
 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – February 19, 2008
A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, February 19, 2008, at the Connecticut Economic Resource Center, Brook Street, Building #4, Rocky Hill, Connecticut.
Call to Order:  In the absence of the Chairman, Dr. Landwirth called the meeting to order at 1:18 p.m.  Members present:  Ernesto Canalis, M.D.; Myron Genel, M.D., Ph.D.; Paul Huang, M.D., Ph.D. (by phone); Charles Jennings, Ph.D. (by phone); Ann Kiessling, Ph.D. (by phone); Julius Landwirth, M.D., J.D.; Stephen Latham, J.D., Ph.D.; Robert Mandelkern; Amy Wagers, Ph.D. (by phone); and Milton B. Wallack, D.D.S.  Absent:  Robert Galvin, M.D., M.P.H. (Chair); Treena Livingston Arinzeh, Ph.D.; Gerald Fishbone, M.D.; and Xiangzhong (Jerry) Yang, Ph.D.  

Other Attendees:  Isolde Bates (UCONN), Pamela Hartley (CI), Marianne Horn (DPH), David Menaker (National Spinal Cord Injury Group, Connecticut Chapter), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Julie Schwager (UCONN), Jeff Small (UCONN), Paula Wilson (Yale University), and Warren Wollschlager (DPH) (by phone).  

Opening Remarks
Dr. Landwirth stated that in the absence of Commissioner Galvin, he would be chairing the meeting.  He mentioned that a letter of resignation has been received from Mr. Rakin.  

Review of Minutes –Advisory Committee Meetings 1/15/08
Dr. Landwirth asked the Advisory Committee members to consider the minutes from the January 15, 2008 regular meeting.  

MOTION:
Upon a motion made by Dr. Latham, seconded by Mr. Mandelkern, the Advisory Committee members voted unanimously in favor of adopting the minutes of the January 15, 2008 meeting as presented.  Dr. Kiessling was not present for the vote.

Appointment of New Chair of Strategic Planning Subcommittee 
Dr. Landwirth mentioned that both Mr. Mandelkern and Dr. Latham expressed interest in chairing the Strategic Planning Subcommittee, and Mr. Mandelkern has deferred the appointment to Dr. Latham.  Therefore, Dr. Latham has been appointed the chair of the Strategic Planning Subcommittee, and no further action is required by the Advisory Committee.  

Dr. Latham stated that in addition to several Advisory Committee members, he is hopeful that the membership of the committee will also include individuals who are not members of the Advisory Committee.    

Dr. Latham mentioned some of the issues that need to be discussed by the Strategic Planning Subcommittee, including but not limited to:  1) funding for the administration of the program; 2) what, if anything, will change if National Institutes of Health funding changes while the Connecticut stem cell research program is still being funded; and 3) whether Connecticut’s funds should be targeted or focused in the short-term.  
Referring to Governor Rell’s proposed budget, Mr. Mandelkern questioned whether funding for four additional positions at the Department of Public Health (“DPH”) would help reduce the deficit for administration of the Stem Cell Research Program.  Attorney Horn stated that she does not believe the additional positions in the budget for DPH are for administration of the Stem Cell Research Program. 
There not being a quorum of eligible members to vote on the proposed changes to the UCONN proposals, the order of the agenda was changed.  

2006 Annual Report Review Process
Ms. Hartley reviewed the timeline for receipt of the annual reports, noting that by April 2, 2008 most of the annual fiscal reports and annual technical progress reports should have been received from the 2006 grant recipients.  In accordance with the assistance agreement, the Advisory Committee must accept and approve the reports before the second year of funding installments are issued.  Ms. Hartley stated that as soon as the reports are received, they will be forwarded to the respective Advisory Committee members who will be reviewing the reports.  A list with the names of the two individuals who originally reviewed the proposals was provided to everyone.  Substitutes were added for those members that resigned or need to be replaced.  Ms. Hartley discussed the forms that were developed for use during the review process.  She stated that the original proposals and contracts will also be provided for comparison purposes.   Recommendation was made to also provide copies of the minutes and transcripts from the meetings when the grants were awarded.  In response to a question, Ms. Hartley stated that the reviewers should complete the review as soon as possible and within 15 days from receipt of the reports.  She indicated that sign-off forms would be filled out for each project after the review has been completed for both the annual fiscal report and the annual technical progress report.  Ms. Hartley explained that the reviewers should either:  1) recommend the acceptance and approval of the reports by the Advisory Committee, 2) recommend bringing the reports to the Advisory Committee for further discussion, or 3) recommend that the Advisory Committee not accept or approve the reports.  At either the April or May meeting, the Advisory Committee members would consider and take formal action on the recommendations by the two reviewers.  Ms. Hartley reiterated that funds for the second year cannot be released until after the Advisory Committee accepts and approves the reports.  It was noted that there is a potential for a two-month funding gap.  
In response to a comment made about the potential funding gap, Attorney Horn stated that it is her understanding that the institutions were informed that if they have carry over funding from year 1, the funds could be used in accordance with the respective budgets to continue the work.  However, the institutions will be proceeding at their own risk and with no guarantees of continued funding.  Copies of the communications that were provided to the institutions on the potential funding gap will be provided to the Advisory Committee members. Attorney Horn noted that the timeline for next year will be modified to try to avoid this issue in the future.  

Dr. Canalis expressed concern with not having the expertise, background or knowledge to review the fiscal reports and stated that he therefore could not properly assess or approve the reports.  It was noted that the proposed process was discussed at length at the January meeting, and it was agreed that Dr. Fishbone would work with staff to develop a process for proceeding.  Ms. Hartley mentioned that CI will be reviewing the reports and providing a summary of observations to the reviewers to use as a resource.  After further discussion, a majority of the Advisory Committee members felt comfortable with the process if both CI and DPH perform fiscal reviews and provide comments before the two Advisory Committee reviewers are expected to make recommendations.  
Mr. Wollschlager joined the meeting through teleconference call at 1:55 p.m., and Dr. Jennings disconnected from the meeting at 2:00 p.m.
Dr. Wallack questioned whether CI is satisfied that the grant awardees will provide a narrative description relative to their project that would be appropriate for the public.  Ms. Hartley noted that the guidelines for the technical progress reports that have been developed for the principal investigators were very clear and specifically request certain items, including a summary for the public suitable for a public press release.  Recommendation was made to suggest that the narratives be provided in a form that would be suitable for use on the DPH Website or have someone edit the statements so that they are comprehensible to the public.  

2008 Grant Review Process
Ms. Hartley mentioned that all peer reviews should be completed by March 7; and by March 14, the results from the Peer Review Committee should be sent to the Advisory Committee members.  She stated that CI is in the process of making assignments for the review of the 2008 grant proposals based on the conflict of interest forms submitted by the Advisory Committee members.  The meetings to discuss and make awards of grants will be held on Monday, March 31, from 8:00 a.m. to 4:00 p.m. and Tuesday, April 1, from 8:00 a.m. until completed.  The meetings will be held at the Hartford Hilton.  Ms. Hartley summarized the logistics of the meeting, noting that the meeting will run similarly to last year.  In response to a question, Ms. Hartley noted that the time limits for presentations will be different for the various categories.  Suggestion was made to use large stickers or sheets of paper that can be moved around between the different categories (i.e., fund, not fund or maybe fund) if needed.  Ms. Hartley will provide instructions in writing to the Advisory Committee members before the meeting dates.  
Review/Approval of Private Applicants
Dr. Latham noted that during the last round of funding, one private company applied for grant funding but did not ultimately receive a grant award.  He mentioned that for this round, there are a number of private companies who have applied for grant funding.  Dr. Latham indicated that some contractual issues (i.e. indemnification of the state, intellectual property issues) may have to be handled differently for private companies.  

Dr. Latham stated that additionally, consideration should be given to the due diligence process that should be performed for private companies.  He questioned whether the financial viability of the company and the company’s good standing as a corporation should be reviewed.  Attorney Horn mentioned that she discussed the issue with Attorney Salton, and Attorney Salton felt that there is enough flexibility within the terms of the Request for Proposals to request additional information necessary to perform further due diligence.  Ms. Hartley requested that the Advisory Committee members narrow down the additional information that may be needed since there may be costs associated with the additional due diligence.  After discussion, suggestion was made to request any additional information from the applicants early in the process rather than following the awards of grants.  

Dr. Latham mentioned that Mr. Rakin, who recently resigned from the Advisory Committee, was the chair of the Contract Subcommittee.  He noted that the Contract Subcommittee would need to be reconstituted.  Since the Ethics and Law Subcommittee and Contract Subcommittee have similar functions, the Advisory Committee members discussed options and the most effective and efficient structure for the subcommittees.  Suggestion was made to have the Ethics and Law Subcommittee handle the issues that had been handled by the Contract Subcommittee. 
Dr. Latham mentioned that there are on-going discussions about the scope of the Embryonic Stem Cell Research Oversight (“ESCRO”) and Stem Cell Research Oversight (“SCRO”) committees review for private companies.  One of the issues being considered is whether the research by the private companies should be reviewed by an out-of-state ESCRO or whether something should be set up in state.  The issue as to whether induced pluripotent stem cells (“iPS”) should be reviewed by ESCRO committees has not yet been resolved and is a topic of the next ESCRO committee meeting which will take place in April.  
Subcommittee reports:
Ethics and Law
Dr. Landwirth discussed the following two major issues of concern that require further discussion by the subcommittee:  1) the scope of the ESCRO oversight of iPS and whether ESCRO committees have jurisdiction over iPS.  Dr. Kiessling gave examples of gene and cell manipulation research performed regularly that are not required to have ESCRO or Institutional Review Board (“IRB”) review but are required to keep the ESCRO informed in certain circumstances.  It was noted that the National Academy of Sciences is looking at guidelines to determine whether modifications should be made because of iPS research.  Attorney Horn described the approach taken by Harvard with respect to iPS research and the derivation of new stem cell lines as a result of the research.  She noted that some concern has been expressed about ESCRO committees potentially getting into areas beyond their mission and expertise.  In response to a question about progress with iPS research, Dr. Kiessling noted that it is expected that a number of papers on the subject will be published over the next several months.  

Change in Key Personnel Request (06SCC04)
Ms. Hartley discussed the request for a change of one of the senior personnel for group project 06SCC04, “Directing hES Derived Progenitor Cells into Musculoskeletal Lineage” UConn Health Center, Rowe, principal investigator.  She mentioned that the senior personnel change concerns Project 3 of this group project, which is a subcontract with University of Connecticut, Storrs, led by principal investigator Dong-Guk Shin.  She mentioned that the University of Connecticut has requested that Dr. Shin assume the Project 3 responsibilities of Dr. Achenie, who left the university.  Ms. Hartley explained that the change in personnel will impact the budgets for years 1 through 3 of the project and represents a budget reallocation of 4.9 percent for each of the three years.  

MOTION:
Upon a motion made by Dr. Kiessling, seconded by Dr. Wagers, the Advisory Committee members voted in favor of authorizing the change of key personnel by replacing Dr. Achenie with Dr. Dong-Guk Shin for Project 3 of group project 06SCC04, “Directing hES Derived Progenitor Cells into Musculoskeletal Lineage,” UConn Health Center, Rowe, principal investigator. VOTE:  8-0-1 (Genel, Huang, Kiessling, Landwirth, Latham, Mandelkern, Wagers, and Wallack in favor; 0 opposed; Canalis abstained).  Dr. Arinzeh, Dr. Fishbone, Dr. Galvin, and Dr. Yang were absent from the meeting, and Dr. Jennings was not present during the vote.  MOTION PASSED.  

Budget Reallocation Request (06SCC04)
Ms. Hartley explained that the University of Connecticut Health Center is requesting a reallocation of funds for group project 06SCC04, “Directing hES Derived Progenitor Cells into Musculoskeletal Lineage,” from Project 5 (David Rowe, principal investigator) to Project 8 (David Goldhamer, principal investigator), a subcontract with University of Connecticut, Storrs.  Ms. Hartley explained that the transfer of funds would allow Dr. Lawton, a postdoctoral fellow, to conduct work for both projects.  The proposed transfer of funds would represent a budget reduction of 22 percent in year 1 for Project 5 and a budget increase of 22 percent in year 1 for Project 8.  The Advisory Committee members commended the University of Connecticut for the collaborative efforts.

MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the Advisory Committee members voted in favor of authorizing the budget reallocation for group project 06SCC04, “Directing hES Derived Progenitor Cells into Musculoskeletal Lineage,” UConn Health Center, from Project 5 (David Rowe, principal investigator) to Project 8 (David Goldhamer, UCONN, principal investigator), as requested. 

VOTE:  8-0-1 (Genel, Huang, Kiessling, Landwirth, Latham, Mandelkern, Wagers, and Wallack in favor; 0 opposed; Canalis abstained).  Dr. Arinzeh, Dr. Fishbone, Dr. Galvin, and Dr. Yang were absent from the meeting, and Dr. Jennings was not present during the vote.  MOTION PASSED.  

Public Comments
Paula Wilson asked for clarification on the use of grant funds or other sources of funds if there is a potential funding gap.  Attorney Horn clarified that if the institution does not have any remaining grant funds, the institution can self-fund or find other sources of funding for the continued research at their own risk while waiting for the release of funding for year 2.  Mr. Wollschlager indicated that the university may do pre-award funding at their own risk.   
David Menaker questioned whether there has been any sharing of ideas or collaboration to avoid duplication of efforts.  Mr. Wollschlager indicated that there has been a lot of sharing during the scientific meetings.  In particular, he noted that California and Connecticut are attempting to align regulatory requirements with respect to acceptable derived stem cell lines and possible legislative solutions.  Dr. Latham and Mr. Wollschlager explained the sharing and collaborative efforts made with the United Kingdom and the states that participated in the trip to the United Kingdom.  Mr. Menaker suggested that there be more publicity with the sharing and research so that the general public understands that efforts are not being duplicated. 
MOTION:  Upon a motion made by Dr. Canalis, seconded by Dr. Latham, the Advisory Committee voted unanimously in favor of adjourning the meeting at 2:46 p.m.







Respectfully submitted:
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Dr. Robert Galvin, Chair
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