
 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – May 15, 2007

A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, May 15, 2007, at the Connecticut Economic Resource Center, Brook Street, Building #4, Rocky Hill, Connecticut.

Call to Order:  In the absence of the chairperson, Dr. Genel called the meeting to order at 1:08 p.m. after noting the presence of a quorum.  Members present:  Robert Galvin, M.D., M.P.H. (Chair) (arrived at 1:50 p.m.); Ernesto Canalis, M.D.; Gerald Fishbone, M.D.; Paul Huang, M.D, Ph.D (arrived at 2:50 p.m.);  Ann Kiessling, Ph.D; Robert Mandelkern; Myron Genel, M.D., Ph.D.; Julius Landwirth, M.D., J.D; Stephen Latham, J.D., Ph.D.; William Lensch, Ph.D.; Kevin Rakin; Amy Wagers, Ph.D (by phone); Milton B. Wallack, D.D.S (by phone); and Xiangzhong (Jerry) Yang, Ph.D (by phone).  Absent:  Kevin Eggan, Ph.D.; and Charles Jennings, Ph.D. 

Other Attendees:  Bruce Carlson (UCHC), Marianne Horn (DPH), Bonnie Kaplan (Yale University) Denise Leiper (DPH), June Mandelkern (Parkinson Rep. to Stem Cell Coalition, Paul Pescatello (CURE), Tony Pillari (PricewaterhouseCooper), Nancy Rion (CI), Henry Salton (Attorney General’s Office), Carol Stone (DPH), Richard Strauss (CASE), Lynn Townsend (DPH), Paula Wilson (Yale University), Sandra Weller (UCHC), Anne Wiley, and Warren Wollschlager (DPH).  

Ms. Rion stated that Dr. Eggan will be submitting a formal written letter of resignation in the near future.

Review of Minutes –Advisory Committee Meeting –3/20/07

Dr. Genel asked the Advisory Committee members to consider the proposed minutes from the March 20, 2007 regular meeting.  

MOTION:
Upon a motion made by Dr. Canalis, seconded by Dr. Landwirth, the Advisory Committee members voted unanimously in favor of adopting the minutes of the March 20, 2007 meeting as presented (Dr. Galvin, Mr. Rakin and Dr. Huang were not present for the vote).


Case Study and Strategic Planning Next Steps

Mr. Strauss from the Connecticut Academy of Science and Engineering (“CASE”) provided highlights from the draft Guidelines for Developing a Strategic Plan that was prepared by CASE to help the Advisory Committee develop a Strategic Plan.  He discussed the importance of developing a strategy to help ensure the long-term viability and sustainability of Connecticut as an international center for excellence for stem cell research.  Mr. Strauss noted this was an incredibly fast-tracked process that involved the cooperation of representatives from the Advisory Committee, the Department of Public Health, Connecticut Innovations, PricewaterhouseCoopers (“PwC”) and the Study Committee.  He reviewed the membership of the Study Committee, and noted that the Study Committee was convened to oversee the study to provide guidance for the development of the strategic plan.  Mr. Strauss stated PwC was hired to develop and administer a survey and the interviews with stakeholders in the stem cell research community about strategic priorities for the public funding of stem cell research in Connecticut.  He mentioned that the Study Committee also reviewed the interview templates with PwC and noted that the Stem Cell Research Advisory Committee selected the stakeholders to interview. Approximately 30 interviews were conducted by PwC, and the interviewees consisted of university administrators, researchers, representatives of the private biotech sector and patient advocates.  

Mr. Strauss stated that the CASE report includes a brief scientific background about the types of stem cells and potential benefits of stem cell research.  Also included in the report is a description of Connecticut’s initiative for stem cell research.  

Mr. Strauss mentioned that the Study Committee reviewed the interview templates with PwC, and representatives from the Stem Cell Research Advisory Committee selected the stakeholders to be interviewed.  In addition to the results of the interviews, stakeholder comments and comments received at the Stem Cell Research Coalition Stakeholder Forum were included in the report.  

Mr. Pillari reviewed PwC’s involvement with the process, noting that PwC was charged with conducting the interviews and developing a report summarizing the interview findings that were included as an appendix to the CASE report.  He discussed the standard methodology for the interviews.  Mr. Pillari stated that interviews were held with academic representatives, patient advocates and industry representatives.  He stated that there was a good cross section of opinions and perspectives.  Mr. Pillari indicated that the data analysis was a thematic analysis which is a qualitative data analysis method for identifying and studying the reporting patterns within data.  He reviewed the findings from the interviews and described how the interviewees identified success.  Mr. Pillari mentioned some of the issues where there was consensus from the interviewees.  He noted that there was consensus that Connecticut should not necessarily select a niche or focus efforts in one area and that the science will lead to a direction.  The interviewees also indicated a preference for an approach based on investigator-initiated research versus targeted or directed research.  Most of the interviewees preferred a bottom up process with the main objective of funding the best science.  Mr. Pillari mentioned that the interviewees were asked about scientific challenges, non-scientific challenges, and commercialization challenges.  They were also asked what they thought would be an appropriate funding mix, and the general theme remained that only the best science should be funded.  With respect to funding disease specific research, Mr. Pillari indicated that the interviewees overwhelmingly indicated that the Stem Cell Research Advisory Committee should not mandate disease specific research.  One of the reasons for not mandating disease specific research is that Connecticut might miss an emerging technology or science.  Mr. Pillari mentioned that all interviewees agreed that communication is critical.

In response to a question, it was noted the Strategic Planning Committee of the Stem Cell Research Advisory Committee asked CASE to prepare the report, and CASE asked PwC to conduct the study.  The questions that were posed to the interviewees are located on the Website.

Mr. Pillari stated that the report is objective, has a good mix of interviewees and was put together with a good set of questions and standards.  Concern was expressed that the findings are based on the population interviewed and that approximately 2/3 of the interviewees are from the academic population.

Dr. Galvin arrived during this discussion (1:50 p.m.)

Mr. Pillari explained that one of the major differences between the input received from the interviewees in California versus Connecticut is that the interviewees in California expressed the desire for more directed research.  The patient advocate groups in California also expressed the desire to focus on specific diseases.   

Ms. Weller, Chair of the Study Committee, stated that the Study Committee concurs with the bottom-up process and that the Stem Cell Research Advisory Committee should be funding the best science rather than targeting research niches.  She stated that the Study Committee also recommends re-evaluating funding priorities so that a focus can evolve from basic to translational to clinical projects.  The Study Committee encourages a balance between research and infrastructure and large and small grants in addition to funding for investigators new to the field and junior researchers.  Ms. Weller reviewed some recommendations and findings.  She stated that recommendation is being made to expand the Request for Proposals (“RFP”) process to incorporate industry and hospitals.   She noted support for core funding and the desire to accelerate funding so that Connecticut can sustain a momentum.  Suggestion was made to periodically review and reassess grantee milestones and to periodically reassess the RFP process and grant mix.  Ms. Weller explained that recommendation is also being made to review the state contracting process to improve the speed, efficiency and flexibility of the process and to allow the Peer Review Committee to select an entire proposal or components of proposals.  Ms. Weller stated that recommendation is also being made to reduce the workload of the Peer Review Committee by adding members to the committee and to consider having the Stem Cell Research Advisory Committee advise the Chairperson on proposed appointments to the Peer Review Committee.  She discussed a suggested strategy for increasing collaboration and communication, noting that a more detailed analysis would be part of stage 2 of the strategic planning initiatives.  Ms. Weller discussed the suggested goals for Connecticut’s stem cell research program as follows:

· become recognized as having made significant contributions to stem cell science

· be ready for testing new therapies through clinical trials

· have established a solid research infrastructure, including human capital

· become a Center of Excellence for stem cell research

In conclusion, Ms. Weller indicated that the key is to be flexible, efficient and to have effective mechanisms for a science-driven process.

In response to a question about funding portions of a proposal, Attorney Salton stated that the RFP could be amended for the second round to allow more flexibility for funding all or parts of a proposal.  He stated that he is not aware of any limitations in state contracting rules prohibiting the partial funding of proposals.  

Commissioner Galvin reported that the Peer Review Committee which consists of five unpaid volunteers spent in excess of 100 hours reviewing and making recommendations on the applications under the first round of funding.  He noted that if there is not relief, some of the Peer Review Committee members may resign.  Mr. Wollschlager mentioned that the Chairperson of the Peer Review Committee has documented these concerns in writing to Commissioner Galvin.  Commissioner Galvin stated that efforts are being made legislatively to enlarge the size of the Peer Review Committee to 15 members.  

Dr. Latham provided support for encouraging the acceleration of funding.  Commissioner Galvin echoed the sentiments and stated that if Connecticut is going to move ahead, more funding in the immediate future is imperative.  Dr. Kiessling noted that California has already awarded $80,000,000 of funding for stem cell research.  

Mr. Carlson from UCONN Health Center was invited to speak.  Mr. Carlson stated that UCONN has been rebuilding and enhancing its campus through a $2 billion to $3 billion program known as UCONN2000.  He noted that there have been discussions about shifting the focus and funding of UCONN2000 to stem cell research.  

Dr. Huang arrived during this discussion.

The Advisory Committee briefly discussed the potential sources for seeking funding and potential collaborative relationships (i.e., private funding, venture capital funds, drug companies, major corporations, advocates, individuals, other states and countries).  Recommendation was made to hire a professional to help with fund raising efforts. The Advisory Committee members discussed the need for a different structure if there is significantly more funding.  It was noted that it is highly unlikely that there will be significant results from as little as $20,000,000 a year for stem cell research.  In response to a question about bonding for additional funds, it was noted that there is a state cap on the bonding.  Several members suggested that it may be easier to raise funding for more specific or focused research.  The Advisory Committee members discussed the recommendations contained in the report relative to a focus.  Dr. Kiessling noting that she is a bench scientist stated that in her opinion it would be a big mistake right now for Connecticut to continue to fund broad research rather than having a focus.  Dr. Huang stated that his interpretation is that the report suggests that Connecticut not specifically limit the funding to a certain disease or focus and to fund the best science regardless which could be disease specific.  A lengthy discussion followed as to how to best proceed with funding priorities.  With having significantly more funds, there may be a need to change the way the Advisory Committee operates and is structured.

Mr. Wollschlager thanked CASE for the report and noted that this is the first phase of a two phase report process.  The second phase report would contain more details.  CASE will be finalizing the report for release.  Any comments on the report should be directed to CASE as soon as possible.  

Commissioner Galvin noted the importance of moving forward as soon as possible to decide the structure of the Advisory Committee and asked for guidance from the Advisory Committee members.  

Several DPH staff and Advisory Committee members will be attending Stem Cell meetings in both California and Australia in the near future and will obtain more information and report back to the Advisory Committee on applicable information.  

Consideration of UCONN Seed Proposal

Ms. Rion stated that the principal investigator of UCONN seed proposal 06SCA26, Dr. Gang Xu, has accepted a job in Hong Kong; and the contract for the $200,000 grant on this proposal has not yet been signed.  Dr. Yang disconnected from the meeting at this time.  Ms. Rion discussed several options including:  1) adding the $200,000 to the next round of funding, 2) awarding the $200,000 to the next-in-line unfunded seed proposal and 3) concurring with UCONN’s proposal to substitute Dr. Yang for Dr. Xu as principal investigator for the project.  Copies of (1) the seed proposal description, (2) the transcript of the discussions from the November 2006 Advisory Committee meeting, (3) the original proposal from Dr. Xu, and (4) the justification for the substitution provided by UCONN were provided to the Advisory Committee for information in making a decision on how to proceed.  The Advisory Committee members discussed several issues that arose at the November 2006 meeting, including the desire to encourage young and/or junior investigators.  It was noted that had this proposal been funded, there are specific guidelines with respect to changing the principal investigator; however, there are no specific guidelines for changing the principal investigator before funding is granted or a contract signed.  Attorney Salton noted that only those individuals who were eligible to vote on the original contract should discuss the specifics of the proposal and vote on how to proceed with this particular proposal.  Suggestion was made to consider the process issues before deciding on how to proceed with the application.  Recommendation was made to follow the same rules that apply for contracts that have been signed.  

Commissioner Galvin and Dr. Canalis left the room during this discussion.

MOTION:
Upon a motion made by Dr. Latham, seconded by Dr. Wagers, the Advisory Committee members voted in favor of following the same process outlined in the contracts for contracts that have not yet been fully executed.  VOTE:  11 IN FAVOR; 0 OPPOSED; 0 ABSTENTIONS; 3 NOT PRESENT FOR VOTE.  (Commissioner Galvin, Dr. Canalis and Dr. Yang were not present for the vote).

The Advisory Committee members discussed grant application 06SCA26 “Generation of Insulin Producing Cells from Human Embryonic Stem Cells.”  Commissioner Galvin, Dr. Canalis and Dr. Yang were not present for the vote.  It was noted that although Dr. Xu was trained and experienced with diabetes, he was relatively new in the science that applies to the stem cell work with diabetes.  It was noted that Dr. Xu’s work was done in close association with Dr. Yang and the co-principal investigator, Mark Carter, and the co-principal investigator would remain the same.  There was consensus that a change in the principal investigator would not significantly alter the work being performed.  

MOTION:
Upon a motion made by Dr. Lensch, seconded by Mr. Mandelkern, the Advisory Committee members voted in favor of authorizing a substitute of the principal investigator for seed grant application 06SCA26 from Dr. Xu to Dr. Yang.  VOTE:  10 IN FAVOR; 0 OPPOSED; 1 ABSTENTION from Dr. Wallack; 3 NOT PRESENT FOR VOTE.  (Commissioner Galvin, Dr. Canalis and Dr. Yang were not present for the vote).

In response to a question, it was noted that that the changes in the budget are minor and considered administrative changes that do not require the approval of the Advisory Committee.


Draft Report to General Assembly

Mr. Wollschlager stated that the draft Report to the General Assembly is an updated version of the report previously sent to the Advisory Committee.  In accordance with Public Act 05-149, the current status of stem cell research in the state is due to the General Assembly and Governor no later than June 30, 2007.  Any comments should be provided to Mr. Wollschlager as soon as possible.  The report will be presented for consideration by the Advisory Committee at the June meeting.  Mr. Wollschlager and staff were complemented for the draft report. 


Report from Ethics and Legal Subcommittee

Due to time constraints, this item was deferred.


Target Dates for RFP
The Advisory Committee members reaffirmed the desire to release the RFP for the next round of funding by August 1, 2007.  Therefore, two meetings remain to finalize the RFP for the next round of funding.  The RFP will be distributed electronically for members to review prior to the June 19, 2007 meeting.


Public Comments
Anne Wiley reported on funding appropriated for stem cell research in New York.  She mentioned that $100,000,000 has been appropriated in the first year and $50,000,000 per year thereafter up to a total of $600,000,000.  The Advisory Committee consists of both a funding committee and ethics committee that are both chaired by the Commissioner or the Commissioner’s designee.  The money will not be released until decisions are made on how to spend the funds.  However, New York is hoping to release $25,000,000 before March of 2008.  Decisions are being made on staffing and a structure, but it appears that there will be approximately 15 – 30 staff members.  Ms. Wiley mentioned that New York has a research institute fund and the fund can receive donations.  She stated that the New York statutes with respect to stem cell research are very broad and do not specify human or embryonic.  Additionally, there are no restrictions on whether commercial entities can receive funding.

MOTION:  Upon a motion duly made and seconded, the Advisory Committee voted unanimously in favor of adjourning the meeting at 4:06 p.m.







Respectfully submitted:



















_____________________







Dr. Robert Galvin, Chair
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