

 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – May 19, 2009
A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, May 19, 2009, 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 1:05 p.m.  Members present:    Ernesto Canalis, M.D (by phone); Gerald Fishbone, M.D; Robert Galvin, M.D., M.P.H., M.B.A. (Chair); Myron Genel, M.D.; David Goldhamer, Ph.D.; Anne Hiskes, Ph.D.; Ann Kiessling, Ph.D.; Julius Landwirth, M.D., J.D; Stephen Latham, J.D., Ph.D. (by phone); Robert Mandelkern; and Milton B. Wallack, D.D.S.  
Advisory Committee Members Absent:  Treena Livingston Arinzeh, Ph.D.; Saraswathi Nair, M.D.; Paul Pescatello, J.D., Ph.D.; and Jeffrey Seemann, Ph.D. 
Other Attendees: Isolde Bates (UCONN); Marianne Horn (DPH); Denise Leiper (DPH); David Manaker (National Spinal Cord Injury Group, Connecticut Chapter); June Mandelkern (Parkinson Rep. to Stem Cell Coalition); Lynn Townshend (DPH); Dan Wagner (by phone); Paula Wilson (Yale); and Warren Wollschlager (DPH).   
Opening Remarks
Dr. Galvin mentioned that the Advisory Committee has been able to retain the grant funding for this fiscal year, and funding should be disbursed to the grant recipients shortly.  It is not known whether funding will be available for subsequent years.  

Approval of Minutes – Advisory Committee Meeting of 3/31/09
Dr. Galvin asked the Advisory Committee members to consider the minutes from the March 31, 2009 grant funding special meeting.  

The following changes were recommended:

· update the list of attendees on page 1,
· correct the spelling of “UCONN” under the list of others present on page 1, 
· add the name of the principal investigator on page 2 for seed grant proposal 09SCAYALE05,
· correct the spelling of Dr. Goldhamer throughout the document, and
· attach a summary of the grant recipients (i.e. press release).
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 March 31, 2009 meeting as amended (Dr. Latham was not present for the vote).
There being no objection, the order of the agenda was changed.

Quality Assurance Activities

Mr. Wollschlager summarized some of the discussions held at the International Society for Stem Cell Research (“ISSCR”) meeting about audits and ensuring quality assurance of public money spent for stem cell research.  He mentioned that other states are just initiating or are planning onsite visits that will focus on 1) an audit of the contract to ensure that the money is being spent in accordance with contractual obligations and 2) an audit of the science being performed.  Mr. Wollschlager mentioned that the people who perform the contractual portion of the audit for California are willing to speak with the Advisory Committee about the process.  In response to a question, Mr. Wollschlager mentioned that New York does not perform an audit of the science.  The Advisory Committee members discussed various options for proceeding and a mechanism to ensure that the grant recipients are progressing appropriately.  Several members felt that having a scientific audit would be difficult and not necessary unless it provides some benefit to the principal investigator.  It was noted that California’s program has a different structure and much more funding than Connecticut.  
Mr. Wagner reported on the audit recently performed at Yale University.  He mentioned that as a result of an internal audit, it was determined that there is a conflict between the contract and the manner in which Yale tracks certain information.  Mr. Wagner explained that Yale tracks permanent equipment over $5,000, and the contract requires the tracking of permanent equipment over $1,000.  Yale proposes to follow up and provide CI with a plan going forward to rectify the issue.  However, Yale has requested that CI change the Request for Proposals for the next funding round to allow for the tracking of permanent equipment over $1,000 rather than $5,000. 
Dr. Wallack suggested that the progress reports include all of the research being performed at the core facilities in addition to the research that is specifically being funded with the grant.  He noted that the information collected could be extremely beneficial to proving the importance of continued funding.  Dr. Wallack stated that the institutions could also provide annual information on the number of jobs that have been created as a result of the funding and the overall economic impact.  Mr. Wollschlager mentioned that the institutions provided similar information at StemCONN09, and the information can be obtained and added in the annual report from the Advisory Committee.
Update on 2009 Grant Contracts
Mr. Wagner provided an update on the 2009 grant contracts and noted that ESCRO approval has been received from all but one or two grant recipients.  It is hopeful that contracts can be sent out next week.  As a result of the reduction of the grant award for grant proposal 09SCDUCHC01, Mr. Wagner mentioned that the principal investigator had to submit a revised budget.  He explained that the principal investigator proposes to go from a three year grant to a four year grant and to draw down a small amount from the first year of funding to cover the funding gap.  Mr. Wagner stated that the principal investigator has indicated that this change does not affect the goals or milestones for the project.  

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Kiessling, the eligible Advisory Committee members voted unanimously in favor of accepting the revised budget for project 09SCDUCHC01, Continuing and Enhancing the UConn-Wesleyan Stem Cell Core, ” Dr. Xu, principal, investigator.  
Update on 2006 Grant Contracts

Mr. Wagner stated that the principal investigators for the two-year grants from the 2006 funding round will be submitting their final reports for review by the Advisory Committee members.  CI will be reassigning the review of the reports by the Advisory Committee members since most of the original members assigned to the grants are no longer on the Advisory Committee.  For the three and four year grants, interim annual reports will be provided to the Advisory Committee members for review.
Update on 2008 Grant Contracts

Mr. Wagner stated that the six-month fiscal reports for the 2008 grants will be reviewed by both CI and DPH.  Anything out of the ordinary will be brought to the Advisory Committee.

Ethics and Law Subcommittee 
Attorney Horn discussed the draft National Institutes of Health (“NIH”) Guidelines for Human Stem Cell Research and noted that input can be provided on or before May 26, 2009.  She provided an overview of the proposed guidelines.  Attorney Horn stated that the concern is that the new standards and requirements make it difficult for those stem cell lines formerly eligible under the Bush administration to continue to be utilized for federally funded research.  With the new guidelines in place, she explained that the existing stem cell lines might not meet all of the proposed technical requirements even though the donation and derivation process was consistent with standards of acceptable derivation.  Attorney Horn indicated that the Ethics and Law Subcommittee discussed the issue at length.  Although there was not consensus from the Ethics and Law Subcommittee on how to proceed, Attorney Horn reviewed a proposed document that could be submitted to NIH with recommendations in four areas.  Attorney Horn summarized each of the recommendations.  The Advisory Committee members concurred that the draft guidelines as proposed would seriously impact the progress made with human embryonic stem cell research.  
Some of specific issues with the proposed NIH Guidelines were discussed.  Dr. Hiskes described some of the concerns with NIH requiring written documentation for issues related to informed consent.  It was noted that the NIH Guidelines would also affect the sharing of research.  Dr. Kiessling offered some specific suggestions such as deleting paragraph 4(b) and rewriting Section 2, paragraph 7 of the NIH Guidelines.   

There was some discussion about the possibility of grandfathering the existing “Bush” stem cells lines.  However, after further discussion several of the Advisory Committee members expressed concern with grandfathering any lines and suggested supporting the recommendations provided by Attorney Horn.  

MOTION:
Upon a motion made by Dr. Genel, seconded by Dr. Wallack, the Advisory Committee members voted unanimously in favor of supporting the “Connecticut Stem Cell Research Advisory Committee Comments on Draft National Institutes of Health Guidelines for Human Stem Cell Research:  May 2009.” 

Any comments on the draft document should be forwarded to Attorney Horn before the document is finalized and forwarded to NIH as the position of the Advisory Committee.

The Committee members discussed the importance of individually writing letters expressing concerns with the guidelines as proposed in addition to requesting that individuals from other organizations write letters.  Information from the document presented by Attorney Horn can be used for individual letters.  Dr. Hiskes also agreed to forward to everyone a summary of the issues.  Mr. Mandelkern indicated that information in lay terms is also on the Parkinson Website.
Annual Report 
Mr. Wollschlager mentioned that the Annual Report must be submitted to the General Assembly and Governor by July 1, 2009.  The additional information from the universities about the impacts of the grant funding on economic development in Connecticut will be incorporated into the Annual Report.  The draft Annual Report will be sent to the Advisory Committee members for review and comments before the June meeting.  Mr. Wollschlager was commended for his efforts with the Annual Report.
Public Comments
David Manaker stated that the cost of hiring a full-time person to perform on-site audits may increase productivity and prove to be cost effective.  He requested information in lay terms on the issues with the NIH guidelines so that he can get others to write letters.  Mr. Manaker suggested that the congressional leaders be contacted to follow up with some of the issues that have arisen as a result of the charge to NIH to draft new ethical guidelines.

Paula Wilson noted that the annual reports for the grant recipients were due by the end of March and she questioned the release of funding for subsequent years.  Mr. Wollschlager mentioned that the Advisory Committee must approve the annual reports.  He noted that CI will be contacted about the timing of the review and release of funds.  Mr. Wollschlager mentioned that it may be necessary to schedule a special meeting of the Advisory Committee. 

Ms. Bates noted that since there is a funding gap, the universities must continue the funding.  

Other Business
Mr. Wallack reported on the recent ISSCR meeting in Washington that was co-chaired by Mr. Wollschlager.  He noted some of the positive things that have happened as a result of ISSCR, including the ability to be involved with formulating the NIH guidelines, collaboration with other states, etc.  He commended Mr. Wollschlager for his leadership in this endeavor.
Adjournment:
MOTION:  Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the Advisory Committee members voted unanimously in favor of adjourning the meeting at 3:05 p.m.







Respectfully submitted:



















_____________________







Dr. Robert Galvin, Chair
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