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Report of the LSIF Planning Group
May 19, 2009

Singapore

Summary of Agreed Actions

Representatives from Australia, Chile, China, Indonesia, Japan, Korea, Malaysia, Peru, the Philippines, Singapore, Chinese Taipei, Thailand, and the United States met in Singapore on May 19, 2009 to discuss and review plans for LSIF VII, progress with projects designed to implement the LSIF Strategic Plan, including the up-coming launch of the APEC LSIF Harmonization Center and associated Multi-Regional Clinical Trials workshop , the  Regulatory Harmonization Steering Committee launch, and new proposals for projects to support the regulatory harmonization agenda.  The Planning Group approved the following proposals and papers for transmittal to the CTI:
1. Self-funded project: Stakeholder Perceptions on Vaccines as an Investment in Health Innovation (2009/CTI2/LSIF/ 010; 2009/CTI2/LSIF/011): Co-sponsored by the United States .
2. 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): Co-sponsored by Canada, Peru, Thailand and the United States.

3. The APEC Harmonization Center Guidelines (2009/CTI2/LSIF/008).

The Planning Group also agreed that:

1. Comments are due by June 15, 2009 on the proposal by Thailand for a workshop in 2010 on Stem Cell Quality Assurance and Quality Control (QA/QC) (2009/CTI2/LSIF/009).
2. LSIF was very disappointed that the MRCT workshop had  been rejected by the BMC for APEC funding.  LSIF POCs need to reach out to their CTI representatives during the budget approval process for future LSIF projects to ensure CTI understanding of project linkages to TILF and other  APEC priorities. 
3. There was strong and sustained high level support for the APEC Harmonization Center launch and the associated activities, including the MRCT training workshop. A project proposal for Series II in the regulatory harmonization training sessions would be prepared by Korea and submitted for consideration at the September 2009 BMC session.
4. Japan’s concept of Info-Medicine would be a very positive contribution to the Health IT discussion at LSIF VII. 
5. Nominations for high-level speakers for LSIF VII will be submitted to the LSIF Task Force by May 31, 2009. Nominations should be sent to the Chair LSIF Planning Group (Barbara_norton@ustr.eop.gov) and copied to Kate Clemans (kclemans@crowell.com) and Henry Pistell (hpistell@crowell.com). 

6. The United States would provide further details on ideas that emerged from the 3rd in the series of LSIF seminars held in Mexico City February 17-19, 2009: Anti-counterfeiting Medical Product and Pharmaceutical Product Safety Seminar: Building International Cooperation  to Protect Patients (2009/CTI2/LSIF/007).
7. The Terms of Reference for the LSIF Regulatory Harmonization Steering Committee (RHSC) would be finalized at the June 17-18 RHSC in Seoul for consideration at LSIF VII.

8. Singapore would revert to the LSIF Planning Group Chair within the next few weeks concerning its intention to fill out the LSIF Enablers of Investment Checklist. 

Summary Report
1. The LSIF Planning Group reviewed action items from the February 23, 2009 LSIF Planning Group meeting in Singapore, with a focus on consideration of projects, both self-funded and those seeking APEC funding, progress with the launch of the APEC Harmonization Center and progress with developing the LSIF VII agenda and speaker identification.

1.a. Enablers of Investment Checklist

The LSIF Planning Group Chair noted that the Enablers of investment Checklist was received very positively by the LSIF Leadership and was subsequently endorsed by Ministers in November 2008. The checklist will provide an important contribution to the APEC Trade and Investment Liberalization and Facilitation agenda. Volunteers were called for at LSIF VI to fill out the checklist. Singapore had subsequently indicated that it could be possible to fill out the checklist. Thailand observed that although it had volunteered at LSIF VI to fill out the checklist, it was not quite ready to do so. The Chair of the LSIF Planning Group clarified that the checklist had been endorsed by Ministers. In addition to identifying readiness to LSIF investment, the intentof the checklist is also to validate the metrics used. If the metrics were found to be difficult to apply during the process of filling out the checklist, those concerns should be raised after the exercise was completed. 
1.b. Response to the Framework Paper on Returns to Investment in Health Innovation
A letter had been sent on March 27, 2009 to authors of the study, Professor Sheehan and Professor Zheng from the LSIF Planning Group Chair and the LSIF Leadership inviting them to call together a small group of economies to meet and respond to the study as requested by Ministers. Professor Zheng had offered to host the small group at Peking University, likely in the fall. Time would be set aside at LSIF VII for interested economies to meet and discuss an agenda for the small group meeting.

On behalf of industry, Mr. Charlie Butcher presented the concept paper and project proposal for the self-funded study of stakeholder perceptions on the return on investment in preventive interventions such as vaccines. Thailand and Chinese Taipei would be the pilot economies represented in the study. Thailand suggested that the Health Intervention and Technology Assessment Program (HITAP) be consulted in Thailand. Contact points have been provided. Mr. Butcher agreed and noted that Bangkok PR was a possible candidate as the survey consultant in Thailand. He invited discussion with Chinese Taipei and Thailand on consultant selection. The Planning Group approved the project and POCs were identified for Chinese Taipei and Thailand. The results of the survey will be presented at LSIF VII.
1.c. The Impact of Environmental Change on Disease Patterns

The Advisor to the Co-Chairs reported on a dinner dialogue hosted by the Chair LSIF in Bangkok on March 2, 2009 to discuss how this topic could be addressed at LSIF VII.  She noted that the dialogue concluded that a) there was a need for predictive modeling to be developed for assessing environmental change and disease patterns and b) the effect on maternal and child health would be a good indicator as a vulnerable cohort. Experts in these areas had accordingly been invited to present their ideas in these two areas at LSIF VII.
1.d. Health Information Technology (Health IT)
Japan presented on the concept of “Info-Medicine” as an emerging area of health information technology focused on assisting compliance with treatment and improved life-style regimes to mitigate the effects of chronic disease in ageing populations (2009/CTI2/LSIF/006). In this model, sensor technology is used to monitor patient compliance and provide reminders and advice during the course of a treatment.  In this way information technology can be used to not only improve compliance and health outcomes, but also to bring efficiencies into health systems by reducing the uncertainties of conventional patient-physician consultation in these areas. The Planning Group agreed that this concept would be a very useful theme to introduce into the Health IT discussion at LSIF VII and asked that Japan nominate an expert speaker to present on this topic. Japan undertook to consult on an appropriate high level expert.
The United States reported on the plannedAugust 2, 2009 workshop on the role of Health IT in infectious disease surveillance that was put forward by the Health Working Group. Funding had been approved by the BMC and the workshop will be positioned the day before LSIF VII to help inform the Health IT discussion at LSIF VII. An agenda and registration details would be available in early to mid-June.

1.e. Other proposals for the LSIF Work Plan

The Advisor to the LSIF Co-Chairs reported that the area of financing R&D to sustain the innovative pipe-line would be an important topic of discussion at LSIF VII. New technologies, for example biologics, would be an important focus. It is expected that experts from the investor and scientific community would present on this area at LSIF VII.

1.f. Progress with BMC funded projects

Thailand reported on the outcome of the March 2-6 drug development in clinical trials workshop held in Bangkok (2009/CTI2/LSIF/004). It was suggested that Thailand explore the prospect of posting training materials from this series of workshops on the LSIF website. Thailand and the LSIF Program Director undertook to investigate this prospect.
Chinese Taipei  reported that it would be unable to host the follow-on workshop on Certificates of Pharmaceutical Product convergence during the November 2, 2009 APEC  Pharmaceutical Products Network meeting. There was a possibility of holding the workshop in 2010. It was suggested that the newly formed Regulatory Harmonization Steering Committee might consider this topic as a project for the APEC Harmonization Center.

The United States reported on the 3rd in the series of anti-counterfeiting training workshops held in Mexico City February 17-20, 2009 (2009/CTI2/LSIF/007). The seminar was extremely well attended, with representatives from 10 APEC economies and 6 approved non-APEC economies. Many new ideas for cooperation were generated and an action plan will be developed for consideration at LSIF VII. A few included the prospect of conducting training sessions at the APEC Harmonization Center. Peru has offered to host a public awareness workshop. The United States is considering possible new proposals for APEC funding.  At China’s request, the United States undertook to provide additional information clarifying certain aspects of the presented ideas. The United States also undertook to investigate posting workshop materials on the APEC website as a resource.

 The United States reported on the second in the series of medical device harmonization training workshops held in Canada May 14-16, 2009. Attendance was limited due to the H1N1 outbreak. Nevertheless some 62 participants registered from 10 APEC economies and 6 approved non-APEC economies. A full report will be submitted intersessionally. 
The United States further reported that progress with the Medical Device Regulatory Harmonization Delegation Visits to Developed APEC economies was on track. The project will be carried out in cooperation with the USFDA, the Australian Therapeutic Goods Administration, Health Canada, PAHO and the GHTF. Australian visits by Asian regulators will take place September 21-25. The Latin American delegation visits to the United States and Canada will take place in May 2010.

1.g. New Project Proposals

Thailand introduced a project proposal (2009/CTI2/LSIF/009) for a three day workshop in Thailand to discuss Quality Assurance and Quality Control for stem cell technology as part of the APEC LSIF regulatory harmonization agenda.  Thailand noted that there were differences in how stem cells were classified. Some economies regulated stem cells as pharmaceutical preparations and others as biologics, giving rise to differences in quality control and assurance. The workshop would seek to discuss these approaches with the goal of coming to a common view where possible. Funding would be sought either in the September 2009 or February 2010 BMC sessions. Comments were requested on the proposal by June 15 along with indications from economies of co-sponsorship. Thailand reported that Canada had agreed to co-sponsor the project.

2. Regulatory Harmonization Developments
2.1. Update on Preparations for the Launch of the APEC Harmonization Center

The Chair of the LSIF Planning Group opened this discussion noting the high level endorsement of the APEC Harmonization Center (AHC) and the fact that it had generated much global attention. She commented that the AHC was a landmark achievement for APEC and represented a significant step forward towards regulatory harmonization in APEC. She praised Korea for the high level attention drawn to the launch, noting the Chair’s welcome message to participants. She also expressed disappointment that despite having been ranked by LSIF as #1, the BMC chose not to fund the MRCT as a kick-off training event for the Center, noting that regulatory harmonization was a key element of regional economic integration.

Korea reported on progress with the launch of the AHC, which would take place June 15-18 in Seoul immediately following the ICH meeting in Yokohama.  Attention was drawn to the invitation package and economies were asked to nominate additional participants as some spaces had become free with a few high level participants unable to confirm travel at this stage due to the H1N1 threat. The AHC website for events would be open on May 20 at www. apec-ahc.org. In addition to the MRCT training session, additional training sessions would be held in the fall of 2009, one in conjunction with BIO Korea.   Korea noted that the first meeting of the LSIF RHSC would be held June 17-18 during the launch events. Much interest had been expressed in the use of the AHC facilities, including most recently the Asian Harmonization Working Party (AHWP) on medical devices. Korea noted that the facility would welcome these events at the center. 
Korea further drew attention to the fact that the AHC’s Director would be Dr. Seung Hee Kim, Director General, National Institute of Food and Drug Safety Evaluation, KFDA.

The Chair of the LSIF Planning Group noted that no comments had been received on the guidelines for the operation of the AHC (2009/CTI2/LSIF/008). The Planning Group thus approved these guidelines for transmission to the CTI.

2.2. Update on Progress with the MRCT Workshop

Korea reported that the MRCT workshop would proceed as planned despite the fact that the BMC had not approved a small contribution from APEC funds. A self-funded project proposal (2009/CTI2/LSIF/005) was before the Planning Group for approval. The objective of the workshop was to educate and engage participants in an interactive discussion on the specific harmonization issue of multi-regional clinical trials. Korea observed that MRCTs offered the potential to reduce commercialization times and cost and thus bring innovations to patients more quickly.  The contribution to APEC’s regional economic integration agenda was significant, including improving the investment environment for clinical trials; promoting regional economic growth by public-private sector cooperation; cost reductions in the clinical trials process and promoting innovation; and, sustained long terms capacity building. 

Korea expressed appreciation for the support of sponsoring economies for this project and the LSIF Taskforce during the BMC process. Korea noted that there were lessons to be learned from the budget approval process. Among other things it was critical that LSIF POCs inform their CTI representatives of the importance of these projects and the linkage with the Trade and Investment Liberalization and Facilitation agenda.  An additional AHC project proposal for regulatory harmonization training would be submitted in the fall. 
Canada had indicated support for the self-funded MRCT project. The United States, Peru, and Thailand, also supported the project as co-sponsors and welcomed the continuation of this important effort. Although Mexico was not able to attend the LSIF PG meeting it was anticipated that Mexico also would co-sponsor as an original co-sponsor of the project. The Planning Group welcomed and approved the self-funded MRCT training project and agreed that additional training projects would be put forward for APEC funding this year. 

2.3. Update on Preparations for the First Meeting of the LSIF Regulatory Harmonization Steering Committee
The Chair of the LSIF Planning Group recalled that LSIF, with Ministers endorsement, had elevated the regulatory harmonization agenda of LSIF with the establishment of the RHSC. On behalf of Canada she reported that the first meeting would take place at the AHC in Seoul from June 17-18 following the MRCT workshop. Discussions would be open to all participants on the afternoon of June 17 and 18, with the RHSC meeting in closed session in the afternoon of June 18. This will be a pivotal meeting in establishing the regulatory agenda for LSIF. Together with the AHC the RHSC will provide a more sustainable approach to regulatory harmonization. Expected outcomes include the selection of RHSC members, finalization of the Terms of Reference for LSIF VII consideration, ranking of harmonization priorities and preparations for LSIF VII.  Canada is asking  for expressions of interest by economies to serve on the Steering Committee, and asks that interested economies contact Mike Ward of Health Canada at Mike_Ward@hc-sc.gc.ca.
Japan indicated interest in the LSIF regulatory harmonization activities and agenda, noting that Japan would strive to participate in all the AHC events in June and would revert with ideas for future work.

The Chair noted that economies should consider how to make the best use of the AHC going forward as this was a landmark achievement for APEC and LSIF.

3. Plans for LSIF VII

The Advisor to the Co-Chairs reported that plans were well underway for LSIF VII which would be hosted by the Minister of Health H.E. Dr. Khaw in Singapore August 3-4. Attention was drawn to the thematic agenda (2009/CTI2/LSIF/001) appended to the annotated Planning Group agenda. There was considerable high level interest in the event, especially in topics associated with R&D financing, Health Information Technology, Biologics, and, the impact of environmental change on disease patterns. Heads of relevant IOs were being invited to speak at the forum. Economies were asked to nominate additional speakers by May 31, 2009 to ensure appropriate speaker placement.  It was recalled that at LSIF VI, there were more speaker requests than could be accommodated, so speaker nominations needed to be received urgently.

Singapore reported that LSIF VII would be held at the Grand Copthorne Waterfront Hotel and invitations would be issued soon under the signature of Minister Khaw.  Singapore’s Health Sciences Authority was organizing the forum with the LSIF Taskforce. A save the date notice had been issued and was posted on the APEC website. Singapore also encouraged economies to submit their nominations for high level speakers with urgency as those invitations would be sent in the next two weeks.
