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 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday –  March 18, 2008
A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, March 18, 2008, at the Connecticut Economic Resource Center, Brook Street, Building #4, Rocky Hill, Connecticut.
Call to Order:  Noting the presence of a quorum, Robert Galvin, Chairman of the Advisory Committee, called the meeting to order at 1:12 p.m.  Members present:  Ernesto Canalis, M.D. (by phone); Robert Galvin, M.D., M.P.H. (Chair); Gerald Fishbone, M.D; Myron Genel, M.D., Ph.D. (by phone); Paul Huang, M.D., Ph.D. (by phone); Charles Jennings, Ph.D.; Ann Kiessling, Ph.D. (by phone); Julius Landwirth, M.D., J.D.; Stephen Latham, J.D., Ph.D.; Treena Livingston Arinzeh, Ph.D.; Robert Mandelkern; Amy Wagers, Ph.D.; and Milton B. Wallack, D.D.S.  Absent:  Xiangzhong (Jerry) Yang, Ph.D.

Other Attendees:  Pamela Hartley (CI), Marianne Horn (DPH), Denise Leiper (DPH), David Manaker (National Spinal Cord Injury Group, Connecticut Chapter), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Henry Salton (Attorney General’s Office), Lynn Townshend (DPH), Paula Wilson (Yale University), and Warren Wollschlager (DPH).  

Opening Remarks
Dr. Galvin on behalf of the Advisory Committee extended gratitude for Mr. Rakin’s service and contributions as a member of the Advisory Committee.  Mr. Rakin recently resigned as a member of the Advisory Committee because of other duties and potential conflicts.  
Mr. Wollschlager mentioned that Dr. Yang also submitted a letter of resignation as a member of the Advisory Board while he seeks medical treatment in China.  He noted that clarification is being sought from Dr. Yang to determine whether Dr. Yang will be communicating his resignation directly to his appointing authority.  On behalf of the Board, Dr. Galvin and Mr. Mandelkern acknowledged the work and contributions provided by Dr. Yang.  

Mr. Wollschlager will ensure that proclamations are provided to the members who resign from the Advisory Committee. 

Review of Minutes –Advisory Committee Meetings 2/19/08
Dr. Galvin asked the Advisory Committee members to consider the minutes from the February 19, 2008 regular meeting.  

In response to a question, Attorney Horn clarified that the issue discussed on page 2 of the minutes was whether the additional positions in the Governor’s proposed budget for the Department of Public Health (“DPH”) were to help offset the deficit for administration of the Stem Cell Research program.  Dr. Galvin confirmed that the additional positions proposed in the state budget for the DPH will not be utilized at all for the administration of the Stem Cell Research program.
After discussion, there was consensus to make the following change to the minutes:

· Page 7, under public comments, first paragraph, in the last sentence delete all of the language after “risk.”
MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Wallack, the Advisory Committee members voted unanimously in favor of adopting the minutes of the February 19, 2008 meeting with the amendment suggested above.  Dr. Kiessling, Dr. Genel and Dr. Jennings were not present for the vote.


· 
· 
· 

Update on Receipt of 2006 Annual Reports 
Ms. Hartley mentioned that to date CI has received one annual fiscal report and no annual technical progress reports.  She noted that a majority of the reports are due April 2, 2008 for the 2006 grants.  When the annual fiscal reports and annual technical progress reports have been received, copies will be forwarded to the pairs of Advisory Committee members assigned to review them.  The Advisory Committee members were asked to signoff and submit the forms provided to CI.  




Update on Royalty Reports Received 
Ms. Hartley stated that all of the royalty reports that were due have been received.  She indicated that no royalties are due on any of the projects that received grant funding.  

Update on 2008 Grant Review Process
Ms. Hartley mentioned that peer review reports were sent to the Advisory Committee members via e-mail on Thursday, March 13.  A summary of the scores will be sent out within the next several days.  In response to a question, Mr. Wollschlager explained that where possible the two peer reviewers tried to come to consensus with the scores.  When there was divergence, the scores were determined by averaging the two individual peer reviewer scores.  Mr. Wollschlager noted that the ultimate scores received full approval of the Peer Review Committee.  He mentioned that there was a discrepancy with one of the scores in the document that was e-mailed compared with the actual rating and ranking.  With respect to Application 08-SCA Seed Proposal #013, the narrative score should be 2.75 rather than 2.60.  Mr. Mandelkern noted that additionally Application 08-SCA proposal #017 should be listed as UCHC rather than UCONN.   Written confirmation about the corrections will be sent to each of the Advisory Committee members.

Mr. Wollschlager noted that the Peer Review Committee members were very thankful for the legislature expanding the size of the committee, thereby reducing the workload of each individual member.  Mr. Wollschlager mentioned that the Peer Review Committee members noted that Connecticut is the only state that does not compensate peer reviewers.  Dr. Galvin suggested approaching the legislature again about compensating peer reviewers.  
Ms. Hartley noted that proposals are accessible to all Advisory Committee members through the CI Website.  
Ms. Hartley reviewed the proposed time allotments for each of the categories of grant proposals.  She noted that the proposed schedule is very similar to what was done during the last round of grant funding.  Ms. Hartley explained that seed proposals will be reviewed first. One minute will be allotted for description and discussion on the proposals that received a Peer Review score of 2.5 or higher.  Four minutes will be allotted for the proposals that received a Peer Review score of less than 2.5.  The proposals will be put into preliminary “fund,” “not fund” or “maybe fund” categories.  After all of the seed proposals have been preliminarily considered, the “maybe” and “fund” category proposals can be discussed further with a four minute time frame for each proposal.
A similar process will follow for the group and core facility grant proposals.  However, 14 minutes will be allotted for the description and discussion of each of the proposals.  

The established investigator proposals that received a Peer Review score of 2.5 or higher will be allotted 1 minute each for description and discussion.  The established investigator proposals with Peer Review scores below 2.5 will be allotted five minutes for description and discussion. After all of the established investigator proposals have been preliminarily considered, the “maybe” and “fund” category proposals can be discussed further with a four minute time frame for each proposal.
Noting the high scores for the group and core facility proposals, Mr. Mandelkern suggested that the time frame for reviewing those proposals be shortened so that time for other worthy proposals can be used as judiciously as possible.  After short discussion on this issue, there was consensus to keep the time allotments as proposed.  The Advisory Committee members agreed with the proposed order and time allotments.

Ms. Hartley asked the Advisory Committee members to bring copies of the proposals that they were assigned to review to the meeting on March 31 and April 1.  If members want to have Internet access for their laptops, they should contact Ms. Townshend by Thursday, March 20, 2008.















Due Diligence for Private Applicants
Mr. Hartley noted that at the February meeting the Advisory Committee members discussed the possibility of extending due diligence for private applicants.  However, a decision was not made on how to proceed; and due to the timing of the grant review process, it is unlikely that additional due diligence will be performed prior to the March 31 meeting.  Ms. Hartley asked for guidance on how to proceed.  She provided a list of potential due diligence items for private applicants for the Advisory Committee members to consider.  Ms. Hartley will e-mail the list to the members participating via phone.  Attorney Horn reviewed the list of proposed items for consideration, which includes but is not limited to the applicant’s certificate of incorporation, articles from the Secretary of State, evidence of sufficient liability insurance, previous year’s financial statements and/or annual report, the business plan, verification of the number of Connecticut versus out-of-state employees, names of investors in the applicant organization and amount they have invested, and background checks on principals.  Attorney Horn explained that Advisory Committee input on these items would be helpful to expedite the process if private applicants get funded.  There was consensus that the proposed due diligence items are not onerous and should be readily accessible or easy for the applicant to obtain.  Additionally, there was consensus to wait on the additional due diligence items for private applicants until after the grant awards have been made.  Dr. Galvin suggested using one of the business schools from one of the universities to help read through the business plans.  Attorney Horn suggested that these items be included in the next iteration of the Request for Proposals.  
In response to a question, Attorney Horn noted that the Peer Review statements are considered privileged and confidential and available to only the Advisory Committee members until the final grant decisions are made. Following the awarding of grants, the statements will be made available to anyone who requests them.  The Advisory Committee members were instructed to forward requests for any information to the DPH or CI so that any potential proprietary information can be culled out. 
Subcommittee Report
Ethics and Law Subcommittee:
Dr. Latham stated that as previously discussed, the functions and duties of the Contract Subcommittee will be rolled into the functions of the Ethics and Law Subcommittee.  He mentioned that the Ethics and Law Subcommittee met last week with CI’s counsel to review existing agreements, including the Assistance Agreement.  The subcommittee concluded that it would be advantageous to make certain changes to the agreements, particularly in light of the Advisory Committee potentially providing grant funding for private entities.  Dr. Latham explained that the subcommittee concurred with adding language to the documents regarding representations and warranties for maintaining a Connecticut presence.  Dr. Latham stated that another issue discussed by the subcommittee was about adding specific language to resolve the issue with potential funding gaps, especially for private awardees.  The last issue discussed by the subcommittee was the requirement of internal audits.  Dr. Latham explained that internal audits could be cost prohibitive for small private companies and alternatives were discussed.  He mentioned that a meeting has been scheduled for Thursday, April 3, to look at the Royalty Agreement which may have to be structured differently for private entities.  
A question arose regarding consideration of Embryonic Stem Cell Research Oversight (“ESCRO”) or Institutional Review Board (“IRB”) oversight for private companies that do not have ESCRO or IRB oversight.  Dr. Galvin noted that there is pending legislation that would require private entities to have acceptable ESCROs.  

Dr. Wallack questioned whether anything further had to be done with legislation or anything else as a result of reprogramming of differentiated cells since some of the new applications may include reprogramming of differentiated cells.  Attorney Horn will look into this issue further.  
Strategic Planning Subcommittee:

Dr. Galvin noted that Dr. Latham has agreed to serve as chair of the Strategic Planning Subcommittee.  Dr. Latham mentioned that a meeting will be scheduled soon after the grant awards are determined.  Mr. Wollschlager noted that the intent is to include stakeholders outside of the Advisory Committee as members of the Strategic Planning Subcommittee (i.e., representatives from CASE, CURE, the universities, etc.).  




Target Dates
The target date for reviewing and approving or disapproving the annual reports for most of the projects funded with 2006 grant funds is May 20, 2008.  Ms. Hartley mentioned that representatives from each of the universities were contacted about the potential gap in funding, and all indicated that they would either utilize the carry over of unused funding from year 1 or would preaward spend.    

The Advisory Committee members discussed potential ways to increase in-person attendance at meetings.   Noting some of the technical difficulties that have occurred, Dr. Galvin stated that CI and DPH will make every effort in the future to ensure the telecommunications and electronics issues are worked out.  He noted the importance of having a meaningful agenda, especially for the members who have a distance to travel.  Dr. Galvin suggested the possibility of reducing the number of meetings in the future.  Mr. Wollschlager suggested setting up video conferencing sites throughout the state and possibly one in Massachusetts.  In response to a concern expressed with video conferencing and teleconferencing versus meeting in-person, Dr. Galvin noted that it was very important for in-person meetings in the beginning when the Advisory Committee was established and the Request for Proposals and other important documents were being created.  However, in order to obtain experienced members, Dr. Galvin noted that some of the members are from out of state; and with the frequency of the meetings, it is difficult for all members to travel and attend in person.    































Public Comments

David Manaker noted that the Christopher Reeve’s Foundation recently announced 16 grants totaling $2,000,000.  He provided copies of the sketches for each of the projects.  Mr. Manaker stated that it is hopeful that some of the Connecticut grant recipients can collaborate with the recipients of projects that received grant funding through the Christopher Reeve’s Foundation.  
MOTION:  Upon a motion made by Dr. Genel, seconded by Dr. Wallack, the Advisory Committee members voted unanimously in favor of adjourning the meeting at 2:17 p.m.







Respectfully submitted:



















_____________________






Dr. Robert Galvin, Chair
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