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 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – September 16, 2008
A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, September 16, 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 1:13 p.m.  Members present:   Ernesto Canalis, M.D (by phone); Gerald Fishbone, M.D; Robert Galvin, M.D., M.P.H. (Chair); Ann Kiessling, Ph.D. (by phone); Stephen Latham, J.D., Ph.D. (by phone); Treena Livingston Arinzeh, Ph.D. (by phone); Robert Mandelkern; Paul Pescatello, J.D., Ph.D.; Amy Wagers, Ph.D. (by phone); and Milton B. Wallack, D.D.S.  Absent:  Myron Genel, M.D., Ph.D.; Julius Landwirth, M.D., J.D; and Paul Huang, M.D., Ph.D.  
Other Attendees:  Audrey Chapman (UCONN Health Center) by phone,  Marianne Horn (DPH), Denise Leiper (DPH), Anne Hiskes (UCONN), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Lisa Newton (Fairfield University) by phone, Mary Nurdgren (UCONN), Chelsey Sarnecky (CI), Lynn Townshend (DPH), Paula Wilson (Yale University), and Warren Wollschlager (DPH).   
Opening Remarks
Dr. Galvin reported that Attorney Horn was successful with finding an applicable statute to allow peer reviewers to get some reimbursement for their work; and the Department of Administrative Services and Office of Policy and Management have agreed to an arrangement for reimbursement to peer reviewers.  Through a personal services agreement, each reviewer will receive between $100 and $400 per application depending upon the type of review being performed.    
Review of Minutes –Advisory Committee Meetings 7/23/08

Dr. Galvin asked the Advisory Committee members to consider the minutes from the July 23, 2008 special meeting.  

MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the Advisory Committee members voted in favor of adopting the minutes of the July 23, 2008 meeting as presented. (Dr. Canalis was not present for the vote). 
2008 Contract and Funding Update

Ms. Sarnecky reported that all contracts and funding, with the exception of application 08-SCD-EVER-001, Evergen Biotechnologies, Inc. have been sent out to the universities. Ms. Sarnecky and CI were commended for their efforts in moving the process along.

RFP Approval Vote
Attorney Horn reviewed the changes made to the Proposal Instructions for the Connecticut Stem Cell Research Grants Program, a/k/a the Request for Proposals (RFP) for the next round of funding.  The Advisory Committee members confirmed the types of awards, amounts, and other pertinent information related to the grants.  The Advisory Committee members also confirmed the selection criteria identified in the RFP. 
Dr. Wallack questioned the need to continue funding core proposals for this round considering the limited amount of funding available and the funding that has already been granted to establish core facilities in the state.  He suggested that more funding be used to focus on basic research.  Attorney Horn noted that the language about the core facilities could be left in the RFP even if the Advisory Committee does not choose to fund any core facilities in the next round.  After discussion on the issue, there was consensus not to restrict or limit the possibility of core proposals at this time.    
Discussion ensued on the length of time required to submit Annual Technical Progress Reports.  Suggestion was made to add language in the RFP about the submission of reports on a more frequent basis if the Advisory Committee finds it necessary.  Dr. Galvin noted that the Advisory Committee has the inherent power to request more frequent reviews of the progress of any projects.  There was consensus to let counsel determine whether it is appropriate to add language to the RFP that specifically indicates that the reports will be submitted more frequently than 12 months if desired by the Advisory Committee.
Dr. Galvin mentioned that at another meeting he recently attended, the issue of nepotism arose regarding spouses supervising and working together.  He questioned whether there was a need to include any language in the RFP about this issue.  Several members noted that there are many husband and wife researchers working productively together and nepotism has not been an issue.  Mr. Wollschlager stated that he could follow up to determine how other states handle this issue if so desired.  There was consensus that nepotism does not appear to be an issue at this time.
Recommendation was made to add more specific language about the intentions of the funding provided under the program.  There was consensus to add the following to the end of the first sentence of the first paragraph “including the best basic and translational research.”
MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Fishbone, the Advisory Committee members voted unanimously in favor of accepting the RFP as amended with the additional language agreed upon in the first paragraph.      

Ethics and Law Subcommittee Update
Attorney Horn stated that the Ethics and Law Subcommittee of the Advisory Committee met on August 27, 2008 and raised questions about the Evergen Embryonic Stem Cell Research Oversight (ESCRO) approval.  She explained that at the meeting, Mr. Wagner indicated that he had just received notification and documentation of the Evergen ESCRO approval.  Since Evergen is the first private company to receive approval for grant funding, the Subcommittee wanted to review the information relative to the ESCRO.  Following the August 27, 2008 meeting, the ESCRO materials for Evergen were sent to the Ethics and Law Subcommittee for their review and comment.  Attorney Horn noted that several Subcommittee members expressed concern with the ESCRO, and the Advisory Committee members are being asked to consider the information provided about the ESCRO approval for the Evergen project to determine whether the materials provided by Evergen are acceptable. In response to a question, it was noted that this particular issue was discussed by the Ethics and Law Subcommittee since the ESCRO is not affiliated with an institution and this is the first time a commercial entity has received approval for grant funding. 

The Advisory Committee members discussed some of the comments provided by the Ethics and Law Subcommittee members.  It was noted that the ESCRO membership does not meet the National Academy of Sciences guidelines regarding expertise.  

In response to a question, Attorney Horn explained that the Ethics and Law Subcommittee has not met since August 27, 2008 and has not formally made a recommendation.  However, individual members from the Subcommittee have provided written or electronic comments expressing concerns with the ESCRO.  

Dr. Latham, Dr. Chapman, Dr. Newton and Dr. Hiskes, members of the Ethics and Law Subcommittee, expressed concerns and recommended that the Advisory Committee not consider BIOMED an acceptable ESCRO for Evergen.

It was noted that at the June 17, 2008 Advisory Committee meeting, Evergen indicated that they would be contacting the University of Connecticut for ESCRO approval and oversight.  Dr. Chapman mentioned that Dr. Hiskes, a member of the UCONN ESCRO, was contacted in July about Evergen.  UCONN has indicated that it could not provide ESCRO approval or oversight because Evergen is not affiliated with the university and does not involve any UCONN faculty.  UCONN has indicated that providing any oversight or approval could result in liability issues.  

Mr. Wollschlager stated that this issue was discussed at the Interstate Alliance Stem Cell Research (IASCR) meeting recently held in Baltimore, Maryland.  He mentioned that there was a discussion about universities not being expected to provide approval and oversight for private projects.  He mentioned that the IASCR might be looking into ways for universities to extend ESCRO consideration that is not in existence now.

The documents received from the Ethics and Law Subcommittee members regarding the BIOMED ESCRO approval for application 08-SCD-EVER-001, Evergen Biotechnologies, Inc. will be added to and made a part of this record. 

MOTION:  Upon a motion made by Dr. Wallack, seconded by Dr. Galvin, the Advisory Committee members voted in favor of rejecting the BIOMED ESCRO for application 08-SCD-EVER-001, Evergen Biotechnologies, Inc.  Dr. Canalis was recused from the vote.

Several Advisory Committee members noted the problem with private companies not being able to find acceptable ESCROs.   

Discussion ensued on a time frame to require that Evergen find an acceptable ESCRO so that funding is not held up.  There was consensus to require that an acceptable ESCRO be obtained by Evergen within 45 days.

MOTION:  Upon a motion made by Dr. Wallack, seconded by Dr. Galvin, the Advisory Committee members voted in favor of requiring that Evergen obtain acceptable ESCRO approval within 45 days from the date hereof for application 08-SCD-EVER-001, Evergen Biotechnologies, Inc. (Mr. Mandelkern was opposed to the motion, Dr. Canalis was recused from the vote and Dr. Latham was not present for the motion).

Dr. Hiskes mentioned that it is a national policy amongst the Institutional Review Boards not to take on the responsibility of oversight for research that it has no control or leveraging over regardless of whether a university has been given indemnity.  

Suggestion was made to provide Evergen with a list of states that have been successful with obtaining commercial ESCRO approval.  Evergen will be informed about the vote.

Strategic and Planning Subcommittee
Dr. Pescatello, Chair of the Subcommittee, mentioned that the Subcommittee met in July and in September and discussed long-term initiatives as well as short-term issues.  One of the short-term focuses is to fill the vacancies on the Advisory Committee.  Dr. Pescatello mentioned that a lot of time was spent on discussing administrative costs for both CI and DPH.  He stated that data was provided by Mr. Wollschlager on other states’ administrative costs.  The average administrative costs for stem cell initiatives are between 3 and 5 percent.  The Strategic and Planning Subcommittee will be making a recommendation on administrative costs to the Advisory Committee at a future meeting.   Dr. Pescatello reiterated that peer reviewers will now be getting some reimbursement through a personal services agreement for their reviews.  He mentioned that there was discussion at the subcommittee meeting about having a more coordinated approach and oversight of biomedical research and programs in the state, including stem cell research.  
Dr. Pescatello mentioned that there was some discussion about a second phase of a study for strategic planning.  He noted that the Connecticut Academy of Science and Engineering (“CASE”) did the first phase and representatives are willing to talk to the Advisory Committee and make recommendations on a second phase.

Dr. Pescatello mentioned that in order to get a better understanding of the research projects approved and the progress made, the subcommittee is recommending that principal investigators for several proposals be invited to provide brief presentations are Advisory Committee meetings.  He stated that the subcommittee members also discussed holding an annual one-day public event for the investigators to discuss projects and progress.  

MOTION:  Upon a motion made by Dr. Wallack, seconded by Dr. Fishbone, the Advisory Committee members voted in favor of authorizing CI and DPH to make arrangements to have several investigators make presentations at Advisory Committee meetings on their research projects and progress.  (Dr. Latham was not present for the vote).

Public Comments
Dr. Galvin noted the large projected state deficit and mentioned that it would be very difficult at this time for new initiatives.  He indicated that if the Evergen proposal does not move forward quickly, the funds should be released to fund another project otherwise funding may end up back in the general fund of the state.  

MOTION:  Upon a motion made by Dr. Fishbone, seconded by Mr. Mandelkern, the Advisory Committee members voted unanimously in favor of adjourning the meeting at 3:05 p.m.







Respectfully submitted:
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Dr. Robert Galvin, Chair
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