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 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – April 15, 2008

A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, April 15, 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 1:08 p.m.  Members present:   Robert Galvin, M.D., M.P.H. (Chair); Gerald Fishbone, M.D; Myron Genel, M.D., Ph.D.; Ann Kiessling, Ph.D. (by phone); Julius Landwirth, M.D., J.D.; Stephen Latham, J.D., Ph.D.; 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:  Ernesto Canalis, M.D.; Paul Huang, M.D., Ph.D.; and Charles Jennings.  

Other Attendees:  Isolde Bates (UCONN), Marianne Horn (DPH), Denise Leiper (DPH), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Henry Salton (Attorney General’s Office), Chelsey Sarnecky (CI); Lynn Townshend (DPH), Dan Wagner (CI) and Paula Wilson (Yale University).  

Opening Remarks
Dr. Galvin noted that Dr. Yang has officially resigned as a member of the Advisory Board, and Dr. Pescatello has been appointed to the Advisory Committee.  He introduced Dr. Pescatello.  

Review of Minutes –Advisory Committee Meetings 3/18/08

Dr. Galvin asked the Advisory Committee members to consider the minutes from the March 18, 2008 regular meeting.  

MOTION:
Upon a motion made by Dr. Landwirth, seconded by Dr. Latham, the Advisory Committee members voted in favor of adopting the minutes of the March 18, 2008 as presented.  Dr.  Kiessling was  not present for the vote, and Dr. Pescatello abstained from the vote.

Update on Receipt of 2006 Annual Reports 

Mr. Wagner mentioned that CI has received all of the annual fiscal reports and annual technical progress reports from the 2006 grant recipients.  CI will be reviewing budgets and preparing a one page summary cover letter.  By the end of this week or beginning of next week, the reports and summary cover letters will be posted on the CI Website so they can be reviewed by the respective pairs of Advisory Committee members.  The Advisory Committee members should signoff and submit the appropriate forms to CI.  The Advisory Committee members will be asked to consider accepting the reports at the May meeting so that the second year of funding for the grants can be released.  Mr. Wagner will re-circulate the list of pairs of Advisory Committee members assigned to each grant report.

Dr. Kiessling joined the meeting at this time.

Update on 2008 Approved Projects 

Letters to the grant awardees and those that did not receive a grant award were prepared earlier this month and will be mailed out this week.  The grant awardees who received a reduced amount of grant funding will be asked to submit revised budgets.  The Advisory Committee members will be asked to review and approve the revised budgets.  In response to a question, Mr. Wagner indicated that the pairs of Advisory Committees who originally reviewed the grant proposals that received fewer funds than requested should review the revised budgets to ensure there are no significant changes.  If there are material differences, the issue should be brought to the attention of the Advisory Committee for further discussion.  Mr. Wagner noted that the principal investigators will have approximately two weeks to return revised budgets, and the Advisory Committee members will have until May 20 to review the revised budgets.  Attorney Horn noted that the language suggested by Dr. Wallack for two of the grant applicants will be included in their letters respectively.  

Review of Revised Assistance Agreement
Dr. Latham noted that the Ethics and Law Subcommittee met with Attorney Salton, Attorney Horn, representatives from CI and CI’s counsel to discuss proposed changes to the Assistance Agreement.  He noted that there are some very minor language changes and highlighted some of the more significant issues.  Dr. Latham explained that the change on page two is to clearly identify a hierarchy for interpretation if there is a conflict between or among the Act, the state contracting requirements, the Assistance Agreement, the Proposal Instructions and Proposal.  Dr. Latham noted that even though the bulk of the text on page 2 was changed, it was not substantive.  He explained that the documents referred to on page 2 are now included as exhibits for clarity and ease.  Dr. Latham explained that changes were made to indicate that private companies, in order to avoid a funding gap, would be funded for five quarters (the first year plus one quarter of the second year).  The reporting requirements would remain annual.  Since the universities all indicated they could handle a funding gap for a short time, there was no need to change the due date for annual reports.  In response to a question about reports not being accepted, Attorney Salton mentioned that depending upon the basis for not approving the reports, a grant recipient may be requested to cure a default or be requested to reimburse the CT Stem Cell research Fund if there is a material breach of the contract.  Dr. Latham stated that some language was added to clarify the ability of a university to do carry over funding and spend any unspent funds at their own risk into the second year of the grant.  Language was also added for grant recipients that do not have an internal audit office/function to give them the ability to provide a  certification indicating that they have expended funding in accordance with the budget and Assistance Agreement.  Dr. Latham explained that indemnification language was rewritten to include a process for handling disputes and to update the language in compliance with new state provisions.  

Dr. Latham stated that a new paragraph was added to clearly indicate that the research funded must be done in Connecticut.  Questions arose about this requirement.  Attorney Salton noted that the legislative intent is to fund research in Connecticut.  He stated that the intent was not only to fund the research in Connecticut but to try to attract people to the State.  Dr. Latham mentioned that there is nothing that precludes a grant recipient from purchasing supplies or equipment out of state.  

Dr. Latham mentioned that a number of standard covenants were added to the Assistance Agreement for private companies.  He asked the Advisory Committee members to review the proposed changes over the next month for approval of the revised document in May.  Dr. Latham noted the Ethics and Law Subcommittee will also be reviewing and recommending changes to the Royalty Agreement for consideration by the Advisory Committee in May.   In response to a question, Dr. Latham indicated that the Advisory Committee has the discretion to review each individual contract at any time or at each funding round to determine whether to amend the  contract template.

Interstate Alliance on Stem Cell Research Report

Attorney Horn reported on some of the events and discussions that occurred at the Interstate Alliance on Stem Cell Research (“IASCR”) meeting that was held in Washington, D.C. on April 9 and 10, 2008.  Mr. Wollschlager and Mr. Lomax from the California Institute of Regenerative Medicine are the co-chairs of the IASCR.  Attorney Horn stated that in addition to Connecticut, there were representatives from California, New Jersey, Maryland, Illinois, Rhode Island, New York, and Massachusetts, as well as representatives from the National Academies of Science, the International Society for Stem Cell Research, the United Kingdom and Canada.  She mentioned that the states got together to discuss legislative issues and other issues with respect to stem cell research.  Attorney Horn noted that legislation on stem cell research is being amended to reflect the conversations that have occurred amongst the states and various groups.  Attorney Horn mentioned that there were group discussions and input from the University of Minnesota Stem Cell Research Institute, New York Stem Cell Foundation, Harvard Stem Cell Research Institute, Coalition for Advancement of Medical Research and Juvenile Diabetes Research Foundation.  She noted that most states are having difficulties getting peer reviews done and there were discussions at the meeting on potential options to alleviate the difficulties in the future.  It was noted that most states pay for peer reviews, and a legislative change would be required for Connecticut to pay peer reviewers.  Dr. Latham suggested having groups form together to fund peer reviews.  He also suggested investigating good citizenship as a means for obtaining peer review services.  Ms. Townshend mentioned that there was some discussion at the IASCR meeting about states performing peer reviews for each other.

Attorney Horn stated that there were discussions at the IASCR meeting on the development of stem cell banks and registries, consent and privacy protections, umbilical cord blood banking and making sure that the public has access to cord blood banks.  There was a recommendation made at the IASCR meeting that the IASCR speak with “one voice” on emerging issues such as induced pluripotent stem cells.  Attorney Horn stated that there was also a discussion at the meeting on utilizing the Web to publish and provide updates on what everyone is doing with the development of stem cell lines, procurement issues, informed consent and payment issues, grant reviews, etc.  The next meeting will be held in October or November.  

Dr. Wallack indicated that this was the third IASCR meeting held.  He complimented Mr. Wollschlager for skillfully organizing and running the meeting.  Dr. Wallack acknowledged Attorney Horn for speaking about legal issues and Ms. Townshend for speaking about education and communication issues.  He noted that many of the attendees feel that Connecticut is a model for what is going on with stem cell research.  He noted that there was a discussion about reaching out to states that are not in the coalition.  Dr. Wallack indicated that a suggestion was made to look into having the IASCR meeting in March 2009 in conjunction with StemCONN 09.  Dr. Wallack noted that Dr. Goldstein, Chief Scientific Officer from the Juvenile Diabetes Research Foundation is interested in helping to fund stem cell research and has offered to go to states and institutions that may be interested.  He mentioned that Mr. Wollschlager recommended that Dr. Goldstein make a presentation at the May Advisory Committee meeting.  Due to the proposed agenda for May suggestion was made to consider the June or a later meeting.  Dr. Galvin suggested that legal counsel be present when Dr. Goldstein makes his presentation.  In response to a question, Dr. Wallack stated that he believes Dr. Goldstein is interested in funding areas involving beta cell regeneration.  Suggestion was made to looking into the feasibility of having Dr. Goldstein, foundations and private companies fund the portion of the research of a Connecticut project that may be conducted out of state.  Suggestion was made to try to determine ahead of time any limitations on the funding by Dr. Goldstein.  Dr. Kiessling suggested contacting the Ellison Medical Foundation to determine if there is funding available.

Ms. Townshend stated that her goal at the IASCR meeting was to determine what other states are doing in terms of communication and education.  She stated that she will be working with representatives from California to determine what has been done in terms of communication and education and work with research institutions and other states to determine best practices and a better nationwide system to reach out to the general public.  

In response to a question raised about the IASCR, Attorney Horn explained that the information from the IASCR meetings is brought to the Advisory Committee for informational purposes only.  Dr. Wallack noted that the IASCR is not an official policy making body and does not have authority to make any formal decisions.  

A discussion ensued on the impending change in the President and what could happen with stem cell research.  Regardless of the change, it was noted that there is a lack of federal funding for human embryonic stem cell research; and without state support, stem cell research may not be feasible.     

It was noted that on Friday, April 18, at 11:30, the Secretary of State Susan Bysiewicz and Speaker of the House James Amann will hold a press conference about the accelerated pay out of the remaining $70,000,000 of funding for stem cell research in Connecticut.  Dr. Galvin noted that as an executive branch employee of the State, he would not be attending the press conference and cannot support anything that differs from Governor Rell’s budget.  He stated that anyone can attend the press conference as a private citizen and express his or her individual opinions.  However, the Advisory Committee members should not express an opinion on behalf of the Advisory Committee or Chair.

Discussion ensued on Senate Bill 464 “An Act Concerning Stem Cell Research.”  Attorney Horn mentioned that the bill proposes changes to the existing law on Human Embryonic Stem Cell Research to be in compliance with the National Academies’ Guidelines.  She summarized that the bill amends the consent requirements for donors of embryos, it establishes standards to allow the use of human embryonic stem cell lines derived outside of Connecticut, it requires that all research conducted in the state be overseen by embryonic stem cell review oversight committees and requires Peer Review Committee members to utilize the National Academies guidelines when evaluating grant applications.  

Statement of Financial Interests Filing Reminder

Attorney Horn reminded the Advisory Committee members that Statement of Financial Interests forms are due by May 1.  

Scheduling of Next 6 Months of SCRAC Meetings

SCRAC meetings will be scheduled for the third Tuesday of each month.  Dr. Galvin indicated that the summer months or months that do not have substantive issues may be canceled.  

Target Dates
· May 20, 2008—SCRAC to approve the annual reports for most 2006 projects

· May 21, 2008—Start contracting process for 2008 projects

Public Comments
Dr. Galvin expressed gratitude for the quality and quantity of time spent by the Advisory Committee members for reviewing the grant applications.  The Advisory Committee members commended Dr. Galvin for leading the group through the difficulties of the grant review process.

Paula Wilson questioned the start date for the contracts for the 2008 grant awards.  Mr. Wagner mentioned stated that if the Advisory Committee members approve the documents at the May 20 meeting, CI will begin preparing individual contracts to be sent to the principal investigators for execution.  

Isolde Bates noted that funds are not released until all approvals and mandates are in place, including ESCRO approval.  MOTION:  Upon a motion made by Dr. Genel, seconded by Dr. Wallack, the Advisory Committee members voted unanimously in favor of adjourning the meeting at 3:02 p.m.







Respectfully submitted:



















_____________________







Dr. Robert Galvin, Chair
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