
 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – June 19, 2007

A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, June 19, 2007, at the Connecticut Economic Resource Center, Brook Street, Building #4, Rocky Hill, Connecticut.

Call to Order:  Noting the presence of a quorum, the meeting was called to order at 1:00 p.m. by Commissioner Robert Galvin, Chair.  Members present:  Robert Galvin, M.D., M.P.H. (Chair); Ernesto Canalis, M.D.; Gerald Fishbone, M.D.; Myron Genel, M.D., Ph.D.; Paul Huang, M.D, Ph.D (by phone); Charles Jennings, Ph.D; Julius Landwirth, M.D., J.D; Stephen Latham, J.D., Ph.D.; Robert Mandelkern; Amy Wagers, Ph.D; Milton B. Wallack, D.D.S; and Xiangzhong (Jerry) Yang, Ph.D.  Absent:  Ann Kiessling, Ph.D; William Lensch, Ph.D; and Kevin Rakin. 

Other Attendees:  Isolde Bates (UCONN), Denise Leiper (DPH), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Nancy Rion (CI), Henry Salton (Attorney General’s Office), Richard Strauss (CASE), and Warren Wollschlager (DPH).  

Ms. Rion noted that Dr. Eggan has submitted a formal written letter of resignation as a member of the Advisory Committee.

Review of Minutes –Advisory Committee Meeting –5/15/07

Dr. Galvin asked the Advisory Committee members to consider the proposed minutes from the May 15, 2007 regular meeting.  

There was consensus to make the following amendments:

· page 1, under “other attendees,” change Carol Stone’s affiliation to (DPH).

· page 3, fifth paragraph, line three, change the word “direct” to “directed.”

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Genel, the Advisory Committee members voted unanimously in favor of adopting the minutes of the May 15, 2007 meeting as amended.


Strategic Planning Subcommittee Report

Dr. Jennings gave an overview of discussions held by the Strategic Planning Subcommittee.  He noted that although the focus of the meeting was around the Request for Proposals (“RFP”) for the next round of funding, the subcommittee also discussed overall strategy.  He reiterated some of the discussions held last month about an overall direction.   Dr. Jennings expressed concern with the disagreement and debate about direction and lack of constructive plans for moving the discussion forward.  He stated that decisions need to be made on whether to try to maximize the funding received and decide what Connecticut can hope to accomplish with $10,000,000 per year.   He expressed the importance of making decisions and having a plan for moving forward.  Dr. Jennings noted that the Strategic Planning Subcommittee does not have a recommendation at this time for proceeding.  

Dr. Jennings discussed some of the issues raised in the Connecticut Academy of Science and Engineering (“CASE”) report on how to best spend the resources that are currently available.  Dr. Jennings explained that at the last Advisory Committee meeting, some concerns were raised about the scope of the report and the composition of the interviewees.  He explained that the interviewees were selected because they are major stakeholders in the process and were the people who applied for funding during the first round of funding.  Dr. Jennings mentioned that it would not have been feasibly possible to significantly change the list of interviewees due to the limited amount of time that was available.  He stated that the report was very useful within the scope of limitations and that the report has given clear feedback that the Advisory Committee has acted sensibly thus far.

With respect to the RFP for the next round of funding, Dr. Jennings and Mr. Wallack briefly summarized some of the main issues discussed and changes proposed to the RFP.  The following is a summary of some of the main issues and/or changes discussed by the subcommittee:  

· Throughout the document, the language referring to only academics was broadened to encourage companies and hospitals to apply.  

· The subcommittee recommends not changing the overall purpose and specific scope of the funding.

· The subcommittee recommends not changing the focus to be more disease specific and that funding continues to be provided based on the quality of the science.

· The subcommittee recommended keeping the seed grants, established investigator grants, group project grants and core facilities grants categories.

· There was no clear consensus from the subcommittee with respect to hybrid project grants.

· The subcommittee questioned whether there should be changes to the seed grant category to specifically allow senior investigators to apply.

· The subcommittee recommends keeping the budget caps for the seed grant and established investigator grant categories the same levels as the first round.

· The subcommittee recommends that the Advisory Committee discuss the budget caps for the group project awards, core facilities awards and possibly hybrid grant awards.

· The subcommittee proposed language to allow partial funding for a grant applicant.

Dr. Huang mentioned that Hong Kong recently awarded funding of approximately $20,000,000 to 150 applicants from approximately 10 universities.  He stated that $10,000,000 a year could make a huge difference in Connecticut and could support a lot of seed grant investigators.

Dr. Galvin questioned how much is estimated to be needed for administrative expenses for an operational budget.  Mr. Wollschlager mentioned that $200,000 has been allocated for administrative support.  Dr. Galvin questioned whether $200,000 is realistic and noted that the Department of Public Health (“DPH”) has an operating deficit for the year due in large part to administrative expenses related to stem cell research.  Ms. Rion indicated that Connecticut Innovations (“CI”) has not received any reimbursement for its participation in the administration of the program.  She stated that while the CI Board of Directors is committed to helping out with Stem Cell Research, CI staff has other duties and cannot continue to provide as much administrative support without funding.  Suggestion was made to look into whether it would be appropriate or legal to utilize some of the $10,000,000 for administrative costs.  The Advisory Committee members discussed the need for a combined administrative budget from CI and DPH as soon as possible for the coming year.

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Jennings, the Advisory Committee members voted unanimously in favor of requesting that representatives from both CI and DPH draft a combined budget before the July Advisory Committee meeting to reflect justified costs of CI and DPH related to the administration of the Stem Cell Research Program.  

Discussion ensued on the interpretation of the law related to stem cell research and whether funds allocated for stem cell research could be used for administrative costs.  Dr. Genel read excerpts from the state statutes.  Attorney Salton noted that the legislation does not specifically give the Advisory Committee or anyone else the authority to use the grant funds for administrative costs.  He suggested consulting with the Auditors of Public Accounts, an independent agency of the government, for their interpretation of the statutes related to the use of the funds.  Ms. Rion noted that with other programs that CI administers, CI has specific authority within the legislation to utilize a certain percentage for administrative costs.  Dr. Galvin noted that if administrative funding cannot be taken from the funds allocated by the legislature for stem cell research, more funding will have to be requested or DPH and CI may be limited in the amount of services they can provide the Advisory Committee in the future.  Attorney Salton will ask for an informal interpretation of the statutes related to this issue from the Auditors of Public Accounts.  Dr. Jennings requested that this issue and further strategies related to this issue be discussed in more detail at the July Advisory Committee meeting.  

Dr. Jennings noted several other strategic questions identified by CASE as follows:  1) the need for communication strategy, 2) legislative change to expand the Peer Review Committee, and 3) how to benchmark success of the program.  It was noted that the bill expanding the Peer Review Committee is awaiting Governor Rell’s signature.

Dr.  Landwirth mentioned that the Ethics Subcommittee is interested to see how companies will handle requirements related to the establishment of an Embryonic Stem Cell Research Oversight (ESCRO) committee.  It was noted that companies could apply to develop their own ESCRO committee or establish an affiliation with an existing ESCRO committee.  Suggestion was made to include language in the RFP that gives the Advisory Committee the right to intervene in the process if necessary and to require that the company report about the specifics of how the ESCRO will be established.  Attorney Salton suggested and there was consensus to amend the definition of ESCRO to indicate that more specifics about the establishment of an ESCRO would be required to be included in the proposal and subject to the approval of the Advisory Committee.  

Upon consensus, the Advisory Committee proceeded by discussing each of the key points in the proposed amended RFP.  

There was consensus to keep the paragraph entitled “Overview” on page 2 as presented.  

The Advisory Committee members discussed the hybrid projects category.  Mr. Strauss from CASE was asked to opine on the issue.  Mr. Strauss stated that the report indicates that some interviewees thought the hybrid projects category should be eliminated because the hybrid category was confusing or unclear.  In response to a question, it was noted that if the hybrid projects category was eliminated, it would still be possible for an applicant to submit a large program project that has a separate support laboratory.  There was consensus from the Advisory Committee members to eliminate the hybrid projects category.

Discussion ensued on the seed grant category and whether senior investigators should be encouraged to apply for seed grants.  Dr. Wagers questioned whether the RFP should include a definition of a junior researcher.  Dr. Jennings referred to the CASE report and stated that interviewees indicated that researchers new to the stem cell research field should be encouraged to apply for seed grants, regardless of whether they are senior or junior researchers.  After discussion, there was consensus on the language proposed with the exception of deleting the last sentence which states “More established investigators new to the field of stem cell research are also welcome to apply for seed grants.”

Dr. Latham left the meeting during this discussion (2:15 p.m.)

The Advisory Committee members discussed proposed budgetary caps for the group project awards and the core facilities awards.  After discussion, there was consensus that group project awards should be limited to $2,000,000 for up to 4 years and core facilities awards should be limited to $2,500,000 for up to 4 years based on the legislature appropriating $10,000,000 this year.  There was also consensus that the established investigator awards may be up to $500,000 to be expended over 4 years, and 10 percent of the total funding awarded should be for seed grant awards.  In response to a question, Dr. Wagers stated that it is common for senior investigators to receive the same annual amount as a young investigator.  However, the scope of an established investigator would be larger and the established investigator should be doing more with the funding.  There was general agreement that the language on page 3 regarding the awards for seed grants should be changed from “no more than” to “be at least” 10 percent.  

Dr. Jennings explained that language was proposed to allow flexibility for partial funding of a proposal if so desired.  Dr. Canalis stated that he is opposed to providing partial funding for projects.  He noted that this could cause problems and that the Advisory Committee has an obligation to put the best proposals forward.  There was general consensus with respect to the proposed language to allow flexibility for partial funding.

The Advisory Committee discussed the recommendation to change language throughout the document to include hospitals and companies in addition to academic institutions encouraged to participate.  Ms. Rion noted that a company from France has inquired about the program and indicated the desire to set up a division in Connecticut and apply for grant funding.  There was consensus about changing the language throughout the document to include hospitals and companies.

Dr. Jennings mentioned that in order to meet the deadlines established for the next round of funding, the Advisory Committee has to approve the revised RFP at the July meeting.

Discussion of UCONN Seed Proposal

Attorney Salton stated that Dr. Yang would like to clarify information regarding the co-principal investigator that was provided for the May 15, 2007 meeting for UCONN seed proposal 06SCA26.  Attorney Salton instructed Dr. Yang to provide only factual information and stated that he should not participate in any decisions or debate about the proposal.  Dr. Galvin and Dr. Canalis left the meeting at this time.  Dr. Yang clarified that in fact Dr. Mark Carter was not listed in the proposal as co-principal investigator as stated in the letter dated May 11, 2007 from the University of Connecticut and discussed by the Advisory Committee at the May 15, 2007 meeting.  It was noted that this issue was discussed at the May 15, 2007 Advisory Committee meeting because the principal investigator for the proposal, Dr. Gang Xu was leaving UCONN.  At that meeting three different options were discussed—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) substituting Dr. Yang for Dr. Xu as principal investigator for the project.  At the May 15, 2007 meeting, the Advisory Committee voted in favor of authorizing a substitute of the principal investigator for seed grant application 06SCA26 from Dr. Xu to Dr. Yang.  Dr. Huang noted that he was one of the primary Advisory Committee panel reviewers of this proposal and stated that he is not in favor of re-opening the discussion since it was decided that the proposal was meritorious.  In response to a question, Dr. Yang stated that Jason Gibson is a graduate student who will be working on this project.  Mr. Gibson will have the same responsibilities as listed in the original proposal.  Mr. Mandelkern indicated that he was also an Advisory Committee panel reviewer on the proposal and he agrees with Dr. Huang that there is no need to re-open discussion of the proposal.  Dr. Wallack questioned whether having a senior investigator would be inconsistent with discussions held by the Advisory Committee about promoting junior investigators through seed grants.  A discussion ensued as to whether there is a junior investigator on the project, and it was noted that this issue was discussed at the May 15, 2007 meeting.  Attorney Salton noted that even though the proposed revisions to the RFP would allow grant funding to senior investigators under the seed grant category, the original RFP provisions would have to apply for this proposal.  The original proposal gave priority to junior investigators.  In response to a question, Attorney Salton indicated that only those members who originally voted on the proposal and didn’t have conflicts should vote on this proposal.   Noting that there wasn’t a quorum of eligible members to vote on this proposal, there was consensus to table further discussion until the July Advisory Committee meeting.

Dr. Galvin and Dr. Canalis rejoined the meeting.  Dr. Canalis questioned why Dr. Yang was allowed to remain in the room during the discussion of grant application 06SCA26.  Attorney Salton noted that he monitored the statements made and answers provided by Dr. Yang to questions about the proposal.  He noted that Dr. Yang only provided factual information and answered questions in a factual manner.  Attorney Salton noted that this is not an unusual practice, and representatives from UCONN and Yale (also applicants) have been present and made factual comments throughout the process.  Expressing displeasure with comments made, Dr. Canalis left the meeting at 3:20 p.m.  Noting that no personal offense was directed at Dr. Canalis, Dr. Galvin and others stated that Dr. Canalis should be encouraged to return and continue to provide valuable contributions to the Advisory Committee.  Mr. Mandelkern thanked Attorney Salton for his invaluable guidance and opinions.  Dr. Yang indicated that if there are concerns from other members about his affiliation with an application, he would refrain from applying in the future.  


Report from Ethics and Legal Subcommittee

Dr. Landwirth mentioned that the Ethics and Legal Subcommittee has met and he summarized some of the issues discussed.  He noted that the subcommittee came up with several suggestions for the Advisory Committee to consider pursuing—1) ensuring that the community is involved and kept abreast of developments with stem cell research 2) making available on the Stem Cell Research Website a listing of meetings that will occur around the state and 3) working with science teachers, particularly in middle schools and high schools to include stem cell research in curricula.  Mr. Mandelkern suggested identifying and getting patient advocate groups involved.      


Annual Report for General Assembly

Mr. Wollschlager stated that he received comments from several members on the draft report to be submitted to the Committee of Cognizance as well as the Governor’s Office.  He asked that any other comments be provided within the next week so that the document can be finalized.  Mr. Mandelkern complemented Mr. Wollschlager for the exciting report.    


Report and Action Steps from IASCR
Mr. Wollschlager, initial chairman of the group, indicated that a meeting was recently held in Irvine, California at the National Academies of Sciences.  Representatives from nine states were in attendance and there was agreement to move forward and formalize an interstate alliance.  In response to a question, Mr. Wollschlager stated that there was agreement between Connecticut and California with respect to investigating the acceptance of derived stem cell lines.  


Public Comments
There were no public comments.

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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