO CTI

1. Work Plan for 2009 in response to 2009 APEC Priorities, WITH PARTICULAR REFERENCE TO THE AGREED ACTIONS IN THE REGIONAL ECONOMIC INTEGRATION MULTIYEAR WORK PLAN:  
I
sUPPORTING THE MULTILATERAL TRADING SYSTEM AND 
ADDRESSING THE ECONOMIC CRISIS

LSIF VII will be examining the impact of the economic crisis on life sciences research and development, including looking at public private partnerships to ensure that the innovative pipeline remains open and robust. The prospect of facilitating scientific exchanges could be a key focus in August, along with the identification of measures that would stimulate investment in research and development in the region consistent with the Enablers of Investment Checklist. In that regard LSIF VII will be examining how economies can use research tools to inform decision making on healthcare investment and to create efficiency in resource allocation.  
II
ACCELERATING REGIONAL ECONOMIC INTEGRATION

· Making Rules of Origin (ROO) More Business Friendly
· Identify Possible Vehicles for an FTAAP
· Deepen Analysis for FTAAP
· Improving Business Environment
· Trade Facilitation
The LSIF regulatory harmonization agenda is far advanced and poised to make a significant contribution to the REI agenda and the associated facilitation of trade. 2009 will mark the launch of the APEC LSIF Harmonization Center (AHC) in Seoul (June 15-18), with an associated training program on multi-regional clinical trials and the first meeting of the newly established LSIF Regulatory Harmonization Steering Committee (RHSC) chaired by Canada. Guidelines for the operation of the AHC were circulated in February for comment and await CTI approval. Terms of Reference for the RHSC were circulated in February and are being finalized for consideration by the RHSC at their meeting in Seoul in June. Intersessional approval will be sought from the CTI. The AHC will provide the facility for capacity building on regulatory harmonization and the RHSC will develop the parameters for the harmonization of life sciences regulatory procedures by working towards the adoption and implementation of harmonized international guidance and regulatory best practices for medical life sciences products.
LSIF has a number of other regulatory harmonization projects in train (clinical trials) or planned. LSIF also successfully completed the first in the series of “Capacity Building for Drug Regulatory Agencies on Clinical Trials and Good Clinical Practice (Phase 2)” The Advanced workshop on review of drug development in clinical trials was held from February 2-6, 2009 and the advanced workshop on GCP/Clinical Research Inspection was held from March 2-6, 2009. Training programs for medical device regulators are planned for the fall of 2009 and spring of 2010. The second in the series of medical device regulatory harmonization seminars will be held in Toronto in May 2009.  Chinese Taipei will hold the second in the series of self-funded harmonization workshops on Certificates of Pharmaceutical Products in the fall of 2009. Thailand has circulated a concept paper as the basis for a project proposal to examine quality control and quality assurance procedures for stem cell technologies.
.
· Investment
LSIF will be moving forward its work on the Enablers of Investment Checklist, which examines the enabling conditions that attract private investment in innovative life sciences in an economy. There are plans for one economy to fill out the checklist for presentation to LSIF VII in August as a benchmark for other economies. it is hoped that this exercise also will help validate the check points in the checklist.
LSIF also will be undertaking work to advance the research study conducted in 2008 by teams from Australia and China on the public sector returns to investment in health innovations. The authors have been invited to convene a small group to respond to the study, as requested by Ministers in 2008. Additionally, a self funded project looking at the returns to investment in preventive interventions such as vaccines is about to be launched. This survey of perceptions of the value of such interventions will be conducted by independent consultants in two APEC economies – Thailand and Chinese Taipei. Industry is funding the project.
· Services 
Health services and the value chain that derives from these services is an area of increasing concentration for LSIF, particularly given the move towards health information technology in the enablement of these services. LSIF stands ready 0to provide input to the GOS as appropriate on a health services component of the proposed services facilitation action plan.
· Digital Economy and IPR
For the first time, LSIF will be examining the role of information technology in health systems as part of its work to implement the LSIF strategic plan. Initial work will focus on information gathering. Among the Health IT innovation issues suggested for consideration by LSIF are (1) ways of determining the economic and health returns on Health IT innovations so as to help assure more consistent and predictable health outcomes oriented deployment and (ii) joint cooperation with the ECSG on related privacy issues. A joint session is planned with the Health Working Group at LSIF VII in August. 

LSIF has just completed this year its series of anti-counterfeiting seminars for medical life sciences products. Two training sessions were held in Asia (Singapore) in 2008, the third was held in Mexico in February 2009. An action plan for adoption at LSIF VII is currently being drafted. Consideration is being given to establishing an LSIF anti-counterfeiting committee within the LSIF structure to work on implementation of the plan and additional training.

· Enhancing Physical Connectivity 
III
OTHER AREAS, INCLUDING APEC-WIDE INITIATIVES ON  SECURITY, STRUCTURAL REFORM and GENDER 

LSIF VII will be examining the impact of environmental change on health outcomes, with special focus on maternal and child health impacts and the possible way innovations in both fields can be used to mitigate the impact. 
LSIF also will examine upcoming challenges of epidemiological transitions, and how innovative health sciences can response to meet these challenges.

2.
Anticipated Activities WITH ABAC AND/OR OTHER EXTERNAL STAKEHOLDERS
LSIF is continuing its participation in the International Conference on Harmonization (ICH). The Regulatory Harmonization Steering Committee is planning to form an experts group to respond to ICH requests for comment on a more consistent and timely basis. 
The annual LSIF forum traditionally reaches out to numerous stakeholders throughout the region and outside experts to help guide discussion on key topics. Approval is sought at the appropriate time. These include the WHO, World Medical Council and regional health and life sciences organizations. Given the focus of LSIF also on the effect of environmental change on health outcomes and the response of the innovation community to these developments, LSIF also will be reaching out to environmental and epidemiological experts. Cooperation with the IPEG (on anti-counterfeiting) the Health Working Group and the ECSG is expected to intensify in 2009.
3.
BUDGET PROPOSALS FOR BMC’s SESSION ONE APPROVAL, 1 MAY 2009 
Multi-regional Clinical Trials Workshop (June 15-18 in Seoul)

Requested budget = $ 55,719
Numerical ranking = #1
4.
Decision Points Needed from CTI

· Approve the guidelines for the operation of the APEC LSIF Regulatory Harmonization Center (AHC) in Seoul.
· Note the intention of the LSIF Planning Group to revert intersessionally for CTI approval of the LSIF Regulatory Harmonization Steering Committee’s Terms of Reference.
· Approve the self funded project : Stakeholder Perceptions on Vaccines as an Investment in Health Innovation
· Approve the self funded project: Advancing the Regional Economic Integration Agenda through Regulatory Harmonization: Series I: Multi-Regional Clinical Trials (MRCT) Workshop – Inaugural Workshop of the APEC Harmonization Center (2009/CTI2/LSIF/005)
· Note the planned joint event with the Health Working Group in August.  

