
 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes –Special Meeting

Tuesday – July 18, 2006

A special meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, July 18, 2006, at the offices of the Connecticut Economic Resource Center, 805 Brook Street, Building #4, Rocky Hill, Connecticut.
Call to Order:  Noting the presence of a quorum, the meeting was called to order at 1:03 p.m. by Commissioner Robert Galvin, Chair.  Members present:  Robert Galvin, M.D., M.P.H. (Chair), Ernesto Canalis, M.D., PhD, Myron Genel, M.D.,  Charles Jennings, Julius Landwirth, M.D., J.D., M. William Lensch, Ph.D., Kevin Rakin (by phone), Milton B.Wallack, D.D.S., and Xiangzhong (Jerry) Yang, Ph.D and new Advisory Committee members, Robert Mandelkern, and Ann Keissling, PhD.  

 Other Attendees:  Catherine Kennelly (DPH), Warren Wollschlager (DPH), Denise Leiper (DPH), Diane Krause (Yale), Kevin Crowley (CI), Bill Hathaway (Hartford Courant), Marianne Horn (DPH), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Dr. Michael Boo, Jean Shipman, Marc Lalande,  Lynn Townsend, and Paul Pescatello (CURE).

Introduction of New Members (Commissioner Galvin):  

Commissioner Galvin introduced the two new members of the Advisory Committee that have been appointed in accordance with recent legislation.  Mr. Mandelkern and Dr. Kiessling were introduced.  Robert Mandelkern is the Parkinson Representative to Connecticut Stem Cell Coalition.  Dr. Kiessling is Associate Professor of Surgery at Harvard Medical School and is the founder of the Bedford Stem Cell Research Foundation.  Commissioner Galvin will continue to be involved with and make recommendations on further appointments to the Advisory Committee.  

Review of Minutes –Advisory Committee Meeting – 6/6/06:

The Advisory Committee members reviewed the proposed minutes from the June 6, 2006 meeting.  Dr. Wallack requested that the minutes be amended on the top of page 4 to include the Stem Cell Coalition with the groups listed sponsoring STEMCONN 07.  

MOTION:
Upon a motion made by Dr. Genel, seconded by Dr. Wallack, the Advisory Committee members voted unanimously in favor of adopting the minutes of the June 6, 2006 meeting with the amendment recommended by Dr. Wallack.  

There being no objection, the order of the agenda was changed to address item #7, Other Statutory and programmatic Responsibilities.

Other Statutory and Programmatic Responsibilities

Warren Wollschlager invited Dr. Landwirth to discuss his progress to date in terms of forming a Committee to address the ethical and legal aspects of stem cell research.  Dr. Landwirth noted that he was putting together a presentation on ethics as part of StemCONN 07, and inquired as to when additional Committee members might be appointed so that he might invite the ethicist to serve on his subcommittee.  He also requested authorization from the Committee to proceed with forming his subcommittee even absent a full compliment of appointees.  The chair authorized Dr. Landwirth to move forward with putting together the subcommittee.

The Committee then reverted back to the original agenda order.  

Update on Stem Cell Proposals Received (CI):


Mr. Crowley from Connecticut Innovations (“CI”) gave an update on the stem cell research proposals received.  Approximately 70 proposals have been received consisting of 34 seed, 26 established investigator, 4 group projects, 2 core facilities and 4 hybrid proposals totaling $65,922,634.   Mr. Crowley noted that 20 interested parties who originally sent letters of intent did not follow through with proposals, and there were 15 applicants that did not submitted letters of intent.  In response to a question, Mr. Wollschlager indicated that he is not aware of any proposals that came in after the deadline.  Commissioner Galvin explained that the total funding is $100,000,000 or $10,000,000 per year.  However, since the process began later than anticipated, the first two years’ allocation ($10,000,000 + $10,000,000) is available for distribution in 2006.  Dr. Genel noted that the oversubscription of applicants is a reflection of the interest in stem cell research in Connecticut.  Mr. Mandelkern reiterated that Connecticut is making available in one year almost as much funding as the federal government has over the last two years for stem cell research.  In response to a question, it was noted that the Advisory Committee is not obligated to fund the entire amount each year if it deems that there are not worthy projects, and the remaining funding can be rolled over to the succeeding year.  

Umbilical Cord Blood Bank Update   

Mr. Wollschlager and Attorney Horn explained that Public Act No. 06-77 requires the Commissioner of Public Health in consultation with the Stem Cell Research Advisory Committee to establish an ad hoc committee to, among other things, examine and evaluate the feasibility of a public umbilical cord blood bank in Connecticut.  Dr. Lensch has agreed to serve as a member of the ad hoc committee, and the first meeting of the ad hoc committee was held this morning.  Dr. Boo from the National Marrow Donor Program was invited to give an overview on umbilical cord blood.  Dr. Boo explained that umbilical cord blood is well recognized as a source for therapy.  The first use of cord blood was in 1988 and since then there has been significant progress toward an alternative use to bone marrow for therapeutic purposes.  Dr. Boo explained that cord blood is more readily available than marrow and provides the same benefits.  One of the limitations with cord blood is that there is a relatively small dosage with each cord and more supply is needed.  Cord blood works well with children and small adults.  Dr. Boo explained that one of the advantages of cord blood is that it expands the alternatives for disadvantaged and minority groups.  He suggested that the group discuss a philosophy and consider building something that benefits the entire public health and something that can be financially independent and self sustaining.  Dr. Boo stated that there have been ongoing discussions about how to fill the supply of the cord blood banks.  Other questions being discussed are whether to donate privately or to a public bank for general use.  Dr. Boo noted that in September, a meeting will be held with representatives from other states to solicit opinions on this issue.  Dr. Boo stated that there is limited funding at this time for the cost of transportation related to cord blood.  However, federal legislation was recently passed to expand funding for the collection and storage of cord blood.  It was noted that efforts are being made by the State of Connecticut to expand the inventory of cord blood in Connecticut.  


Report from International Society of Stem Cell Research


Dr. Lensch reported on the International Society of Stem Cell Research Annual Meeting that was held in Toronto, Ontario, Canada June 29, 2006 through July 1, 2006.  He stated that the Advisory Committee has been asked by the International Society of Stem Cell Research to consider guidelines for the Conduct of Research for Human Embryonic Stem Cell Research.  A copy of the proposed guidelines will be e-mailed and/or mailed to the group.  Dr. Lensch stated that he met with the Peer Review Committee members at the symposium and reiterated that they are very supportive and have been drawn into the whole process.  He indicated that the Peer Review Committee members are very excited in seeing the process through to completion.  Dr. Yang mentioned that from the number of attendees, sessions and speakers at the symposium, there appears to be a lot of interest in what is being done in Connecticut with stem cell research.  It was noted that there were also solid leads and interest expressed with StemCONN 07.  Mr. Wollschlager stated that other connections were made in Toronto, including interest from the British Consulate in arranging a visit from a delegation from the British Parliament that is interested in meeting with the Advisory Committee in September.  Also, the law firm of Foley & Lardner that specializes in biotech has agreed to come in and do a pro bono presentation and provide guidance on legal issues associated with investment products.  Foley & Lardner currently provide pro bono services to the California Institute of Regenerative Medicine.  There was consensus to invite the law firm to come in to make a presentation at the August meeting, and the Committee agreed to meet with the British Consulate and the Parliamentary  Delegates in September.    

Proposal Review Timeframe/Advisory Committee Review Process
Mr. Wollschlager mentioned that the Peer Review Committee members reaffirmed their commitment to completing the review of the applications by October 4, 2006; but their ability to complete the review is dependent upon the number of applications, the complexity of the proposals, and the time frame for having access to the proposals.  Since the proposals were received in various formats, a recommendation was made to contact each of the applicants to ask them to send the proposal electronically in the recommended format so that the Peer Review Committee has the applications by July 21, 2006 or as soon as reasonably possible.   The Committee discussed the time frame that would be necessary to award funding to the successful applicants by the end of the calendar year.   A motion was made but failed due to a lack of a second to schedule an additional meeting in either late July or early August to continue with the discussion of processing of the grants.  It was noted that there is not sufficient time to schedule an additional meeting so soon.  Since the processing of the funding would take between 6 to 8 weeks, there was consensus that decisions on awarding the funding should be made by the Advisory Committee no later than the end of October.  The committee members agreed to begin the October meeting at 8:30 a.m. rather than scheduling additional meeting dates in October.  Several committee members expressed the desire to obtain copies of the proposals as soon as possible to familiarize themselves with the proposals since the time frame between receiving recommendations from the Peer Review Committee and making decisions on the awards is accelerated.  Dr. Krause questioned whether the Advisory Committee members should be reviewing the entire application package, especially if there is a potential conflict of interest with a specific application.  Dr. Canalis indicated that the Advisory Committee members would not likely review the entire package but rather familiarize themselves with the applications before having to make the final awards.


Dr. Wallack questioned whether the Peer Review Committee members are aware of any recommendations by the Advisory Committee relative to funding for each of the categories.  He stated that he recollects having a discussion about limiting the number of core facilities during this round to two and no more than four hybrids, which includes core facilities.  Dr. Galvin stated that he and several Advisory Committee members met with the Peer Review Committee members at the International Society of Stem Cell Research Annual Meeting and Symposium and there was no discussion with the Peer Review Committee members about a rationing or distributive system with the grants.  Dr. Genel reiterated a suggestion made at the June meeting to consider establishing funding parameters or guidelines for each of the categories of grant awards.  He stated that in his opinion establishing parameters would help to prioritize, especially for the initial funding round.  Dr. Genel stated that the guidelines would be general and subject to change as the process evolves.  Suggestion was made to reopen the discussion on establishing guidelines for each of the categories of grant awards for consideration at the August meeting.    


It was noted that the members of the Peer Review Committee indicated the desire to go beyond their statutory authority.  The Peer Review Committee’s statutory authority is to assist with scientific review process.  Commissioner Galvin noted that the Peer Review Committee has agreed to rate and rank each proposal separately using a process that is similar to the NIH process.  They will also provide the Advisory Committee with a written summary of their review.  Commissioner Galvin reminded the panel that the charge of the Advisory Committee is to advance stem cell research using human embryonic stem cell lines to produce income generating mechanisms in the future.  A question arose as to whether it would be appropriate to invite a member of the Peer Review Committee to meet with the Advisory Committee to provide guidance on the Peer Review Committee’s rating and ranking.  Attorney Horn stated that she was not aware of any legal obstacles as long as the process is done publicly but will research the issue and confirm that there are no legal obstacles by the next meeting.  

The Advisory Committee members further discussed the review process.  Commissioner Galvin reminded the members that they would have to recuse themselves from any discussions and the vote on the applications with which they may have a financial interest.  In response to a question, it was noted that the names of the reviewers are public information; however, the reviewers of each specific application will remain anonymous.  Mr. Wollschlager discussed how he anticipates the review process to work.  He noted that at least two of the five reviewers will review each individual application, but the final scoring will be done by the entire committee.  The October 4, 2006 Peer Review Committee meeting will be held in public; however, when information that is exempt from public disclosure is discussed, the members will go into executive session to discuss the exempted material.  The Peer Review Committee will then forward a summary of each application along with their recommendations to the Advisory Committee.  Mr. Wollschlager mentioned that he does not believe that the summaries will contain any information which is exempt from disclosure under the Connecticut Freedom of Information Act and therefore will be available to the public.  Unlike the NIH process, the applications that do not get funded will also be available for public disclosure.  It was noted that Connecticut Freedom of Information laws are different from federal laws.  Since this is different from the federal grant process, recommendation was made to notify the applicants that the summaries and portions of their applications may be available for public viewing.  Mr. Wollschlager mentioned that the applicants were asked to identify the information in their applications that they believe would be exempt from pubic disclosure under the Connecticut Freedom of Information Act and to explain why they believe the information is exempt.  Since a majority of the applications are from UCONN and Yale, there was consensus to send letters to each of the grants and contract offices of the various institutions explaining that the summaries from the Peer Review Committee and some of the material in the applications may be available for public perusal.   (Dr. Landwirth left the meeting during this discussion (2:00 p.m.)  
Other Statutory and Programmatic Responsibilities:

Mr. Wollschlager noted that the Advisory Committee has certain other statutory and programmatic responsibilities, including the promotion of stem cell research in Connecticut, the recruitment of stem cell businesses/scientists to Connecticut, and the development of a donated funds program.  With respect to the development of a donated funds program, Mr. Wollschlager mentioned that a donation has been received from a private individual, and there needs to be a mechanism for accepting donations.  He noted that suggestion was made at the last meeting to defer the assignment of working groups until the remaining members have been appointed to the committee.  Discussion ensued on marketing to raise additional funding from various foundations and charitable organizations.  One of the advantages is that these funds are not subject to administrative overhead.  There was consensus that the first step is to confer with the other states on a strategy for fundraising.  Suggestion was also made to look at the membership of the committee/subcommittees and to involve people who could provide financial benefit.  Commissioner Galvin, Dr. Wallack, Dr. Yang and Mr. Rakin agreed to serve on a committee to help with marketing and fundraising.  There was consensus to defer appointment for the other subgroups until the next meeting.  Advisory members were asked to contact Mr. Wollschlager with interest in certain areas or general expertise.   


Public Comments:


Commissioner Galvin invited public comments at this time.


Mr. Mandelkern stated that he would like some legal guidance on how and when the members should recuse themselves before consideration of the grant awards.  In response, Attorney Horn stated that she would provide an overview at the August meeting and the members will have to complete a form indicating where there may be a conflict of interest. 


Dr. Krause questioned whether a majority of the October 4, 2006 meeting of the Peer Review Committee will be held in executive session.  Attorney Horn reiterated that anything discussed that is exempt from public disclosure under the Freedom of Information Act will be conducted in executive session.  She noted that the members will vote to go into executive session and specify the reason.    

MOTION:  Upon a motion made by Dr. Canalis, seconded by Dr. Genel, the Advisory Committee voted unanimously in favor of adjourning the meeting at 3:40 p.m.








Respectfully submitted:








_________________________________________








Dr. Robert Galvin, Chair
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