

 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes –Special Meeting

Tuesday – June 6, 2006

A special meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, June 6, 2006, at Connecticut Innovations, Inc., 200 Corporate Place, Rocky Hill, Connecticut.
Call to Order:  Noting the presence of a quorum, the meeting was called to order at 1:10 p.m. by Commissioner Robert Galvin, Chair.  Members present:  Robert Galvin, M.D., M.P.H. (Chair), Ernesto Canalis, M.D., Myron Genel, M.D., Ph.D, Julius Landwirth, M.D., J.D., M. William Lensch, Ph.D., Kevin Rakin, Milton B.Wallack, D.D.S., and Xiangzhong (Jerry) Yang, Ph.D.  Absent:  Charles Jennings.

 Other Attendees:  Catherine Kennelly (DPH), Denise Leiper (DPH), Diane Krause (Yale), Nancy Rion (CI), Russell Tweeddale (CI),  David Goldhamer (UCONN/CRB),  Bruce Carlson (UCONN), Bill Hathaway (Hartford Courant), Marianne Horn (DPH), Bob Mandelkern (Parkinson Rep. to Stem Cell Coalition), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Henry Salton, Assistant Attorney General, Anne Hiskes (UCONN/CRB), Myrna Watambe, Jeff Ponuk, and Paul Pescatello (CURE).

Opening Remarks (Commissioner Galvin):  

Dr. Galvin provided an update on the decision by the legislature to enlarge the size of the Advisory Committee.  He reported that to the best of his knowledge, no new appointments to the Advisory Committee have yet been made.  Dr. Galvin will continue to be involved and make recommendations on appointments to the Advisory Committee.  

Review of Minutes –Advisory Committee Meeting – 3/22/06:

The Advisory Committee members reviewed the proposed minutes from the May 9, 2006 meeting.  Dr. Landwirth requested that the minutes be amended to indicate that he requested that the Advisory Committee revisit requirements for the transfer of data collection and funded research, possibly along the lines of NIH requirements.

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Landwirth, the Advisory Committee members voted unanimously in favor of adopting the minutes of the May 9, 2006 meeting with the amendment recommended by Dr. Landwirth.  

Update on Letters of Intent (CI):


Ms. Rion from Connecticut Innovations (“CI”) gave an update on the Letters of Intent.  She mentioned that although not required, approximately 75 Letters of Intent were received.  She cautioned that this is not totally indicative of the number of proposals that will be received.  Ms. Rion stated that typically 80 percent of those that send Letters of Intent will follow through with an actual proposal.  Ms. Rion noted that the list of Letters of Intent received is broken down by the type of grant award seeking.  In summary, there are approximately 40 seed proposals, 27 established investigator proposals, 2 group proposals, 3 core facilities proposals and 4 hybrid proposals.  She mentioned that 36 of the letters were from UCONN, 35 from Yale University, 1 from Wesleyan University, 1 from Central Connecticut State University, 1 from the University of Hartford, 2 from private companies and 1 from a foundation.  With respect to the content of the Letters of Intent, Ms. Rion stated that they ranged from three sentences to four pages and contained a variety of information.  There was a general sense of encouragement with the number of Letters of Intent received.  In response to a question, Ms. Rion stated that it is difficult to assume the kinds of proposals that may be sent from the information received in the Letters of Intent. 


There being no objection, the order of the agenda was changed.


Update on Peer Review Meeting (Mr. Wollschlager):

Mr. Wollschlager gave an update on the Peer Review Committee meeting held on May 24, 2006 via teleconference initiating from the Department of Public Health.  There was a quorum with three of the five members participating.  Three of the Advisory Committee members also joined the meeting.  Mr. Wollschlager mentioned that the Peer Review Committee is prepared to and anticipates reviewing approximately 100 applications.  He stated that the Peer Review Committee feels that the review process is very critical and they intend to review the applications themselves.  The only exception is to retain expert advice on certain pieces of an application when the core Peer Review Committee members lack subject matter expertise.  The ad hoc reviewers would not vote but merely provide advice on certain portions of the application. Dr. Galvin will confirm this issue with the Peer Review Committee members.  A question arose about choosing and clearing the ad hoc reviewers.  Mr. Wollschlager stated that the ad hoc reviewers will be chosen by the Peer Review Committee members.  

Mr. Wollschlager mentioned that the Peer Review Committee members discussed the categories for the grant awards and noted that even though they do not exactly match the NIH categories, they are fairly close; and the Peer Review Committee members feel comfortable with the NIH rating and scoring system.  The intention is to have each grant reviewed by two of the five members of the Peer Review Committee and brought back to the entire committee for a collective recommendation.  The Peer Review Committee has decided that final recommendations for science and ethical merit would be done on or before October 4, 2006.  Dr. Wallack commented on the meeting of the Peer Review Committee, stating that the members are very excited and committed to the process.  He mentioned that the Peer Review Committee members came up with a methodology for proceeding and a ranking system within categories plus points.  Dr. Galvin was commended for bringing the whole process together, and Mr. Wollschlager was also recognized for his contributions to the process.  

Mr. Wollschlager mentioned that the Peer Review Committee members will be attending the International Society of Stem Cell Research Annual Meeting and Symposium in Toronto, Ontario, Canada June 29, 2006 through July 1, 2006.  If possible, a formal meeting of the committee will be held at that meeting in Toronto.  If so, the committee members will be clarifying and codifying the scoring mechanisms for science and ethical merits.

A question arose as to whether the applicants are required to disclose any other funds they may have received for a project to ensure that state funds are not overlapping/supplementing federal or other funding already provided for the same project.  After discussion on the issue, Attorney Horn stated that the CT Stem Cell Research Grants Proposal Instructions (the “Application Document”) requires the applicant to disclose financial commitments from other sources.  She noted that the applicant must also sign a statement indicating that everything in the proposal is accurate and true; and false statements may constitute fraud and loss of funding.  There was consensus that the information requested in the Application Document was sufficient, and there is no need to send an addendum to the Application Document or an e-mail requesting further information.    


Update on New Appointees (Mr. Wollschlager):

Mr. Wollschlager reiterated that in response to recent legislation no new appointments have been made to the Advisory Committee.  Commissioner Galvin will continue to make recommendations on appointments to the Advisory Committee.  Recommendations can be forwarded to the appropriate legislative bodies.

Umbilical Cord Blood Bank:  Stem Cell Research Advisory Committee Appointee:   


Mr. Wollschlager summarized Public Act No. 06-77.  Public Act No. 06-77 requires the Commissioner of Public Health in consultation with the Stem Cell Research Advisory Committee to establish an ad hoc committee to, among other things, examine and evaluate the feasibility of a public umbilical cord blood bank.  Members of the ad hoc committee will be appointed by the Commissioner of Public Health consistent with the public act.  One member of ad hoc committee shall be a member of the Stem Cell Research Advisory Committee.  In accordance with Public Act No. 06-77, the membership of the ad hoc committee can be expanded if either the Stem Cell Research Advisory Committee or the Commissioner of Public Health decides such expansion would be useful.  The law states that the ad hoc committee shall convene its first meeting within 60 days from the passage of the law, and a report must be submitted to the Governor and joint standing committees of the General Assembly having cognizance of matters relating to public health by January 5, 2007.  Having experience and background in the field, Dr. Lensch was recommended and agreed to serve as member of the ad hoc committee. 

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Genel, the Advisory Committee members voted, with Dr. Lensch abstaining, in favor of appointing Dr. Lensch to the Ad Hoc Committee formed to examine and evaluate the feasibility of a public umbilical cord blood bank.  

STEM CONN 07:

Mr. Wollschlager stated that progress has been made with putting together Connecticut’s Stem Cell Research International Symposium to be held on March 27, and 28, 2007 in Hartford.  The first day will target legislators and members of the administration and will focus on legal issues, bioethics and economic development.  The second day will focus on scientific presentations.  Mr. Wollschlager mentioned that speakers for the symposium have been identified.  It was noted that the Governor has been quoted as actively supporting this initiative and the symposium will be an extraordinary opportunity to highlight the State of Connecticut’s excellence and leadership in stem cell research.   The event is being put together in cooperation with the Connecticut Department of Public Health, the Juvenile Diabetes Foundation, Connecticut United for Research Excellence, UCONN, Yale University, Wesleyan University and the Connecticut Stem Cell Coalition.  


Consideration of Award Type Funding Limits:


Dr. Genel asked the Advisory Committee members to consider establishing funding parameters or guidelines for each of the categories of grant awards.  He stated that establishing parameters would help to prioritize, especially for the initial funding round.  Dr. Genel explained that the guidelines would most likely change with the different funding cycles and as the process evolves.  Discussion ensued about some of the language within the Application Document.  It was noted that the Application Document does not specify an amount per category.  Several members recalled having this discussion in an earlier meeting and preference was given to funding core facilities in the beginning and shifting priority in later funding cycles.  Dr. Lensch noted that at an earlier meeting a pie chart indicating certain percentages was discussed and there was opposition at that time with the concept of establishing limitations on funding for the categories.  He stated that the underlying principle discussed by the Advisory Committee was the quality of the science and ethical merits of the project.  It was noted that when priority was discussed by the Peer Review Committee preference was given to funding “good research,” and if there are no acceptable applications in a particular category, nothing should be funded within that category.  Concern was expressed with setting priorities and not funding certain categories after releasing the Application Document and receipt of Letters of Intent.  Several members expressed concern with setting limits on certain categories when the quality of the proposals is not yet known.  Concern was also expressed with changing the message that was already articulated through the Application Document.  Dr. Galvin questioned how the Advisory Committee would proceed if $40,000,000 worth of requests were received for the $20,000,000 of available funding.   Suggestion was made to have the Advisory Committee adopt a basic philosophy to help with the decision making process for funding proposals.  

Dr. Genel read portions of an e-mail that he sent to several individuals regarding this issue but did not send to the entire Advisory Committee in fear that it would constitute a quorum.  With respect to e-mails, Attorney Horn explained that sending e-mails does not constitute a meeting unless the members are reacting back and forth about something contained in an e-mail.  In summary, Dr. Genel suggested the establishment of broad guidelines, priorities and caps on funding for each of the various categories before the applications are received and in advance of the review process.  Suggestion was made to initially emphasize funding for core proposals and later shifting to individual investigators or group projects.  Dr. Genel suggested caps on funding for each of the categories as follows for this funding round:  

· $500,000 for seed grants

· $2,500,000 for individual investigator grants, 

· $7,000,000 for group project grants 

· $10,000,000 for core facilities and hybrid grants 

As an alternative, he explained that group, core and hybrid applications could be combined for up to $16,000,000 and $1,000,000 could be added to either seed funding or the individual investigator grant categories.  Dr. Galvin indicated that it may be desirable to work this out now before the additional eight members come on board.  Concern was again expressed by several members with setting limits when the quality of the applications is not known.


Mr. Wollschlager reiterated that this issue has been discussed at previous meetings, and it appears that the only area where there isn’t consensus is with respect to whether or not to set ordinal parameters and priorities.  Dr. Landwirth explained that the Peer Review Committee members are the scorers and the Advisory Committee members are the advisers, which are not required to fund only the top scoring applications.  He stated that the Advisory Committee members should fund the proposals that best meet the philosophy and priorities set forth by the Advisory Committee.  Suggestion was made to consider adopting a philosophy or guiding principles.  

Dr. Lensch read excerpts from the Application Document and proposed that these be composed into one document and accepted by the Advisory Committee as guiding principles.

MOTION:  Upon a motion made by Dr. Wallack, seconded by Dr. Landwirth, the Advisory Committee voted, with Dr. Canalis and Dr. Genel opposed, to accept the following, which may change from time to time, as guiding principles of the Advisory Board:

To support the advancement of embryonic and/or human adult stem cell research in Connecticut and to support research on human embryonic stem cells that are not currently eligible for federal funding based on:

· Scientific merit of the proposed research

· Conformance to high ethical standards

· Ability to perform the proposed research

· Commitment of host institution and (where applicable) collaborators to the proposed project, including cost sharing

· Potential for collaboration across disciplines and institutions

· Benefits (including financial benefits) to the state of Connecticut

· Alignment with funding priorities as determined from time to time by the Connecticut Stem Cell Research Advisory Committee.


The Advisory Committee members briefly discussed priority of the above list.  After discussion there was consensus that scientific merit and high ethical standards are most important.  Attorney Salton mentioned that the Application Document implies that funding priorities can be changed from time to time by the Advisory Committee.  In response to a concern expressed with shifting funding priorities, Attorney Salton reiterated that the Application Document provides the flexibility for the Advisory Committee to shift funding priorities between the categories and that the Application Document provides guidance for the applicant.


Dr. Galvin will indicate to the reviewers the need for something that indicates real relative merit (i.e., numerical grade or ordinal ranking within each category.)  Additionally, the reviewers should indicate whether the proposal has merit or it is not a reasonable project.  .  


Stem Cell Research Advisory Committee Application Review Process (Marianne Horn):


Attorney Horn discussed the application review process and some parameters of the Freedom of Information Act, which must be followed since the Advisory Committee is considered a public entity.  She noted that there are specific ways that documents can be exempted from release to the public.  She explained that presumably, the sections of the application that are considered confidential would be marked confidential and some of that information may be considered exempt from public release.  Some of those applicable areas considered exempt under the Freedom of Information Act include trade secrets, patentable information, proprietary information, commercial and financial information given in confidence, preliminary drafts or notes, personnel and medical files.  Attorney Horn explained that the review process would be done in an open public meeting; and when the Advisory Committee gets to an area of the application that is considered exempt from public release, the Advisory Committee would vote to go into executive session to review the exempted material and then go back into the regular public meeting to continue with the review.  Attorney Horn questioned whether Connecticut Innovations would preliminarily look at the applications to see if they are complete before they are forwarded to the Peer Review Committee or whether all the applications would be forwarded to the Peer Review Committee.  Suggestion was made to forward only complete applications to the Peer Review Committee.  


Dr. Canalis questioned whether the Peer Review Committee would be providing a summary statement for each of the applications to the Advisory Committee and questioned whether that summary would be considered nondisclosable under the Freedom of Information Act.  Attorney Horn will review this issue to determine whether a summary paragraph from the reviewers to the Advisory Committee on the merits of the applications would be exempt from public disclosure.  


Public Comments:


Dr. Galvin invited public comments at this time.


Dr. Hiskes, Chairperson of the UCONN ESCRO Committee, on behalf of the ESCRO Committee, questioned whether information received from the Peer Review Committee members would be available for their review.  She stated that this information may be helpful for the ESCRO Committee.


Mr. Wollschlager stated that the Advisory Committee can ask the Peer Review Committee members for certain information but cannot tell or require the Peer Review Committee members to follow a certain process.  He mentioned that the Peer Review Committee members indicated that they intend to follow the NIH guidelines to the extent possible.  Concern was expressed with an ESCRO Committee receiving such information since ESCRO evaluations are intended to be independent.  Another concern was expressed with sharing a summary statement or information about an application with someone other than the appropriate investigator.


Mr. Mandelkern, Parkinson Representative to Stem Cell Coalition, expressed the need to keep the review process by the Peer Review Committee as objective and independent as possible.  He expressed a concern that the independence and objectiveness of the process may be lost if summary statements are shared with the public.  Mr. Mandelkern stated that he feels that the suggested funding amounts for the various groups are disproportionate in relation to the number of Letters of Intent received for each of the categories.  Mr. Mandelkern recognized the State of Connecticut for expending almost as much money over next two years for stem cell research as the federal governmental has in the last fiscal year. 


Dr. Galvin emphasized that he also believes that the identity of the Peer Review Committee members should be kept anonymous.  He stated that he also believes that any written information from a reviewer should be extracted from public disclosure.  Dr. Lensch summarized the three options with respect to the reviewers—1) the applications would be forwarded with no feedback, 2) the reviewers would provide feedback on the review, or 3) the reviewers would provide feedback that would be available for the public.  Attorney Horn discussed some of the information that is typically released to the public with respect to grant awards.  She noted that typically, the summary of the grant, the amount funded and some technical details are available for public review.


Attorney Salton stated that the basis for excluding something is because it contains information that is exempt under the Freedom of Information Act.  He stated that the ability to maintain confidentiality of something is based on the content of the document.  A document that does not contain the exempt material identified in the statutes would be disclosable to the public.  It was noted that Connecticut is very pro-active with disclosing information to the public.  Attorney Salton explained the process for handling a typical Freedom of Information request.  He described a Freedom of Information request which resulted in a lawsuit against medical reviewers.  The Advisory members discussed potential options to try to protect the preliminary draft notes of and identity of the Peer Review Committee members.  Mr. Wollschlager noted that a lot of the details of the review process still need to be worked out with the Peer Review Committee members.  There was a consensus among the Advisory Committee members that it is crucial to protect the identity of the Peer Review Committee members.  Attorney Horn asked for more specific information about the scientific review process and the documents that would be reviewed to help determine a potential process for moving forward with protecting the identity of the reviewers while still complying with the spirit of the law.  This issue will be discussed with the members of the Peer Review Committee. 


Work Groups (Mr. Wollschlager):

There was consensus to defer discussion on assignments to working groups until the additional members have been appointed to the Advisory Committee.


Other Business:


Dr. Lensch was commended for his recent promotion.


The next meeting is scheduled for Tuesday, July 18, 2006.

MOTION:  Upon a motion made by Dr. Canalis, seconded by Dr. Genel, the Advisory Committee voted unanimously in favor of adjourning the meeting at 4:03 p.m.








Respectfully submitted:








_________________________________________








Dr. Robert Galvin, Chair
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