

 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – March 16, 2010
A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, March 16, 2010, at the Connecticut Economic Resource Center, Brook Street, Building #4, Rocky Hill, Connecticut.

Call to Order:  In the absence of Dr. Galvin, Chairman of the Advisory Committee, Mr. Wollschlager called the meeting to order at 1:10 p.m.  Members present:  Richard H. Dees, Ph.D. (by phone); Gerald Fishbone, M.D; David Goldhamer, Ph.D.; Myron Genel, M.D. (by phone); Ronald Hart, Ph.D. (by phone); Ann Kiessling, Ph.D. (by phone); Robert Mandelkern; Paul Pescatello, J.D., Ph.D. (by phone); and Milton B. Wallack, D.D.S.  
Advisory Committee Members Absent:  Treena Livingston Arinzeh, Ph.D.; Ernesto Canalis, M.D, Ph.D.; Robert Galvin, M.D., M.P.H., M.B.A. (Chair); Stephen Latham, J.D., Ph.D.; Anne Hiskes, Ph.D.; and Saraswathi Nair, M.D.
Other Attendees: Isolde Bates (UCONN); Marianne Horn (DPH); Denise Leiper (DPH); June Mandelkern (Parkinson Rep. to Stem Cell Coalition); Chelsey Sarnecky (CI); Daniel Wagner (CI); Paula Wilson (Yale); and Warren Wollschlager (DPH).     
Opening Remarks
Mr. Wollschlager mentioned that Dr. Galvin had a meeting with the State Bond Commission and may not be able to attend the meeting.  He introduced Dr. Dees, Associate Professor of Philosophy at the University of Rochester, who was recently appointed as a member of the Advisory Committee.
Approval of Minutes – Advisory Committee Meeting of 11/17/09

Mr. Wollschlager asked the Advisory Committee members to consider the minutes from the November 17, 2009 regular meeting.  

Mr. Mandelkern mentioned that a discussion was held in November about Advisory Committee members being notified and invited to the subcommittee meetings.  He reminded staff to provide sufficient notice to the Advisory Committee members about the subcommittee meetings.

MOTION:
Upon a motion made by Dr. Fishbone, seconded by Mr. Mandelkern, the Advisory Committee members voted unanimously in favor of adopting the minutes of the November 17, 2009 meeting as presented (Dr. Genel was not present for the vote).

Update on Peer Review Process and Advisory Committee Review Process
Mr. Wollschlager explained that due to the state budget uncertainties, the Peer Review process for the 2010 grant applications had been delayed for several weeks, and the process was reengaged at the end of February.   Since the last Peer Review process, two members of the Peer Review Committee resigned and were replaced.  However, due to a medical situation, another Peer Review Committee member is unable to serve as a member for this round of grant reviews, and it is too late in the process to find a replacement.  Therefore, there will be 14 members reviewing the grant applications rather than 15.  As a result of the reduction and reassignment of the grants to the members of the Peer Review Committee, it appears that the peer review process will not be completed until the end of April.  It was noted that the nondisclosure forms and conflict of interest forms have been completed, and the process is moving along.  Mr. Wollschlager mentioned that in an effort to address some inconsistencies with the scoring between the two Peer Reviewers that occurred last year, the National Institute of Health (“NIH”) scoring system will be used by the Peer Reviewers.  The Advisory Committee members discussed a proposed timeframe for moving forward with the awarding of grants considering the Peer Review and state legislative timeframe.  It was noted that it would be difficult to allocate funds between the categories and prioritize without knowing how much funding will be available.  There was some consensus that a hotel does not have to be utilized for the grant review meeting day(s) and that the current meeting room or CI meeting room is sufficient.  Suggestion was made to provide lodging for the Advisory Committee members who need it and economize otherwise.  There was consensus to try to schedule the Advisory Committee grant review meeting for June 7 or 8, provided that the schedule works for Dr. Galvin.  The NIH scoring system will be provided to each of the Advisory Committee members.  The Advisory Committee members questioned whether the delay will cause any problems with continued funding for existing projects or whether the core projects will be affected.   It was noted that both core projects are funded through this fiscal year and will not be affected by the delay in the funding for the 2010 grant awards.  Plans can be finalized for the grant award meeting at the May 18 Advisory Committee meeting.  
MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Fishbone, the Advisory Committee members voted unanimously in favor of scheduling the Advisory Committee grant review meeting on June 7 and 8, 2010, depending on Dr. Galvin’s availability.  
Contract Update
Ms. Sarnecky mentioned that CI and DPH reviewed the contract from 2009 to make sure that it is consistent with the Request for Proposals issued for the 2010 grant funding round.  She stated that CI and DPH will work with the universities to make sure that there are no issues.  Any major issues will be brought back to the Advisory Committee. 
09SCAYALE-030 Horsley Reallocation Request
Ms. Sarnecky discussed the request by Dr. Horsley, principal investigator for grant recipient 09SCAYALE-030, for a reallocation of the salary of Dr. Tadeu, a postdoctoral fellow at Yale, to materials and supplies.  She mentioned that the reallocation of funds is approximately 22 percent.   Dr. Fishbone questioned whether unspent funds for a grant should be returned to the Stem Cell Research fund if the aims of a project have already been completed.  It was noted that in this case there were savings because of the fellowship award, and the principal investigator wants to purchase equipment and materials for aims of the project or to explore new things.  Several of the researchers indicated that with NIH grants, budget reallocations under $250,000 do not have to go back to NIH for approval, and some carryover is allowed.  It was noted that things change very frequently and there are always new avenues in the area of research.  Several of the researchers indicated that the Advisory Committee should be as flexible as possible in cases like this.  A suggestion was made and there was consensus to allow the reallocation of funding contingent upon the principal investigator providing a written paragraph in lay terms of the plan to utilize the funding.  Attorney Horn reminded the members that only those who do not have a conflict with the university can vote.
MOTION:
Upon a motion made by Dr. Kiessling, seconded by Dr. Goldhamer, the eligible Advisory Committee members voted unanimously in favor of authorizing the reallocation of funding for grant recipient 09SCAYALE-030, Horsley, principal investigator, contingent upon the principal investigator providing a written paragraph on how the funds will be utilized for the grant. 
09SCBUCHC-017 Li Reallocation Request

Ms. Sarnecky discussed the request from Dr. Li to appoint Dr. Srivastava as a co-principal investigator.  She mentioned that Dr. Srivastava will commit 1.2 person months or 10 percent effort to the project.  Dr. Srivastava’s effort will be cost shared from institutional funds.  
MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the eligible Advisory Committee members voted unanimously in favor of authorizing Dr. Srivastava to be added as co-investigator for grant recipient 09SCBUCHC-017 along with Dr. Li.  
06SCE01-Zhong No-Cost Extension
The Advisory Committee members discussed the request for a no-cost extension for grant recipient 06SCE01 beyond the length of the contract.  The principal investigator, Dr. Zhong, is asking for an extension of the hybrid grant until August 31, 2010.  Ms. Sarnecky mentioned that the overall expenditure for the projects has been very consistent with projections.  
MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Fishbone, the eligible Advisory Committee members voted unanimously in favor of authorizing a no-cost extension through August 31, 2010 for grant recipient 06SCE01, Dr. Zhong, principal investigator.  
06SCC04-Aguila No-Cost Extension

Ms. Sarnecky discussed the request for a no-cost extension for grant recipient 06SCC04.  The grant will end on April 4, 2010, and the principal investigator is requesting an extension through August 31, 2010.  The reasons for the request and a description of how the unobligated estimated balance will be utilized are detailed in the letter from Dr. Aguila, Dr. Rowe and Dr. Carroll from UCONN.  It was noted that the principal investigator has made sufficient progress with the project.  In response to a question about the number of times the principal investigator has requested changes, Ms. Sarnecky clarified that the principal investigator has received grant funding for many different projects, and not all of the changes requested were for this grant.  
MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Fishbone, the eligible Advisory Committee members voted unanimously in favor of authorizing a no-cost extension through August 31, 2010 for grant recipient 06SCC04, Dr. Aguila, principal investigator.  

06SCD02-UCONN/Wesleyan Core No Cost Extension
Ms. Sarnecky discussed the request for a no-cost extension for grant recipient 06SCD02, the UCONN/Wesleyan core project.  The core grant will end on April 4, 2010, and the principal investigator is requesting an extension through September 30, 2010.  Ms. Sarnecky mentioned that the estimated unobligated balance for UCONN is $65,000, and the unobligated balance for Wesleyan is approximately $20,233.  In addition to the no cost extension, Ms. Sarnecky mentioned that the principal investigator has requested a reduction in effort from 45 percent to 20 percent.  
MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the eligible Advisory Committee members voted unanimously in favor of authorizing a no-cost extension through September 30, 2010 and a reduction in effort from 45 percent to 20 percent for grant recipient 06SCD02, Dr. Xu, principal investigator.
Update on Ethics and Law Subcommittee
Attorney Horn noted that the Ethics and Law Subcommittee met on January 15, 2010  and discussed the status of approval by NIH of Connecticut hESC lines that have been submitted.  She mentioned that there was also discussion at the subcommittee meeting about the possibility of Connecticut ESCROs deciding that a line meets the Connecticut standards even if it is not approved by NIH.  Attorney Horn noted that a line may be acceptably derived if it developed out of state but cannot be used in Connecticut if a donor is compensated.  She indicated that staff will continue to monitor this situation and determine whether legislative changes may be necessary.  Attorney Horn mentioned that the subcommittee also discussed how other states regulate iPS research.   In response to a question, Attorney Horn stated that in order to receive federal funding, the researcher would have to follow NIH guidelines.
Mr. Mandelkern questioned how a determination was made about the composition of the Ethics and Law Subcommittee.  Attorney Horn indicated that it is her understanding that the subcommittees are comprised of both Advisory Committee members as well as non-Advisory Committee members in order to get additional expertise.  Mr. Wollschlager mentioned that the Ethics and Law Subcommittee has no voting ability but makes recommendations to the Advisory Committee.  It was noted that it is typical for subcommittee members of larger organizations to have outside members.    

Update on Grant Modification Subcommittee
Ms. Sarnecky mentioned that a Grant Modification Subcommittee meeting was held in January and several items were approved between the last Advisory Committee meeting held in November and the Grant Modification Subcommittee meeting held in January.  She stated that in the future, the Advisory Committee members will be notified of the meetings.  Ms. Sarnecky noted that a grant modification was inadvertently left off of today’s agenda, and a special telephonic meeting of the Grant Modification Subcommittee will be scheduled to consider the item.
Other Business
Dr. Wallack questioned whether the NIH process has been too lengthy and asked if the Advisory Committee could do anything to expedite the process and create more opportunities for federal funding for researchers in Connecticut.  In order to get started with the federal funding process, it was noted that the researcher may have to switch to NIH approved stem cell lines.  Dr. Hart indicated that NIH is making progress.  He mentioned that NIH is required to get sufficient information before they can approve stem cell lines.  It was noted that there are now more layers of detail and specificity required, and most lines will need new consent forms. Some concern was expressed with Connecticut losing momentum if it is not aggressive with accessing federal funding.  Mr. Wallack questioned again whether there is something that the Advisory Committee can do to move the NIH process along for Connecticut.  A suggestion was made to request an update from the submitters of the two stem lines to NIH.  Ms. Bates stated that she believes that the two stem cell lines are close to being approved.  
Attorney Horn reminded the Advisory Committee members about the filing of Annual Financial Interest Statements, which are due to the Office of State Ethics by May 1, 2010.  

Mr. Wollschlager mentioned that an applicant for the 2010 grant funding round submitted his/her application in a dual column format rather than the typical single column format.  He noted that the Request for Proposals does not specify that the application must be in single column format.  Since there is no specific prohibition of a double column format and the application seems to follow the other formatting requirements, there was consensus that the application can be accepted for review by the Peer Review Committee.  
For the May 18 meeting, the Advisory Committee members asked for an update on the Connecticut Stem Cell lines and that UCONN, Yale and Wesleyan provide an update on how many requests have been made to NIH about embryonic stem cell lines.  A question arose as to whether there is a mechanism to track what is being sent to NIH and approved so that there are no overlaps or double funding.  Attorney Horn indicated that this issue could be addressed in the next Request for Proposals.  Mr. Wollschlager mentioned that other states have more aggressive auditing processes.
Public Comments
There were no public comments.

Adjournment:

MOTION:  Upon a motion made by Dr. Wallack, seconded by Dr. Fishbone, the Advisory Committee members voted unanimously in favor of adjourning the meeting at 2:40 p.m.







Respectfully submitted:




















_____________________







Dr. Robert Galvin, Chair
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