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 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Special Meeting

Wednesday – July 23, 2008
A special telephonic meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Wednesday, July 23, 2008, at the office of Connecticut Innovations, Inc., 200 Corporate Place, Rocky Hill, CT.
Call to Order:  Dr. Galvin, Chairman of the Advisory Committee, called the meeting to order at 1:07 p.m.  Members present:  Treena Livingston Arinzeh, Ph.D. (by phone); Ernesto Canalis, M.D (by phone); Gerald Fishbone, M.D (by phone); Robert Galvin, M.D., M.P.H., M.B.A. (Chair) (by phone); Myron Genel, M.D., Ph.D. (by phone); Paul Huang, M.D., Ph.D (by phone); Ann Kiessling, Ph.D. (by phone); Stephen Latham, J.D., Ph.D. (by phone); Robert Mandelkern (by phone); Paul Pescatello, J.D., Ph.D. (by phone); and Milton B. Wallack, D.D.S (by phone).  Absent:  Julius Landwirth, M.D., J.D; and Amy Wagers, Ph.D.

Other Attendees:  Marianne Horn (DPH) (by phone); Denise Leiper (DPH) (by phone);  Marc Lalande (UCHC) (by phone); Chelsey Sarnecky (CI); Lynn Townshend (DPH) (by phone); Dan Wagner (CI); Paula Wilson (Yale University) (by phone); Warren Wollschlager (DPH) (by phone);  
Review of Minutes

Dr. Galvin asked the Advisory Committee members to consider the minutes from the June 17, 2008 regular meeting.  

Dr. Fishbone suggested making an amendment on page 8, to change the initials (“IPS”) to (“iPS”).   
MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Fishbone, the Advisory Committee members voted unanimously in favor of adopting the minutes of the June 17, 2008 meeting with the suggested amendment.  

Grant Review and Approval Process 

Attorney Horn stated that at the June meeting, the Advisory Committee members requested a written and verbal overview of the conflict of interest and recusal process.  She asked the Advisory Committee members to provide comments to her on the written summary that was e-mailed.  Attorney Horn noted that one of the specific questions asked was whether a recused member may remain in the room when the issue is being discussed.  She stated that a recused Advisory Committee member may remain in the room but may not participate in the discussion, review or vote if they have identified a conflict of interest.  She clarified that an Advisory Committee member may participate in general discussions of policy.  Attorney Horn reminded the Advisory Committee members that if they have a conflict of interest, they should not participate in the review or discussion of that grant.  
In response to a question, Attorney Horn stated that if the chair is not available to chair a meeting at which there will be a review and funding decision-making on an application, the delegation should be made to an Advisory Committee member that does not have a conflict with the grant(s) under review.  She noted that the Commissioner has been appointed by statute to chair the Advisory Committee and has recused himself from voting.  
2008 Contract Revisions

Mr. Wagner mentioned that the Advisory Committee at the May 20, 2008 meeting voted to accept the revised Assistance Agreement and Royalty Agreement.  However, after discussions with the universities, further modifications are being made to the Royalty Agreement.  Mr. Wagner stated that a number of points have been reinserted into the Royalty Agreement.  However, the further modified Royalty Agreement should not necessitate further modifications to the newly revised Assistance Agreement.  He stated that he is working with counsel and the universities to coordinate the changes.  Mr. Wagner asked the Advisory Committee members for guidance on how to proceed with approving the changes to the document in an expeditious manner so that contracts can be sent to the universities as soon as possible.  A suggestion was made to empower the Ethics and Law Subcommittee to approve the changes.  Attorney Horn stated that she does not believe that there are any legal prohibitions to empowering a subcommittee of the Advisory Committee to approve changes to the agreements.  Copies of the final documents will be e-mailed to the Advisory Committee members as soon as possible.  Dr. Wallack and Dr. Kiessling requested hard copies of the materials as well.  

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Genel, the Advisory Committee members voted unanimously in favor of delegating responsibility for approving changes to the Royalty Agreement and Assistance Agreement if necessary to the Ethics and Law Subcommittee of the Advisory Committee.  

YALE Items for Consideration:
Attorney Horn read the names of the Advisory Committee members eligible to vote on the Yale proposals—Dr. Arinzeh, Dr. Canalis, Dr. Huang, Dr. Wagers, Dr. Fishbone, Dr. Kiessling, Dr. Pescatello, Dr. Wallack and Mr. Mandelkern.
Mr. Wagner stated that at the June 17, 2008 meeting, Dr. Lin, principal investigator for project 06SCD01, discussed the progress of the core project, and it was noted that sufficient progress had been made since the first year of funding was received.  In addition, Dr. Lin provided the Advisory Committee with written documentation in response to issues previously raised.  Mr. Wagner mentioned that the Advisory Committee members at the June 17, 2008 meeting made a motion to approve the second year of funding for the proposal but was tabled due to a lack of a quorum of eligible voters.   

MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern the Advisory Committee members voted to take the motion for proposal 06SCD01 off the table for further consideration.  VOTE: 8-0-3 (In favor:  Arinzeh, Canalis, Huang, Fishbone, Kiessling, Pescatello, Mandelkern, and Wallack).  Galvin, Genel, and Latham abstained;   MOTION PASSED
MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Kiessling, the Advisory Committee members voted in favor of accepting the revised technical progress report and approving the second year of funding for grant recipient 06SCD01, Yale, Lin, principal investigator.  VOTE: 8-0-3 (In favor:  Arinzeh, Canalis, Huang, Fishbone, Kiessling, Pescatello, Mandelkern, and Wallack).  Galvin, Genel, and Latham abstained; MOTION PASSED
Mr. Wagner reported that ESCRO approval was approved for project 08-SCC-YSME-05, Redmond, principal investigator.  He mentioned that a letter was received from Dr. Redmond indicating that other funding will be raised to fund the portion of the project that will be performed in St. Kitts.  As a result of the reduction in the grant award, the budget for the project was reduced and the principal investigator proposes to conclude the project within 3.5 years rather than 4 years as originally proposed.  Mr. Wagner mentioned that a motion was made at the June meeting to approve the second year of funding but was tabled due to a lack of a quorum of members eligible to vote on the proposal.  
MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Wallack, the Advisory Committee members voted to take the motion for proposal 08-SCC-YSME-05 off the table for further consideration.  VOTE: 8-0-3 (In favor:  Arinzeh, Canalis, Huang, Fishbone, Kiessling, Pescatello, Mandelkern, and Wallack).  Galvin, Genel, and Latham abstained; MOTION PASSED
MOTION:
Upon a motion made by Dr. Fishbone, seconded by Mr. Mandelkern, the Advisory Committee members voted to accept the revised budget for project 08-SCC-YSME-05, Redmond, principal investigator.  VOTE: 8-0-3 (In favor:  Arinzeh, Canalis, Huang, Fishbone, Kiessling, Pescatello, Mandelkern, and Wallack).  Galvin, Genel, and Latham abstained.  MOTION PASSED
UCONN Items for Consideration:

Attorney Horn read the names of the members eligible to vote on the UCONN proposals—Dr. Arinzeh, Dr. Huang, Dr. Wagers, Dr. Fishbone, Dr. Kiessling, Dr. Pescatello, Dr. Wallack, Dr. Genel, Dr. Latham and Mr. Mandelkern.
Mr. Wagner reported that Dr. Xu submitted written documents in response to questions and issues brought up by the Advisory Committee and made a presentation at the June Advisory Committee meeting on project 06SCD02.  He mentioned that a motion was made and seconded at the June 2008 meeting but tabled due to a lack of a quorum of eligible voters to accept the revised technical progress report and approve the second year of funding for project 06SCD02.

MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the Advisory Committee members voted to take the motion for project 06SCD02 off the table for further consideration.  VOTE: 9-0-2 (In favor:  Arinzeh, Genel, Huang, Fishbone, Kiessling, Latham, Pescatello, Mandelkern, and Wallack).  Galvin and Canalis abstained; MOTION PASSED
MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the Advisory Committee members voted to approve the second year of funding for project 06SCD02, UCONN, Xu, principal investigator.  VOTE: 9-0-2 (In favor:  Arinzeh, Genel, Huang, Fishbone, Kiessling, Latham, Pescatello, Mandelkern, and Wallack).  Galvin and Canalis abstained; MOTION PASSED
The Advisory Committee members discussed the second year of funding for project 06SCB14, Xu, principal investigator.  
MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Fishbone, the Advisory Committee members voted to take the motion for proposal 06SCB14 off the table for further consideration.  VOTE: 9-0-2 (In favor:  Arinzeh, Genel, Huang, Fishbone, Kiessling, Latham, Pescatello, Mandelkern, and Wallack).  Galvin and Canalis abstained; MOTION PASSED
MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Wallack, the Advisory Committee members voted to approve the second year of funding for project 06SCB14, UCONN, Xu, principal investigator.  VOTE: 9-0-2 (In favor:  Arinzeh, Genel, Huang, Fishbone, Kiessling, Latham, Pescatello, Mandelkern, and Wallack).  Galvin and Canalis abstained; MOTION PASSED
Consideration of EVERGEN Project:

Mr. Wagner explained that written documentation was provided to the Advisory Committee on the proposed reductions to the budget for project SCD-EVER-001 as a result of the reduction of funding.  He mentioned that the principal investigator and Chief Executive Officer of Evergen made a presentation to the Advisory Committee in June 2008, and a motion was made to accept the revised budget but was tabled due to a lack of a quorum.

MOTION:
Upon a motion made by Dr. Genel, seconded by Mr. Mandelkern, the Advisory Committee members voted to take the motion for proposal 08-SCD-EVER-001 off the table for further consideration.  VOTE: 10-0-1 (In favor:  Arinzeh, Canalis, Genel, Huang, Fishbone, Kiessling, Latham, Pescatello, Mandelkern, and Wallack).  Galvin abstained; MOTION PASSED
Discussion ensued on the project.  Mr. Wagner stated that ESCRO approval is still pending, and the principal investigator has contacted UCONN and a commercial entity with respect to ESCRO review of the project.  He noted that as with all projects, funding is contingent upon ESCRO approval.  
Dr. Wallack noted that the project refers to one set of manipulators and the assumption of needing funding in the future to fund two other manipulators.  He questioned how the assumption of further funding affects what the investigator is able to accomplish this year with the proposed reduction of the project from 24 months to 15 months.  Mr. Mandelkern noted that the revised budget and materials submitted by the principal investigator indicate that the work can be accomplished within the 15 months and the principal investigator is optimistic about getting additional funding in the future.  Dr. Kiessling stated that the principal investigator proposes in the revised budget to reduce the number of senior people and hire more junior people to accomplish the tasks.  
Mr. Wollschlager noted that other than moving closer to finding an ESCRO, there is no new information relative to this project.  

MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Kiessling, the Advisory Committee members voted in favor of accepting the revised budget for project 08-SCD-EVER-001, Evergen Biotechnologies, Inc., Lee, principal investigator.   VOTE: 10-0-1 (In favor:  Arinzeh, Canalis, Genel, Huang, Fishbone, Kiessling, Latham, Pescatello, Mandelkern, and Wallack).  Galvin abstained.  MOTION PASSED
06SCA09 Krueger move from UCHC to UCONN:

Mr. Wagner explained that Dr. Krueger, principal investigator of project 06SCA09, effective June 20, 2008 transferred from the University of Connecticut Health Center in Farmington to the Center of Regenerative Biology at the University of Connecticut in Storrs.  He stated that at a previous meeting, the Advisory Committee members and Attorney Salton requested written documentation indicating that UCONN, Storrs would accept and assume the assignment of the terms and conditions of the Assistance Agreement and Royalty Agreement for Project 06SCA09.  Mr. Wagner noted that the information was received, and the Advisory Committee members at the June 2008 meeting voted to accept the second year of funding and transfer of the principal investigator for project 06SCA09.  However, the motion was tabled due to a lack of a quorum.  

MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Latham, the Advisory Committee members voted to take the motion for project 06SCA09 off the table for further consideration.  VOTE: 9-0-2 (In favor:  Arinzeh, Genel, Huang, Fishbone, Kiessling, Latham, Pescatello, Mandelkern, and Wallack).  Galvin and Canalis abstained; MOTION PASSED
MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the Advisory Committee members voted to approve the second year of funding for project 06SCA09, UCHC, Krueger, principal investigator and to allow the transfer of the principal investigator from the University of Connecticut Health Care Center to the University of Connecticut, Storrs.  VOTE: 9-0-2 (In favor:  Arinzeh, Genel, Huang, Fishbone, Kiessling, Latham, Pescatello, Mandelkern, and Wallack).  Galvin and Canalis abstained; MOTION PASSED
06SCB03, Nishiyama, UCHC, Second Year of Funding:

Mr. Wagner explained that the Advisory Committee in May 2008 expressed concern with the lack of progress on project 06SCB03 and invited the principal investigator to make a presentation at the June 2008 meeting.  He stated that at the June 2008 meeting the principal investigator addressed the questions asked by the Advisory Committee.  Additionally, Dr. Bates, the grants administrator of UCONN provided some information about the core facility.  However, the Advisory Committee asked for additional information on the status of and access to the core facility at UCONN before making a decision on project 06SCB03.  Mr. Wagner stated that a letter was received from Dr. Marc Lalande, Director of the UCONN Stem Cell Institute, clarifying UCONN’s policies regarding the human embryonic stem cell core facilities and research with NIH non-approved human embryonic stem cell lines. It was noted that the letter from Dr. Lalande indicates that the Stem Cell Institute at UCONN would assume more oversight and coordination to ensure that the facilities are made available and there are no misunderstandings about the policies.  
Mr. Wagner indicated that at the June 2008 meeting, Dr. Wagers, one of the principal reviewers of the proposal, through a written communication, recommended that the approval of the funding for year two, but that the principal investigator should understand that “progress is sub-par and if not better at the next update, funding will not be renewed.”

MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Fishbone, the Advisory Committee members voted to approve the second year of funding for project 06SCB03, Nishiyama, principal investigator, conditioned upon the principal investigator providing a 6-month programmatic update to the Advisory Committee.  VOTE: 9-0-2 (In favor:  Arinzeh, Genel, Huang, Fishbone, Kiessling, Latham, Pescatello, Mandelkern, and Wallack).  Galvin and Canalis abstained; MOTION PASSED
06SCB14, Xu, Principal Investigator, Reduction in Effort of Key Personnel:
Ms. Sarnecky described the proposal to reduce the effort for key personnel for project 06SCB14.  The request is for a 1.2 person months’ reduction from the principal investigator’s current 5.4-person month to 4.2-person month.  The letter from Dr. Xu indicates that the reduction of effort would not affect his commitment to the oversight and experimental design of the project.  In response to a question, Ms. Sarnecky stated that the information provided does not indicate where the effort of the principal investigator will be going.  The request is to move money from the salary category to other expenditures for this established investigator grant.  

Several members questioned how the reduction in effort would affect the progress of the research.  Dr. Kiessling stated that this request is not usual and indicated that the principal investigator has probably hired very competent people to help with research. 

Ms. Kiessling noted that this is the type of issue where it might be beneficial for larger projects to have a small advisory committee within the institution to provide oversight.  

MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Kiessling, the Advisory Committee members voted to approve the reduction in effort of key personnel as proposed in the letter dated July 2, 2008 from Dr. Xu and Dr. Lalande for project 06SCB14.  VOTE: 9-0-2 (In favor:  Arinzeh, Genel, Huang, Fishbone, Kiessling, Latham, Pescatello, Mandelkern, and Wallack).  Galvin and Canalis abstained; MOTION PASSED
Ms. Sarnecky reviewed the request for a change in key personnel for project 06SCA026, Dr. Carter, principal investigator.  She stated that approval is being sought to add a co-principal investigator, Dr. Craig Nelson, to project 06SCA026.  The addition will bring another experienced researcher to add knowledge and guidance to the project.   
MOTION:
Upon a motion made by Dr. Latham, seconded by Mr. Mandelkern, the Advisory Committee members voted to approve the addition of a co-principal investigator, Dr. Craig Nelson, for project 06SCA026.  VOTE: 9-0-2 (In favor:  Arinzeh, Genel, Huang, Fishbone, Kiessling, Latham, Pescatello, Mandelkern, and Wallack).  Galvin and Canalis abstained; MOTION PASSED
Dr. Kiessling and Dr. Pescatello left the meeting at this time.
The Advisory Committee members discussed the budget reallocation request for project 06SCA031, Liu, principal investigator.  Ms. Sarnecky explained that a request was made to reallocate a total of $30,300 from materials and supplies to salaries and fringe benefits.  She stated that approval was already granted to reallocate $9,500 to salaries and fringe benefits, and an additional $20,800 is being requested to be reallocated.   In response to a question, it was noted that the total grant was for $200,000.  Dr. Wallack questioned how the reallocation would affect the work for the two year grant.

MOTION:
Dr. Fishbone made a motion that was seconded by Dr. Latham to approve the additional reallocation of $20,800 for a total of $30,300 from materials and supplies to salary and fringe benefits for project 06SCA031, Liu, principal investigator.  THE VOTE ON THE MOTION WAS TABLED DUE TO A LACK OF A QUORUM OF ELIGIBLE VOTERS.
MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the Committee members voted unanimously in favor of recommending that CI obtain more information on how the proposed reallocation of funds for project 06SCA031, Liu, principal investigator, would affect the project.  
Strategic Planning Subcommittee:
Mr. Wollschlager reported on behalf of the Strategic Planning Subcommittee.  He stated that Dr. Pescatello has agreed to chair the Strategic Planning Subcommittee, and a subcommittee meeting was held several weeks ago.  Mr. Wollschlager mentioned that the subcommittee members discussed the need to work aggressively to get the necessary appointments to bring the Advisory Committee up to full complement.  It was noted that there were also discussions on how to better engage the Advisory Committee members and encourage better attendance at meetings.  There were also some discussions at the subcommittee meeting about seeking funding for CI for the administration of the Stem Cell Research Program.  It was noted that the subcommittee has been asked to research administrative fees for stem cell research programs in other states to help determine an appropriate and comparable percentage.  

Dr. Latham noted that the Subcommittee members discussed the need to work to compensate peer reviewers since it is becoming increasingly hard to find peer reviewers.  Mr. Wollschlager indicated that other states will be polled to determine how other states compensate peer reviewers.

Dr. Wallack stated that there was some discussion on how to create a long-term administrative structure going forward for the Stem Cell Research Program.  It was noted that as more funding is granted, there will be multiple years of renewals to review and consider, which will increase the administrative workload for CI and DPH.  
Dr. Pescatello rejoined the meeting at this time.  Dr. Pescatello noted that Mr. Wollschlager will be gathering the data on the peer reviewers and potential administrative structures.  He noted that there may be an opportunity to combine general life sciences into one administrative structure.  Dr. Pescatello stated that a lot of the information may be easily accessible without having to conduct a large study.  

RFP Revisions

It was noted that the RFP for the last round of funding was issued in late August; and in the past, the RFP was first reviewed by a subcommittee and submitted to the Advisory Committee for approval.  To expedite the process, suggestion was made to have CI and DPH work together on making changes to the document and then bringing the revised document to the Advisory Committee for approval at the August 19, 2008 meeting.  There was no objection to the proposed process.  
Target Dates
· August 19, 2008—Next regularly scheduled Advisory Committee meeting.

Public Comments
Ms. Wilson questioned the target date for releasing funding for the 2008 grant awards.  Mr. Wagner noted that funds will be released following the execution of the contracts by the universities.  

Dr. Lalande clarified that the university will be paying the $15,000 salary for Dr. Xu for project 06SCB14.  He noted that doing so allows the researcher to reduce the salary line item in the budget and put more funds back into the grant.  Dr. Laplander stated that this is routinely done for tenured researchers.  
With respect to project 06SCB03 and the issues related to the core facility, Dr. Lalande noted that the Stem Cell Institute at UCONN has not been in existence for very long and there are some challenges with not having a centralized facility.  However, Dr. Lalande stated that he will take responsibility to ensure that there are no misunderstandings in the future.  
Dr. Lalande explained the change in budget for project 06SCA031, Liu, principal investigator.  He noted that funding was necessary for a postdoctoral fellow to assist the principal investigator with the aims of the project.  Dr. Laplander stated that this would benefit the research and mentioned the additional in-kind service being provided from the University of Connecticut.  Dr. Lalande also mentioned that there is an internal advisory committee for many of the investigators.  

As a result of the information provided by Dr. Lalande on project 06SCA031 and because there is now a quorum, suggestion was made to take the motion regarding project 06SCA031 off the table for further consideration.

MOTION:
Upon a motion made by Dr. Genel, seconded by Mr. Mandelkern, the Advisory Committee members voted to take the motion for project 06SCA031 off the table for further consideration.  VOTE: 8-0-2 (In favor:  Arinzeh, Genel, Huang, Fishbone, Latham, Pescatello, Mandelkern, and Wallack).  Galvin and Canalis abstained, and Dr. Kiessling was not present for the vote; MOTION PASSED
MOTION:
Upon a motion made by Dr. Latham, seconded by Dr. Wallack, the Advisory Committee members voted in favor of approving the additional reallocation of $20,800 for a total of $30,300 from materials and supplies to salary and fringe benefits for project 06SCA031, Liu, principal investigator.  VOTE: 8-0-2 (In favor:  Arinzeh, Genel, Huang, Fishbone, Latham, Pescatello, Mandelkern, and Wallack).  Galvin and Canalis abstained, and Dr. Kiessling was not present for the vote; MOTION PASSED
MOTION:  Upon a motion made by Dr. Fishbone, seconded by Dr. Canalis, the Advisory Committee members voted unanimously in favor of adjourning the meeting at 2:47 p.m.






Respectfully submitted:



















_____________________






Dr. Robert Galvin, Chair
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