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 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – June 17, 2008
A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, June 17, 2008, at the Connecticut Economic Resource Center, Brook Street, Building #4, Rocky Hill, Connecticut.

Call to Order:  In the absence of the Chairman of the Advisory Committee, Dr. Landwirth called the meeting to order at 1:00 p.m.  Members present:   Ernesto Canalis, M.D; Gerald Fishbone, M.D; Myron Genel, M.D., Ph.D.; Ann Kiessling, Ph.D.; Julius Landwirth, M.D., J.D; Robert Mandelkern; and Milton B. Wallack, D.D.S.  Absent:  Robert Galvin, M.D., M.P.H. (Chair); Charles Jennings, Ph.D; Stephen Latham, J.D., Ph.D.; Treena Livingston Arinzeh, Ph.D.; Paul Huang, M.D., Ph.D; Paul Pescatello, J.D., Ph.D.; and Amy Wagers, Ph.D.

Other Attendees:  Isolde Bates (UCONN), Robert Goldstein (Juvenile Diabetes Research Foundation), Marianne Horn (DPH), Jang-Won Lee (Evergen), Denise Leiper (DPH), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Akiko Nishiyama (UCONN), Mary Nurdgren (UCONN), Chelsey Sarnecky (CI), Lynn Townshend (DPH), Dan Wagner (CI) Paula Wilson (Yale University), Warren Wollschlager (DPH), Ren-Hu Xu (UCONN), 
Opening Remarks
Dr. Landwirth mentioned that he will be chairing the meeting until 3:00 p.m. in the absence of Dr. Galvin, and Dr. Wallack will chair the meeting after 3:00 p.m.  
There being no objection, the order of the agenda was changed.  

Presentation by Dr. Goldstein—Juvenile Diabetes Research Foundation
Mr. Wollschlager stated that Dr. Goldstein, Chief Scientific Officer for the Juvenile Diabetes Research Foundation (“JDRF”) attended the Interstate Alliance for Stem Cell Research meeting in Washington, D.C. in March to discuss past and present activities of the Juvenile Diabetes Research Foundation and offered to make a presentation to the Advisory Committee.  Dr. Fishbone discussed the background of Dr. Goldstein.  Before joining the JDRF in 1997, Dr. Goldstein was Director of the Division of Allergy, Immunology and Transplantation at the National Institute of Allergy and Infectious Diseases of the U.S. National Institutes of Health.  One of the main interests of Dr. Goldstein is stem cell research.  Dr. Fishbone introduced Dr. Goldstein. 

Dr. Goldstein indicated that he has been involved human embryonic stem cell research for many years and noted that JDRF was one of the first foundations to take a public position with respect to human embryonic stem cell research.  He indicated the importance of collaborative efforts with human embryonic stem cell research and other sciences.  The mission of the JDRF is to find a cure for type 1 diabetes and its complications through the support of research.  Dr. Goldstein explained that the JDRF has become an important source of funding for projects and anticipates providing funding in the amount of $195,000,000 next year for projects, approximately $10,000,000 of which will be for stem cell research.  He discussed some of the operating principles for JDRF.  Dr. Goldstein noted that JDRF started funding stem cell research before ethical standards were published by the National Academies, so the JDRF created its own which has served as a model for others.  He reviewed the JDRF Oversight Committee for Human Stem Cell Research, some of the initiatives taken on by the JDRF, and some of the JDRF partnerships.  Dr. Goldstein stated that the partnerships supporting stem cell research are worldwide, and approximately 1/3 are outside the United States.  He emphasized that the JDRF supports the very best research regardless of location.  Dr. Goldstein explained how the JDRF builds on EruoStemCell funded programs to enhance coordination and data exchange between stem cell experts and experts in beta cell biology.  

Dr. Goldstein discussed some of the changes that could occur with the stem cell research industry as a result of the impending change in administration.  Dr. Goldstein mentioned that the JDRF has been engaged with the International Stem Cell Forum for the advancement of medical research and supports communication among researchers and between researchers and the public.  He stated, however, that JDRF has not been able to effectively mount individual efforts within individual states.  Dr. Goldstein stated that the JDRF would like help from Connecticut to study beta cells and to consider partnering with them or others.  He explained some of the opportunities that may be possible if Connecticut partnered with JDRF.  He stated that it may become possible for Connecticut to overcome some of its legislative barriers by allowing JDRF to fund a portion of a project that may be outside of the state or country.  
In response to a question, Dr. Goldstein stated that JDRF is based in New York and has 85 chapters throughout the country.  He indicated that the JDRF does not do any co-funding with the ADA.  Mr. Wollschlager questioned whether the lifting of federal restrictions will change the investment strategies of the JDRF.  Dr. Goldstein indicated that changes would likely impact the United States in important ways and impact induced pluripotent stem cells.  Some potential legislative issues were discussed, and recommendation was made to further investigate Connecticut’s ability and potential issues with partnering with the JDRF.  It was noted that partnering with the JDRF or any other entities could impact the Advisory’s strategic planning.  Attorney Horn noted that existing legislation encourages the Advisory Committee to seek other sources of funding to supplement funding for stem cell research and will discuss this issue further with Attorney Salton to determine if there are any barriers to partnering with the JDRF.  It was noted that there were several proposals in the last round that were either not considered or reduced significantly because a portion of the project was out of the state or country.  Recommendation was made to investigate this issue further and take steps to partner with the JDRF and other foundations and organizations if possible when going forward with the next round of grant funding.  Dr. Wallack noted that before the stem cell research legislation was passed in Connecticut, the JDRF had provided a letter of interest indicating a willingness to consider providing up to $20,000,000 of funding for research in Connecticut if Connecticut could generate the interest.  In response to a question about the list of projects that JDRF has funded over the last several years, Dr. Goldstein stated that there is an abstract list on the JDRF Website of the projects that have received JDRF funding.  
Review of Minutes
Dr. Landwirth  asked the Advisory Committee members to consider the minutes from the 3/31/08 and 4/1/08 meeting.  

In the minutes from 4/1/08, Dr. Fishbone noted the inconsistency on page 8 with respect to proposal 08-SCB-UCHC-003, Dorsky, principal investigator.  The minutes should be changed to reflect after the motion that the proposal was put in the “no” category, rather than the “yes” category.    
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 March 31, 2008 and April 1, 2008 meeting as amended.  
The Advisory Committee members were asked to consider the minutes from the 5/20/08 regular meeting and 6/3/08 special meeting.  

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 May 20, 2008 regular meeting as presented.  

MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the Advisory Committee members voted unanimously in favor of adopting the minutes of the June 3, 2008 special meeting as presented.  

Follow-Up on 2006 Grants’ Progress & Fiscal Reports 

Mr. Wagner stated that due to a lack of a quorum of those eligible to vote on certain proposals, he will try to schedule a special telephonic meeting to consider and vote on certain items.  There was consensus to discuss the issues that need consideration.

Mr. Wagner explained that documentation was received from Dr. Krueger with respect to Project 06SCA09 who will be moving 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 a letter was received from the University of Connecticut in Storrs accepting the assignment of the terms and conditions of the Assistance Agreement and Royalty Agreement for Project 06SCA09 that were signed in February 2007 between CI and the University of Connecticut Health Center.  Mr. Wagner stated that CI is satisfied that the issues requested by Attorney Salton have been satisfied.  
MOTION:
Dr. Wallack made a motion that was seconded by Mr. Mandelkern to approve the second year of funding for grant recipient 06SCA09 “Cell Cycle and Nuclear Reprogramming by Somatic Cell Fusion,” 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.  There being a lack of a quorum eligible to vote, the motion was tabled. 

Mr. Wagner explained that the Advisory Committee at the May 20 meeting voted to table consideration of the second year of funding for grant recipient 06SCB03 UCONN, Nishiyama, principal investigator, pending the receipt and approval of a written response to issues raised and corrective plan of action.  Dr. Nishiyama was asked to provide the details on the progress of project 06SCB03.  Dr. Nishiyama explained the reasons for lack of significant progress with the project.  She indicated that an incorrect assumption was made about the use of a common core facility and equipment for non-federally approved stem cell lines.  The problem will be rectified by purchasing certain equipment and designating more laboratory space within non-federally funded space for the project.  It was noted that investigators have been able to move forward with research within their own laboratories.  A discussion ensued on the equipment that will be purchased and the core facility at UCONN.  

Mr. Wagner read some of the comments received from Dr. Wagers, one of the original reviewers for the project, who could not attend today.  Mr. Wagner indicated that Dr. Wagers stated that the revised progress report answered the questions posted and has a proposed solution to the technical issue that halted the progress.  However, Dr. Wagers felt that the revised progress report was still vague on several issues such as the timeline for installation of the new tissue culture hood and which of the milestones will be achieved this year.  She also noted that there may be a modification to one of the aims but does not expand on the modifications.   Since this is a four year grant, Ms. Wagers recommends the approval of the funding for year two, but the principal investigator should understand that “progress is sub-par and if not better at the next update, funding will not be renewed.”
Since Dr. Canalis has an affiliation with UCONN, he questioned whether he could provide input on this matter.  Attorney Horn read excerpts from Section 19a-32f(d) of the Connecticut General Statutes which indicates that “Members may participate in the affairs of the committee with respect to the review or consideration of grant-in-aid applications, including the approval or disapproval of such applications, except that no member shall participate in the affairs of the committee with respect to the review or consideration of any grant-in-aid application filed by such member or by any eligible institution in which such member has a financial interest, or with whom such member engages in any business, employment, transaction or professional activity.”  Attorney Horn stated that if a member has recused his or herself from voting on a proposal, they should not be providing an opinion during the discussion of a proposal.  Differences of opinion were expressed as to whether members can or cannot discuss certain issues and guidance provided in the past.  Dr. Canalis asked for written clarity on this issue before the next meeting and requested that members be reminded about such issues at each meeting.  
Dr. Nishiyama was asked to clarify the issue with the core facility.  Dr. Nishiyama stated that it is clear that the laboratory space in federally funded buildings can be used for federally approved stem cell lines.  Dr. Ren-He Xu, the Director of the core facility at the University of Connecticut Health Center, was invited to give input on the core facility at the University of Connecticut, Storrs with respect to non-federally approved stem cell lines.  Dr. Xu indicated that investigators typically start with federal approved lines in their own laboratories, and campuses usually provide space and certify equipment for non-federally approved lines.  The Advisory Committee members questioned how other principal investigators at UCONN, Storrs are able to work around this issue.  Dr. Bates, Administrative Director of the University of Connecticut Stem Cell Institute, discussed some of the procedures with respect to equipment on campus.  She explained that the equipment is screened as eligible or ineligible, and the campuses are working together on this issue.  Dr. Bates indicated that at the UCONN Health Center, most of the buildings are non-federally funded.  However, at the UCONN, Storrs campus, a majority of the buildings are federally funded.  Dr. Bates indicated that the Storrs campus is working on alternative plans for space for non-federally approved stem cell lines.   She noted that a meeting will be held next week to discuss this issue, and she will send written clarification to CI following the meeting.  Dr. Landwirth suggested discussing this issue further at a special meeting to be scheduled before the July meeting if possible.
Mr. Wagner mentioned that the May 20, 2008 meeting the Advisory Committee requested that the principal investigator for project 06SCD02, Dr. Xu, provide more information about the core facility before the second year of funding is provided.  Dr. Xu gave a presentation on the aims, the inventory of human embryonic stem cell lines, researchers who serve as repository for the lines, training efforts, and outreach efforts.  Both Dr. Kiessling and Dr. Genel, the reviewers of the technical progress report for this project, were satisfied with the revised technical progress report submitted.  It was noted that the technical progress report was originally limited to three pages.
MOTION:
Dr. Wallack made a motion that was seconded by Dr. Genel to accept the revised technical progress report and approve the second year of funding for grant recipient 06SCD02, UCHC, Xu, principal investigator.  There being a lack of a quorum eligible to vote, the motion was tabled. 

The Advisory Committee at the May 20, 2008 meeting voted to table consideration of the second year of funding for grant recipient 06SB14 “SMAD4-Based ChIP-chip Analysis to Screen Target Genes of BMP and TGFB Signaling in hESC,” UCHC, Xu, principal investigator until the June meeting to get more detailed information on the progress of the project to date.  Dr. Xu discussed the aims and progress of project 06SCB14 in detail.  
MOTION:
Dr. Fishbone made a motion that was seconded by Dr. Wallack to accept the revised technical progress report and approve the second year of funding for grant recipient 06SCB14, UCHC, Xu, principal investigator.  There being a lack of a quorum eligible to vote, the motion was tabled. 

With respect to the lay language provided for the projects, Dr. Wallack suggested that the principal investigators provide more information or description as to why the project is important.

Dr. Lin, principal investigator for project 06SCD01, was invited to discuss the progress of the core project.  He reviewed the significant progress that has been made since funding was received.  Dr. Lin stated that by the end of November 2007, all four core laboratories were built and began at full capacity in December 2007.  He mentioned that the funding received from the Advisory Committee was used to leverage additional funding from Yale University.  Dr. Lin reviewed the answers to the questions requested by the Advisory Committee.    
MOTION:
Dr. Wallack made a motion that was seconded by Dr. Kiessling to accept the revised technical progress report and approve the second year of funding for grant recipient 06SCD01, Yale, Lin, principal investigator.  There being a lack of a quorum eligible to vote, the motion was tabled. 

Review of 2008 Grants
Dr. Lee, principal investigator of project 08-SCD-EVER-001, Evergen Biotechnologies, Inc. discussed the proposed budget revisions.  He noted that the project will be carried out by a newly established non-profit organization, Regenerative Medicine International Corp.  Due to the significant reduction in proposed funding, Dr. Lee explained that significant reductions were made in the budget for equipment and personnel.  However, approval is being sought to revise the duration of the project from 2 years to 15 months to complete the work with the equipment and personnel originally proposed.  Attorney Horn stated that the RFP for this round of funding was revised so the Advisory Committee has more flexibility in terms of funding.  It was noted that the funding agreements have not yet been executed for this project because of issues raised at the last meeting.  In response to a question, Dr. Lee stated that the training at the core facility is very specialized and no one in the country provides this type of training.     
Discussion ensued about the ESCRO for the project.  A representative from Evergen stated that Evergen hopes to use the UCONN ESCRO or establish its own ESCRO Committee.  It was noted that with all proposals, ESCRO approval is necessary before funding for the project is released.  In response to a question, the representative from Evergen stated that he has had discussions with UCONN about the use of their ESCRO but there is no firm commitment.  
MOTION:
Mr. Mandelkern made a motion that was seconded by Dr. Fishbone to accept the revised budget for project 08-SCD-EVER-001, Evergen Biotechnologies, Inc., Lee, principal investigator.  There being a lack of a quorum eligible to vote, the motion was tabled. 

Mr. Wagner noted that project 08-SCC-YSME-05, Redmond, principal investigator, received ESCRO approval.  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.  

MOTION:
Dr. Fishbone made a motion that was seconded by Mr. Mandelkern to accept the revised budget for project 08-SCC-YSME-05, Redmond, principal investigator.  There being a lack of a quorum eligible to vote, the motion was tabled. 

Approval of Annual Report
MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Genel, the Advisory Committee members voted unanimously in favor of adding to the agenda the acceptance of the Annual Report.    

MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Fishbone, the Advisory Committee members voted unanimously in favor of accepting the Connecticut Stem Cell Advisory Committee Annual Report to send forward to the general assembly. 

Mr. Wollschlager was complimented for the completeness and inspiring report.  
Ethics and Law Subcommittee Meeting Update
Dr. Landwirth reported that it is not clear whether the National Institutes of Health will come out with recommendations with respect to ESCRO review of induced pluripotent stem (“IPS”) cells.  However, the two Connecticut ESCROs have the same policy with respect to the review of IPS cells.  It was noted that an annual ESCRO workshop will be held some time in the fall at Yale, and this issue is likely to be one of the agenda items for the workshop.
Dr. Landwirth left the meeting at this time, and Dr. Wallack chaired the remainder of the meeting.
2008 Contract Updates
Mr. Wagner mentioned that a majority of the paperwork has been received from the 2008 grant awardees, and a reminder was sent to the principal investigators that have not provided the documentation.    

Mr. Wagner indicated that all revised financial reports have been received for the 2006 grant recipients.  Mr. Wollschlager stated that it he believes that all fiscal concerns raised by DPH have been addressed.  

Strategic Planning Subcommittee
Mr. Wollschlager mentioned that an informal meeting was held to begin discussions on a strategic planning process and to revisit some of the issues brought up by the Advisory Committee as well as the Connecticut Academy of Science and Engineering.  The group that met felt that both short-term and long-term plans should be identified for legislative purposes and that a non-biased entity should be asked to help with the strategic planning process.  It was noted that Dr. Pescatello has agreed to chair the Strategic Planning Subcommittee.  Dr. Genel stated that there was a discussion about determining the long-term future of the research program in Connecticut and whether the Advisory Committee could connect with other research funding programs already in place.
Target Dates
· July 15, 2008—Next regularly scheduled Advisory Committee meeting.
· Special telephonic meeting to be scheduled before July 10.

Public Comments
Paula Wilson from Yale University questioned the target date for release of funding for the 2008 grant recipients.  She also questioned the timing for the Request for Proposals (“RFP”) for the next round of funding.  

Mr. Wagner indicated that after receipt of fully executed contracts, the funds will be released which will hopefully be before the end of the month.  With respect to the next RFP, Mr. Wagner stated that the timing has not yet been discussed.  

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 3:40 p.m.







Respectfully submitted:



















_____________________







Dr. Robert Galvin, Chair
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