

 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – October 21, 2008

A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, October 21, 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 1:03 p.m.  Members present:   Ernesto Canalis, M.D; Gerald Fishbone, M.D (by phone); Robert Galvin, M.D., M.P.H. (Chair); Myron Genel, M.D., Ph.D.; Ann Kiessling, Ph.D. (by phone); Julius Landwirth, M.D., J.D; Stephen Latham, J.D., Ph.D. (by phone); Robert Mandelkern; Paul Pescatello, J.D., Ph.D.; and Milton B. Wallack, D.D.S.  Absent:  Treena Livingston Arinzeh, Ph.D.; Paul Huang, M.D., Ph.D.; and Amy Wagers, Ph.D.

Other Attendees:  Marianne Horn (DPH), Denise Leiper (DPH), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Mary Nordgren (UCONN), Chelsey Sarnecky (CI), Lynn Townshend (DPH), Daniel Wagner (CI), Paula Wilson (Yale University), and Warren Wollschlager (DPH).   

Opening Remarks
Dr. Galvin reported that some progress has been made with trying to get appointments to the Advisory Committee.  Additionally, Mr. Wollschlager mentioned Dr. Steven Goldman, Professor of Neurology, Neurosurgery and Pediatrics at the University of Rochester Medical Center was recently appointed as a peer reviewer.   

Review of Minutes –Advisory Committee Meetings 9/16/08

Dr. Galvin asked the Advisory Committee members to consider the minutes from the September 16, 2008 special meeting.  

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Galvin, the Advisory Committee members voted in favor of adopting the minutes of the September 16, 2008 meeting as presented. (Dr. Canalis and Dr. Kiessling were not present for the vote). 

Update on Proposal 08-SCD-EVER-001, Evergen Biotechnologies.  

Mr. Wagner gave an update on proposal 08-SCD-EVER-001, Evergen Biotechnologies, Inc.  He noted that at the September 16, 2008 meeting, the Advisory Committee voted to require that Evergen obtain acceptable ESCRO approval within 45 days.  A meeting was held with the parties involved and concerns of the Advisory Committee and Law & Ethics Subcommittee were discussed.  Mr. Wagner mentioned that Fred Fox from the Biomed Institutional Review Board, is working with Evergen to create an ESCRO Committee that would serve for the grant.  He noted that Evergen is working to try to get acceptable membership on the ESCRO Committee and to get the ESCRO Committee up and running before the deadline.  Mr. Wagner mentioned that a number of documents, including consent forms, policies and procedures have been provided, and he asked the Advisory Committee members for input on how to proceed.  Attorney Horn indicated that the draft consent forms for donation are modeled after UCONN and eventually need to be reviewed and approved by the Evergen ESCRO.

Attorney Horn stated that the 45 days will be up on or about November 1, 2008, and the next Advisory Committee meeting is scheduled for November 18.  She noted that information is still coming in on the Evergen ESCRO.  Attorney Horn mentioned that a special meeting could be convened after November 1, 2008 but before the November 18, 2008 meeting to consider the information provided on the ESCRO for Evergen.  

Several Advisory Committee members expressed concern with the length of time that it has taken Evergen to obtain an ESCRO for approval and the funding that was approved in April 2008 for the project not being utilized.   

Dr. Fishbone joined the meeting at this time (1:12 p.m.).  Mr. Mandelkern mentioned that the principal investigator and representatives from Evergen Biotechnologies, Inc. gave a presentation to the Advisory Committee in June.  He noted that the ESCRO approval process was slowed down because Evergen thought that UCONN would provide the necessary approval and oversight but was not able to because of liability issues.  Mr. Mandelkern indicated that this is the first commercial entity to receive an approval for grant funding and that some leniency should be given for Evergen to overcome some of the obstacles, especially in light of the uniqueness of the proposal.  He noted the difficulties with being able to attract entities that are not associated with a university, and some concern was expressed with not wanting to discourage commercial entities.  

Dr. Galvin indicated that when applicants apply for grant funding, they should know and be prepared to obtain ESCRO approval.  Particular concern was expressed in these difficult economic times with having $900,000 of funding held up for a number of months.  

It was noted that the Advisory Committee voted in April 2008 on a reserve list, in ranking order, which consisted of two senior investigator proposals and 1 seed proposal for grant funding in the event the Evergen proposal did not come to fruition.  

Mr. Wagner mentioned that following the September 16, 2008 Advisory Committee meeting, a letter identifying five specific concerns was sent to Evergen.  Dr. Landwirth mentioned that in the attempts made by Evergen to clarify the five issues, other issues arose.  In an effort to be as fair as possible, he suggested providing more clarity or specificity about the required items (i.e. more detailed information on the expertise of the ESCRO members, more details on the oversight and operating procedures).  

Several members expressed concern with the responses provided by Evergen and the lack of progress to clarify the issues, especially since the Request for Proposals clearly indicated the ESCRO approval requirements.

Discussion ensued on the qualifications and composition of the proposed composition of the Evergen ESCRO Committee.  Attorney Horn read an excerpt from the National Academies’ of Health guidelines with respect to the establishment of an ESCRO  Committee (“An ESCRO committee should include independent representatives of the lay public as well as persons with expertise in developmental biology, stem cell research, molecular biology, assisted reproduction, and ethical and legal issues in hES cell research.  It must have suitable scientific, medical and ethical expertise to conduct its own review and should have the resources needed to coordinate the management of the various other reviews required for a particular protocol.”  Dr. Fishbone noted that the grant is not just for research but for a core facility and that the requirement of the core is to produce cell lines that other people can utilize.  With all of the questions about the ESCRO, Dr. Fishbone questioned the ability of Evergen to produce stem cells usable by others.  

The Advisory Committee members discussed how to proceed.  Suggestion was made to defer funding and recommend that Evergen reapply in the next round of funding.  Attorney Horn suggested against taking any action on the Evergen proposal until the 45 day period has expired.  The Advisory Committee members discussed the timing of the issue, and there was consensus to schedule a special telephonic meeting for Wednesday, November 5, to consider how to proceed with the Evergen proposal.  

In response to a question, it was noted that the ESCRO committees of Yale and the University of Connecticut have not been reviewed or discussed by the Advisory Committee.  

Dr. Canalis arrived and Dr. Kiessling joined telephonically during this discussion (2:00 p.m.).  

Dr. Canalis stated that in addition to the composition of the ESCRO committee, considerable consideration should be given to knowing how the ESCRO operates.  He expressed the importance of establishing clear criteria for approving ESCRO operating procedures and understanding how they relate to IRBs and other committees.  Dr. Canalis mentioned that IRBs are registered with the federal government and the federal government has oversight over the operation of IRBs.  If an ESCRO is not registered, there is no oversight on how they operate.   Since the establishment of ESCROs is very new, the Advisory Committee members discussed how to audit, approve or accept guidelines or regulations for ESCRO committees.  Suggestion was made to have a law clerk do some research on this issue and/or to bring this issue up at the next Interstate Alliance Stem Cell Research meeting.

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Galvin, the Advisory Committee members voted unanimously in favor of scheduling a special meeting on Wednesday, November 5, 2008, at 1:00 p.m. to make a determination on how to proceed with proposal 08-SCD-EVER-001, Evergen Biotechnologies and that Dr. Galvin send a letter specifying the requirements and concerns with respect to the Evergen ESCRO.
A majority of the Advisory Committee members clearly indicated that further extensions should not be granted to Evergen.  Copies of correspondence received or sent on this proposal will be provided to the Advisory Committee members.

4.
Request for Extension on Grants—Yale and UCONN:

Mr. Wollschlager stated that a joint letter was received from Dr. Haifan Lin, Director of the Yale Stem Cell Center, and Dr. Marc Lalande, Director of the University of Connecticut Stem Cell Institute, requesting an extension of the time frame for which the original funding for 11 seed grants and 1 core grant is disbursed.  The generic rationale is that a majority of the proposals experienced delays starting with the projects.  There was consensus from the Advisory Committee members not to give a blanket approval and to require more specific information from each principal investigator on each of the projects justifying the reasons for the extensions.  The letters should be received in time for consideration by the Advisory Committee members at the November 18, 2008 meeting.  

Receipt of 2006 18-Month Fiscal Reports
Ms. Sarnecky reported that CI has received all 18-month fiscal reports that were due, and staff is in the process of reviewing the reports for completeness.  The reports will also be forwarded to the Department of Public Health for review.  Ms. Sarnecky stated that the annual report for grant 06SCA02, Carter principal investigator, has been received, and the report will be forwarded to the two respective Advisory Committee members for review.  

Update on Request for Proposals (“RFP”)

Ms. Sarnecky mentioned that the RFP has been finalized and is posted on the Department of Administrative Services and DPH Websites in addition to being distributed to the universities, previous applicants, hospitals, Connecticut Academies of Science and Engineering and CURE.  Letters of intent are due back by the end of the month.  

Target Dates
· October 31, 2008—Letters of intent for RFP due.

· December 8, 2008—Full proposals in response to RFP are due.

Discussion on Presentation Format from UCONN/Yale

Mr. Wagner asked for input on the format of the 15 to 20 minutes presentations from some of the grantees on their projects.  Dr. Pescatello noted that the suggested presentations are the result of recommendations made by the Strategic Planning Subcommittee.  The Advisory Committee members expressed the desire to tour the core facilities at both UCONN and Yale and to hold periodic meetings at the facilities.  Mr. Wagner will work with the universities and DPH to coordinate the logistical details.  The Advisory Committee members requested general information on the scientific aspects of the project, possible outcomes and why projects are important for future applications.  

Public Comments
There were no public comments.

MOTION:  Upon a motion made by Dr. Genel, seconded by Mr. Mandelkern, 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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