

 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – September 19, 2006

A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, September 19, 2006, at the Legislative Office Building, Room 1E, Capitol Avenue, Hartford, Connecticut.
Call to Order and Opening Remarks:  Noting the presence of a quorum, the meeting was called to order at 1:50 p.m. by Commissioner Robert Galvin, Chair.  Members present:  Robert Galvin, M.D., M.P.H. (Chair), Ernesto Canalis, M.D., Ann Kiessling, Ph.D, Julius Landwirth, M.D., J.D, Robert Mandelkern, Myron Genel, M.D., Ph.D, Charles Jennings, Ph.D., William Lensch, Ph.D., Kevin Rakin, Milton B.Wallack, D.D.S., Amy Wagers, Ph.D, and Xiangzhong (Jerry) Yang, Ph.D.   

 Other Attendees:  Ann Keen (Parliament Member), Alasdair McDonnell,  M.D. (Parliament Member), Bob Spink, Ph.D. (Parliament Member), Stefan Winkler, Ph.D. (British Consulate), Catherine Kennelly (DPH), Denise Leiper (DPH), Nancy Rion (CI), Kevin Crowley (CI), Warren Wollschlager (DPH), Marianne Horn (DPH), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Henry Salton (Attorney General’s Office), Lynn Townsend (DPH), Bill Hathaway (Hartford Courant), Bruce Carlson (UCONN), Anne Hiskes (UCONN), Ren-He Xu (UCONN Health Center), Isolde Bates (UCONN Health Center), Yolanda Rich  (DPH), Lynn Morris (University of Hartford), Edith Ouellet (UCONN Health Center), John  Bigos (DPH), William Gerrish (DPH) and Paul Pescatello (CURE).  

Commissioner Galvin noted that the meeting is being transcribed verbatim and asked that the members speak into the microphone.  He noted that a press conference was held earlier this morning with British Parliament Members to discuss the potential of working together and sharing resources and technologies with respect to stem cell research.  

New Stem Cell Research Advisory Committee member, Amy Wagers, was introduced and welcomed.  Dr. Wagers is an investigator at the Joslin Diabetes Center and Assistant Professor of Pathology at Harvard Medical School.  
Introduction of United Kingdom MPs and Collaboration Discussion:

Mr. Wollschlager introduced Ann Keen, Member of Parliament, Parliamentary Private Secretary to the Chancellor of the Exchequer (Department of Treasury) Gordon Brown; Dr. Alasdair McDonnell, Member of Parliament; Dr. Bob Spink, Member of Parliament; and Dr. Stefan Winkler, Vice-Consul for Science & Innovation, British Consulate, Boston, MA were all introduced.  Dr. Spink noted that the spoke briefly about the United Kingdom’s establishment of the first stem cell bank in the world.  He and Ms. Keen, on behalf of the Parliament, expressed the desire to work in collaboration with the Connecticut universities and departments to share research and technologies between the two countries.  Commissioner Galvin discussed some of the opportunities to collaborate and share information and experiences with the United Kingdom. 

MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the Advisory Committee members voted unanimously in favor of inviting representatives from the United Kingdom to discuss ways to work together and explore collaborative efforts in stem cell research.  MOTION PASSED UNANIMOUSLY.  

Review of Minutes –Advisory Committee Meeting – 8/15/06:
The Advisory Committee members reviewed the proposed minutes from the August 15, 2006 meeting.  Dr. Yang suggested and there was consensus to make the following changes:

· Page 3, paragraph 3, line 7, add the words “as a member of the committee” after the words Dr. Canalis.”  

· Page 3, paragraph 3, line 15, after the word “opinion” add the words “and Dr. Canalis requested separation of the review of the proposal and.”

· Page 3, paragraph 3, line 19, after the word “student,” add the words “as a professor and graduate student.”

The motions on page 4 and page 5 should be amended to clearly indicate that the motions were passed with the exception of the members opposed, abstaining or recusing themselves.

MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Genel, the Advisory Committee members voted unanimously in favor of adopting the minutes of the August 15, 2006 meeting with the amendments recommended above.  MOTION PASSED UNANIMOUSLY.  

Subcommittee Process:

Attorney Horn reminded the subcommittee members that they must comply with public meeting requirements of the law when conducting subcommittee meetings.  She briefly described the process and encouraged the subcommittee members to e-mail both CI and DPH with the location and time of subcommittee meetings so the appropriate staff members can provide administrative support (i.e. noticing the meeting, developing an agenda, taking minutes, etc.).  

Report from Grant Review Subcommittee and Discussion:   

Commissioner Galvin asked Dr. Lensch and Dr. Jennings to summarize the recommendations made by the subcommittee charged with proposing a mechanism for making final selections of stem cell research grants.  Dr. Lensch stated that the subcommittee met on September 6, 2006 in Boston.  He explained that the substance of the subcommittee’s discussions revolved mainly around philosophical and practical issues.  The philosophical issues are those that will help guide the committee when considering whether or not an application gets funded.  In addition to the scientific and ethical merits of a proposal, Dr. Lensch stated that other issues should be considered.  He mentioned that Mr. Mandelkern went through past minutes of the Advisory Committee to determine issues where there was consensus or a majority vote by the Advisory Committee members.  Those votes or consensus remarks have been identified in the document provided by the subcommittee.  Additionally, the seven key principals identified by the Advisory Committee and restated in the formal application proposal instructions were also discussed by the subcommittee and should be considered when making a funding decision.  Dr. Lensch stated that in advance of the Peer Review Committee’s recommendations to the Advisory Committee, the subcommittee recommends that CI map out conflicts of interest declared by individual members of the Advisory Committee.  Recommendation is also being made by the subcommittee to request that the Peer Review Committee provide its final rankings and summaries to the Advisory Committee no later than one week in advance of the October 17, 2006 meeting.  

Dr. Lensch stated that the subcommittee discussed a proposed process for reviewing the applications, utilizing a blending of the category approach and merit approach.  He noted that the proposal instructions for grant applications indicates that the total amount of funding for seed grants would not exceed ten percent of the total budget or $2,000,000.  Dr. Lensch further noted that the proposal instructions for grant applications also indicates that the Advisory Committee expects to spend a “substantial part of its overall budget on a limited number of group projects, core facilities and/or hybrid projects.”  He stated that while there was a strong sentiment for considering funding priorities by the Advisory Committee, nothing was formalized by motion or consensus since there was concern that establishing limitations on funding for categories might impede the process of funding based on meritorious principle.  Dr. Lensch stated that the subcommittee discussed the practical manner in determining how to fund the applications.  He stated that the subcommittee felt that since the seed grants are the shortest and have the lowest individual funding limits, they should be discussed first.  The subcommittee then recommends spending a substantial portion of its time reviewing the collaborative applications—group projects, cores and hybrid awards.  Finally, the subcommittee recommends discussing individual investigator awards.  Dr. Lensch mentioned some of the challenges facing the Advisory Committee with trying to go through 70 applications in one day, and he noted the importance of defining and agreeing upon a process so that things move smoothly.

The Advisory Committee members discussed the feasibility and probability of discussing and making a recommendation on the grant awards within the proposed time frame suggested.  After much discussion, several suggestions were made, including:  extending the time frame by several hours on the suggested review date and setting aside several hours the following day to complete the process.  Concern was expressed with fragmenting the process, and a majority of the members agreed that continuity with the process is important.  There was a discussion about the meeting place and the need to have the meeting in a location that would be conducive to back and forth discussions with each other.  Mr. Wollschlager will look into an appropriate meeting place.

It was noted that the Advisory Committee recommendation process is predicated upon the Peer Review Committee completing their work on time.  Discussion ensued on having a contingency plan in place if the Peer Review Committee recommendations are not available to the Advisory Committee at least one week before the proposed October 17, 2006 meeting.  

Discussion ensued about partially funding proposals, particularly large core, group and hybrid proposals.  Attorney Salton explained examples of situations that may be considered acceptable and those that may question the fairness of the application process.  He cautioned that if a process was not clearly delineated to everyone up front, it may be subject to challenge if changed later.  Attorney Salton explained that it would  be advisable to recommend funding only a portion of a proposal so long as the proposal is not materially changed.

In response to a question, it was noted that if for any reason an applicant is not able to utilize the funding reservation, the funds would be returned for further allocation during another funding round.  These types of issues will be identified and delineated in the contract.  A question arose as to whether an applicant whose application is only partially funded would have the opportunity to revise their research plan or proposal.  Attorney Salton cautioned that it may be unfair to other applicants if some applicants were allowed to change or modify their proposal.  

Several committee members noted the need to have a mechanism in place to catch deficiencies or items that are out of line in the application.  Dr. Jennings continued with the discussion on the logistics for the day.  He stated that the subcommittee recommends that each Seed Grant and Individual Investigator Award be assigned to two members of the Advisory Committee for review.  Dr. Jennings explained that the Advisory Committee consists of six members with hands on experience in stem cell research or related fields and six members with other backgrounds.  The suggestion is to include one member with experience in stem cell research and one other member to review each of the mentioned proposals, assuming the conflicts of interest are managed accordingly.

The members that have not yet submitted their Conflict of Interest forms were encouraged to provide them to Attorney Horn as soon as possible. 

Attorney Horn and Mr. Wollschlager provided an update on the Peer Review process.  Attorney Horn mentioned that staff is in the process of setting up the October 4, 2006 Peer Review Committee meeting.  She stated that if she finds out that the meeting will not be held on October 4, 2006 as anticipated, she will notify the Advisory Committee members so that the October 17, 2006 meeting can be changed. Dr. Galvin noted that the Peer Review Committee members are unpaid volunteers who are very busy and should not be pressured to finish their work sooner.  In response to a question, Dr. Canales stated that it is hopeful that the Advisory Committee will receive from the Peer Review Committee scoring for the applications similar to the NIH process and a summary of why the application received the scoring.  He stated that he is not certain that it is feasible to receive scoring and summary sheets for all 70 applications within 10 days following the Peer Review Committee meeting.  Suggestion was made to ask the Peer Review Committee members to indicate if the science for an application is not meritorious and to identify the bottom 1/3 of the applications.  It was noted that at the August 15, 2006, Mr. Wollschlager indicated that the Peer Review Committee intends to follow the NIH process as closely as possible, and therefore it is likely that they will not score the bottom 50 percent of the applications.  Mr. Wollschlager reiterated the conversations held at the International Society of Stem Cell Research and Symposium that was held in Toronto, and noted that the Peer Review Committee members are committed to reviewing and making recommendations at the October 4, 2006 meeting.  Mr. Wollschlager was asked to contact the chairman of the Peer Review Committee by the end of the week to get a firm estimate as to whether the Peer Review Committee will be able to make recommendations at the October 4, 2006 meeting and forward the ratings and summaries to the Advisory Committee no later than October 10, 2006.  Suggestion was also made to reaffirm the information that would be forthcoming from the Peer Review Committee members.  Following the conversation with the chairman of the Peer Review Committee, a determination will be made whether additional time should be allotted for the Advisory Committee to make funding decisions. 

Discussion ensued on how to handle the applications not considered meritorious for grant awards.  It was noted that since public funds are being allocated, it is advisable to look at each of the applications individually and decide individually whether an application would be funded rather than making a decision on a group of applications at one time.  Commissioner Galvin noted the importance of treating each application fairly.  

Dr. Jennings indicated the need to agree on a process for handing the logistics associated with an executive session and recusals from discussions and voting.  Noting the interruptions of having members leave the room when there is a conflict, Dr. Jennings stated that the subcommittee recommends that members recusing themselves from a specific application should stay in the room, remain silent and not participate or vote on the respective application.  Attorney Salton noted that the law is silent and does not specify whether a member recusing him/herself has to leave the room for the discussion and/or vote.  Concern was expressed that the physical presence of a member with a potential conflict or an applicant may add pressure or influence those members voting.  It was noted that the vote on each application will be recorded and is public information.  It was further noted that the public members at the meeting will not be allowed to participate in the meeting in any way.   

To help expedite the process, suggestion was made to group the applications that have similar members with conflicts together.  Concern was expressed that grouping certain applications may cause an unfair bias.  

Commissioner Galvin asked Attorney Salton for advice on chairing the meeting when he recuses himself from the discussion on an application.  Attorney Salton noted that Commissioner Galvin can continue to administer the meeting (i.e., asking for motions, cutting off discussions, calling for a vote, etc.) without discussing the application.  

The Advisory Committee members discussed the purpose of the funding, questioning whether animal models are allowable.  It was noted that these issues were previously discussed and it is clear that the intent of the law is to fund human embryonic stem cell research that would not be funded under federal guidelines, but that the Proposal Instructions indicate that while “animal models are not excluded from consideration, applicants will need to demonstrate a direct relevance to human stem cell biology and its therapeutic implications.” 

Attorney Salton explained the process for going into executive session to discuss proprietary information or information that is specifically exempt from public disclosure.  He stated that a motion must be made and seconded to go into executive session and the purpose of the executive session must be disclosed.  Following the discussion of the exempted material, the Advisory Committee would come out of the executive session and the regular meeting would immediately reconvene.  Ms. Rion estimated that the information exempt from public disclosure is less than 10 percent, and the information is extremely technical and not likely to be discussed.  However, staff will be prepared to prompt the Advisory Committee members to go into executive session when and if proprietary information comes up during the public meeting.

Attorney Salton advised the Advisory Committee against voting for a group of applications at one time so that oppositions, abstentions and recusals for each proposal can be accurately recorded.  

MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the Advisory Committee members voted unanimously in favor of extending the meeting adjournment to 4:30 p.m.  MOTION PASSED UNANIMOUSLY.  

Dr. Lensch discussed the proposed process for presenting the proposals to the Advisory Committee.  He stated that the two members assigned to the individual applications would lead the discussion on the applications.  Concern was expressed with the Advisory Committee re-reviewing the proposals after the Peer Review Committee members have already reviewed them and the Advisory Committee members not having the appropriate expertise.  Concern was also expressed with having to review the applications within a week before the meeting.

Dr. Kiessling noted that the Advisory Committee should review the applications to determine whether there are any “overlaps.”  Suggestion was made to have CI provide the Advisory Committee with a list of applicants who appear on more than one application.  

Ms. Rion stated that she has over 15 years’ experience running grant programs.  She stated that based on her experience with running similar grant programs, she is very optimistic that the Advisory Committee will be able to successfully discuss each of the grant proposals and make a determine on funding within the time allotted.  She indicated that CI staff will help in every way possible to get through the process.  

There was consensus that if the Advisory Committee does not receive the rankings and summary information from the Peer Review Committee by at least October 10, the Advisory Committee meeting should be postponed until November.  

The Advisory Committee commended the members of the subcommittee for their efforts in establishing a process for moving forward with grant funding decisions.

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Kiessling, the Advisory Committee members voted unanimously in favor of accepting the recommendations of the subcommittee with respect to the processing of grant evaluations, with the modifications discussed herein.   MOTION PASSED UNANIMOUSLY.  

Ms. Rion will make the modifications to the document and forward the document to the Advisory Committee members.

IP and Return on Investment to CT
Due to time constraints, this agenda item was deferred.


Other Statutory and Programmatic Responsibilities:
Due to time constraints, this agenda item was deferred to the October meeting.  


Public Comments:
There were no public comments.

MOTION:  Upon a motion duly made and seconded, the Advisory Committee voted unanimously in favor of adjourning the meeting at 4:30 p.m.








Respectfully submitted:








_________________________________________








Dr. Robert Galvin, Chair
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