
 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – September 18, 2007

A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, September 18, 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 1:04 p.m. by Commissioner Robert Galvin, Chair.  Members present:  Robert Galvin, M.D., M.P.H. (Chair); Gerald Fishbone, M.D.; Myron Genel, M.D., Ph.D.; Paul Huang, M.D, Ph.D (by phone); Charles Jennings, Ph.D; Ann Kiessling, Ph.D; Julius Landwirth, M.D., J.D; Stephen Latham, J.D., Ph.D.; William Lensch, Ph.D; Robert Mandelkern; Kevin Rakin; Amy Wagers, Ph.D (by phone); Milton B. Wallack, D.D.S; and Xiangzhong (Jerry) Yang, Ph.D.  Absent:  Ernesto Canalis, M.D. 
Other Attendees:  Isolde Bates (UCONN), Dave Collins (Associated Press), Marianne Horn (DPH), Denise Leiper (DPH), Marc Lalande (UCONN), David Manaker (National Spinal Cord Injury Group, Connecticut Chapter), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Nancy Rion (CI), Henry Salton (Attorney General’s Office), Chelsey Sarnecky (CI), Emily Smith (CI), Lynn Szach (UCONN), Lynn Townshend (DPH), Paula Wilson (Yale University), and Warren Wollschlager (DPH).  

Opening Remarks
Ms. Rion regrettably announced her impending resignation from state service.  She indicated that she was honored to serve the Advisory Committee and its members.  On behalf of the Advisory Committee, Dr. Galvin thanked Ms. Rion for her guidance and input and noted that she would be greatly missed.  
Dr. Galvin mentioned that the Department of Public Health (“DPH”) has been looking at long-term management issues for DNA banking, cord blood and stem cell research.  He mentioned that DPH is considering reorganizing some of the positions at DPH and is investigating the expertise needed for DPH to continue to be involved with stem cell research, DNA banking and cord blood initiatives.  Dr. Galvin noted that DPH does not currently have scientists skilled in cellular functions or the expertise needed to help measure success with these initiatives.    
Review of Minutes –Advisory Committee Meeting – 6/19/07

Dr. Galvin asked the Advisory Committee members to peruse the proposed minutes from the July 17, 2007 regular meeting.  

There was consensus to make the following amendment:

· Change the spelling of the name “Townshend” throughout the minutes.
MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Genel, the Advisory Committee members voted unanimously in favor of adopting the minutes of the July 17, 2007 meeting as amended.  Dr. Latham was not present for the vote.
UCONN Seed Proposal 06SCA26
Ms. Rion briefly summarized the discussions previously held on UCONN Seed Proposal 06SCA26.  In November 2006, the Advisory Committee voted to fund proposal 06SCA26 in the amount of $200,000 with Dr. Xu as principal investigator.  Before the contract was signed, Dr. Xu left his position at UCONN.  UCONN presented a proposal to request that Dr. Xu be replaced.  In May 2005, the Advisory Committee discussed several options, and voted in favor of authorizing a substitute of the principal investigator for seed grant application 06SCA26.  In June, the Advisory Committee asked Dr. Yang to clarify some issues and provide additional factual information.  At that meeting, 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.  Dr. Yang also indicated at the June 2007 meeting that Jason Gibson, a graduate student, will also be working on this project and will have the same responsibilities as listed in the original proposal.  It was noted that due to a lack of a quorum of members eligible to vote, the matter was tabled at both the June and July Advisory Committee meetings.  Since the August Advisory Committee meeting was cancelled, approval is now being sought to move forward with proposal 06SCA26.  

MOTION:
Upon a motion duly made and seconded, the Advisory Committee members voted in favor of authorizing a substitute of the principal investigator for proposal 06SCA26 “Generation of Insulin Producing Cells from hESCs,” as proposed.  VOTE:  9-0-3 (Genel, Landwirth, Mandelkern, Rakin, Wallack, Kiessling, Lensch, Huang and Fishbone in favor; 0 opposed; Galvin, Yang, and Jennings abstained).  Dr. Wagers and Dr. Latham were not present for the vote, and Dr. Canalis was absent from the meeting.  MOTION PASSED.  

Yale Seed Proposal 06SCA02
Ms. Rion explained that the Request for Proposals application indicates that budgets from applicants may include indirect costs which may not exceed 25 percent of the modified total direct costs.  Reallocation of more than 10 percent of the annual budget requires the approval of Connecticut Innovations, and reallocation of more than 20 percent of the annual budget also requires approval of the Advisory Committee.  Ms. Rion described the modifications presented by Yale with respect to seed proposal 06SCA02.  She noted that the principal investigator of proposal 06SCA02 inadvertently left out indirect costs from her proposal, and the proposed modification is to decrease the grant amount by 25 percent for indirect costs.  Ms. Rion stated that this modification requires approval by the Advisory Committee.  In response to a question, it was noted that Dr. Joan Huang is the principal investigator, which has not been changed from the original proposal.  Ms. Rion explained that even though the modification would reduce the grant award by 25 percent, the letter from Yale indicates that the principal investigator will still meet all of her milestones.  

Questions arose as to what would happen if CI does not grant the modification.  A question also arose as to whether the numbers in the applications should be reviewed and confirmed to ensure they are correct.  After discussion, there was consensus that the grants office for the applicants should be reviewing the applications for accuracy.  In this case, the Yale grants office should have caught the error before submitting the proposal to the Advisory Committee.  Suggestion was made to negotiate this issue further with Yale rather than penalizing the junior principal investigator.  Since this appears to have been an honest mistake, suggestion was made to approve the modification and warn the universities that in the future these types of mistakes would not be tolerated.  Some concern was expressed with setting a precedent.  Further concern was expressed with the young principal investigator having to complete the work proposed with 75 percent of the resources.  Dr. Galvin reminded everyone that these are taxpayer dollars and that the Committee has a responsibility for protecting the taxpayers’ investment and justifying what was done.  
Attorney Salton noted that there is a signed contract with Yale, and Yale must proceed as proposed in the contract unless modifications are appropriately approved.  It was noted that indirect costs are not required; and if indirect costs are not included in the contract, it could be assumed that the indirect costs are being absorbed by the university or another agency.    

Ms. Rion thanked Ms. Wilson from Yale University for putting together a template for budget reporting and modifications.  The template has been worked out with both Yale and UCONN, and any modifications will be submitted and reported in the manner provided in the template.  Ms. Rion requested that comments or concerns about the template be provided so that appropriate adjustments can be made accordingly.  

MOTION:  Upon a motion duly made and seconded, the Advisory Committee members voted against the budget modifications provided by Yale University for proposal 06SCA02 “Function of the Fragile X Mental Retardation Protein in Early Neural Development,” Yale, Huang, principal investigator, in the amount of $200,000.  VOTE:  3-6-3 (Mandelkern, Rakin, Wallack IN FAVOR; Jennings, Kiessling, Lensch, Huang, Fishbone and Yang AGAINST; Galvin, Genel, and Landwirth ABSTAINED.  Dr. Wagers was not present for the vote, and Dr. Canalis was absent from the meeting.  MOTION FAILED.  

Preceding the vote on the motion, Mr. Mandelkern made a motion to amend the original motion by approving the 25 percent modification but recognizing that a mistake was made by the Yale University grant office and warning Yale that this type of mistake would not be tolerated in the future.  The motion failed due to a lack of a second.
It was the sense of the Advisory Committee members that a budget modification of about 10 percent for proposal 06SCA02 would be acceptable and could be handled through CI.  
A question arose as to whether changes were necessary to amend either the contract or Request for Proposals (“RFP”) to prohibit direct costs from being transferred to indirect costs.  There was consensus that changes are not necessary because indirect costs are capped at 25 percent in the RFP, and these amounts are reported in the semi-annual reports required to be filed by the applicants.  
A suggestion was made to include “indirect costs” on the check list that was prepared to be used while reviewing the grant applications.  Several members stated that it was not the responsibility of the Advisory Committee to ensure that the applicants include “indirect costs.”  


Report on Letters of Intent
Ms. Rion reported on the results of the Requests for Letters of Intent from potential applicants interested in applying under the second round of funding for grants for stem cell research.  Eighty-seven letters of intent have been received, requesting approximately $45,000,000 of the $10,000,000 available.  Last year, 75 letters of intent were received for $20,000,000 of available funding.  Ms. Rion and Dr. Galvin recognized Dr. Lalande for encouraging submissions of letters of intent from UCONN.  Ms. Rion summarized that 60 letters of intent were received from UCONN, 15 from Yale, 6 from companies and 4 from foundations.  Ms. Rion summarized the categories of potential proposals, noting that several of the proposals would collaborate with organizations out of state or the country.  She stated that the issue about collaborative relationships should be discussed by the Advisory Committee to determine how much can be subcontracted out of the state and/or country.  Ms. Rion stated that one of the letters of intent was from an Embryonic Stem Cell Research Oversight (“ESCRO”) committee that is looking for seed grant funds to help look at policy and educational initiatives.  Mr. Mandelkern noted that there is three times as much interest as last year, requesting approximately four and a half times as much funding with only half as much funding available.  He stated that these results are a great measure of the success thus far.  Mr. Mandelkern mentioned that one of the goals was to encourage seed grant proposals, and there are over 50 letters of intent from that category.  One of the other goals was to encourage companies to apply, and six letters of intent were received from companies for this round of funding compared with two during the first round of funding.  In response to a question about Yale’s interest in this round of funding, it was noted that Yale used a different approach and is encouraging researchers to combine their work rather than submitting independent projects and applications.  Ms. Rion indicated that it is likely that a large number of applicants from the first round will resubmit revised proposals under this round.
Dr. Kiessling noted that California funds a much higher percentage of the applications received for grant funding.  She suggested that the legislature be made aware that the Advisory Committee received letters of intent requesting $42,000,000 of grant funds.  Dr. Kiessling stated that requests should be made to the legislature to increase the funding to at least half of what is being requested.  Dr. Galvin noted that the issue can be brought up even though it is a short legislative session.    
In response to a question, Ms. Rion indicated that the RFP specifies that proposals have to be submitted by Connecticut entities but does not address whether the applicant can subcontract to someone outside of Connecticut.  Attorney Salton stated that the statute indicates, among other things, that grants-in-aid should be provided to eligible institutions for the advancement of embryonic or human adult stem cell research in the State of Connecticut.  He added that the most recent RFP defines eligible applicants as having its primary location in Connecticut.  It was noted that an opinion may have to be sought on how much work can be subcontracted out of the State of Connecticut.  Attorney Salton recommended getting an opinion if necessary after formal applications have been received.  Dr. Lalande from UCONN Health Center was invited to comment on three potential proposals that may be submitted by UCONN which involve collaboration out of the country.  
Dr. Galvin reiterated the need to have a philosophy and strategy.  He noted the desire for Connecticut to be the successful state to move stem cell research forward.  

Peer Review Appointments
Mr. Wollschlager explained that through a legislation amendment, Peer Review Committee membership has been increased up to 15 depending on the workload.  He stated that since the volume of letters of intent has increased from the first round of funding, it is recommended that the membership be increased to the full 15 members.  To date, three of the existing five Peer Reviewers have indicated an interest.  Advisory Committee members were encouraged to submit potential names to appoint to the Peer Review Committee.  A question arose as to whether it would be appropriate to provide incentives or some type of reimbursement for the Peer Reviewers.  Dr. Kiessling mentioned that the reimbursement rate for the National Institutes of Health for participating in a study section is $150 per day.  Dr. Lensch indicated that in Rhode Island, the Peer Reviewers receive $100 per grant.  A question arose as to whether reimbursement would set a precedent for other unpaid volunteers in Connecticut.  


Advisory Committee Appointments and Vacancies
Mr. Wollschlager mentioned that there are currently two vacancies on the Board and a third on or after October 1, 2007.  Dr. Lensch indicated that he has declined to be considered for reappointment to the Advisory Committee.  He stated that it has been an honor to serve with each of the other members and that he has learned valuable things from everyone.
Dr. Galvin thanked Dr. Lensch for his contributions, patience, forbearance, and wisdom.  He presented and read a resolution from Governor Rell recognizing the efforts and contributions by Dr. Lensch and proclaiming September 18 as Dr. William Lensch Day in Connecticut.  

Subcommittee Reports


Ethics and Law Subcommittee:  Dr. Landwirth indicated that the subcommittee met last Friday and discussed a concern with respect to the lack of public education about stem cell research in Connecticut.  He expressed the need to be as transparent as possible.  Dr. Landwirth mentioned that the Ethics Subcommittee talked with Laura Grable who has experience with developing public education programs, and the Ethics Subcommittee hopes to discuss more ideas with Ms. Grable in the future.  He noted that Ms. Grable mentioned that Connecticut researchers are now sharing technical expertise and information and collaborating more.   Dr. Landwirth indicated that the subcommittee discussed the concern about ESCRO committee oversight for small commercial companies.  He noted that the Advisory Committee has the right to ask questions about the quality and type of ESCRO.  Dr. Landwirth mentioned that CURE may be interested in helping those companies that do not have an established ESCRO and do not have the financial resources to form an ESCRO.  He stated that the subcommittee also discussed boundaries of ESCROs and how far down the line ESCROs have an oversight responsibility.  Dr. Latham explained some of the specific areas questioned (i.e. when it is known that a human embryo is destroyed for research to go forward and chimeric experimentation).  

Fundraising Subcommittee:  Dr. Wallack mentioned that over the last several months, the Subcommittee has been looking to see where the opportunities may be for fundraising and for developing relationships.  He discussed the importance of industrial collaboration and talking to corporations that may be interested in working with the Advisory Committee.  Efforts are being made to identify and access funds from various advocacy organizations.   Dr. Wallack noted that strong efforts were made during the last legislative session to increase funding to $20,000,000.  Even though the efforts were not successful, efforts will continue for the next session.  Dr. Wallack mentioned that efforts should be made to investigate the potential for bonding for funding.  The subcommittee will continue to develop a list of potential contributors.  As reported in July, Dr. Klein from California is interested in coming to Connecticut to give presentations on possible ways to fund the Connecticut Stem Cell Research Program.  Dr. Wallack noted that there should be opportunity for industrial collaboration at the event being held on October 24-25, 2007 by the Interstate Alliance for Stem Cell Research that is chaired by Mr. Wollschlager.  The event will be held at the British Consulate in Cambridge, MA.   Dr. Galvin noted that there have been some very promising discussions with corporations.  He reiterated that when things get further along, more companies and foundations will be eager to jump on board.  Dr. Wallack noted that both UCONN and Yale have indicated the desire to work with the Advisory Committee on industrial collaboration.  Mr. Mandelkern suggested that all Advisory Committee members be notified of meetings with various companies and/or the legislature.

Strategic Planning Subcommittee:  Dr. Jennings reported that the Subcommittee spent a great deal of time over the summer revising and finalizing the RFP for the second round of funding.  He reminded the Advisory Committee members about issues that need to be discussed such as short-term strategic issues, how to measure the effectiveness of the program, and how to set benchmarks.  Another issue to consider is to define how the Advisory Committee and State of Connecticut can add value over and above what is already being done.  Suggestion was made to establish a contact group between the Advisory Committee and the grant recipients so that the researchers have more input with the value provided by the Advisory Committee.  Dr. Jennings questioned whether a portion of the grant funds can be utilized to fund these types of groups.  He mentioned that another issue to consider is whether funds can be used to establish a program for undergraduate students interested in stem cell research.  Mr. Mandelkern suggested that the strategic planning subcommittee members meet and discuss these issues before bringing recommendations to the full Advisory Committee.  
Dr. Kiessling mentioned that while researching for a review that she is writing, she discovered that for the first time beginning in 2005, states are funding basic science research and are no longer relying on federal funding.  It was suggest that the Advisory Committee consider a broader view about strategy planning and determine the sources and support from administration with respect to biomedical research in Connecticut (i.e. focusing on basic science versus applied research).  


Stem Cell Conferences Reports and Announcements

Mr. Wollschlager mentioned that the United Kingdom government is interested in developing a transatlantic delegate with California, Texas, Maryland and Connecticut and has invited a 12-person delegate to meet in the United Kingdom.  Connecticut will be represented by Commissioner McDonald from the Department of Economic and Community Development, Mr. Pescatello from CURE, and Dr. Lalande a leading researcher at UCONN.   Dr. Galvin mentioned that Mr. Simmons, Governor Rell’s business advocate, is working on putting together some strong incentives to encourage businesses to move to Connecticut.  
Dr. Yang reported that the international symposium on stem cell research will be held in Shanghai on November 9, 2007.  He reiterated that Mr. Klein from California is actively promoting international collaboration on stem cell research.
Dr. Lensch mentioned that he will be attending the annual Aspen Health Forum in October 2007 to discuss emerging and persistent health issues.  

Public Comments
Mrs. Mandelkern stated that a stem cell summit will be held in Boston in October and that Dr. Wagers will be one of the panel leaders and moderators.  Dr. Wagers indicated that she will be chairing a session on aging.  
Ms. Wilson mentioned that in August, the Yale Stem Cell Research Program was moved to the new Amistad Building.  She stated that the core facility is up and running and growing two stem cell lines.  Everyone was invited to attend an open housing scheduled for October 5, 2007.  Ms. Wilson thanked the Advisory Committee members and noted that she is very grateful for what has been done to get Yale started. 
Mr. Manaker questioned whether there is a sense of any results from providing the grant funding.  In response, Dr. Galvin noted that it is much too early to see outcomes.  He stated that a good portion of the first six months is getting the funding out and that he does not expect to see any results within the first several years.  Dr. Fishbone noted that the public should be made aware that even though there may not be major breakthroughs, the research provided as a result of the grant funding is very important.

Other Business
Ms. Rion noted that in October, semi-annual reports will be submitted from the grant recipients.  She questioned how much information the Advisory Committee would like to review.  Ms. Rion stated that typically, the first sixth month report does not have a lot of content and not much money has been spent.  After discussion on the matter, there was consensus to have Ms. Rion provide a short narrative for projects that received more than $200,000 in grant funding.  

Dr. Galvin stated that the Advisory Committee should consider an evaluation process for what is being done and suggested that a methodology be developed for measuring success.  The Strategic Planning Subcommittee will look into an evaluative process to measure success and possibly draft a plan for the next meeting.  In response to a question as to whether the principal investigators should be polled about results, Ms. Rion indicated that the first year progress reports specify milestones, specific goals, publications, patents, outcomes, etc.  These reports should be delivered in March 2008.  Ms. Rion noted that in other programs, peer reviewers are asked to help evaluate the effectiveness of a program or project.  

MOTION:  Upon a motion duly made and seconded, the Advisory Committee voted unanimously in favor of adjourning the meeting at 4:15 p.m.







Respectfully submitted:



















_____________________






Dr. Robert Galvin, Chair
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