
 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – September 15, 2009
A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, September 15, 2009, at the Connecticut Economic Resource Center, Brook Street, Building #4, Rocky Hill, Connecticut.

Call to Order:  Dr. Galvin, Chairman of the Advisory Committee, noting the presence of a quorum, called the meeting to order at 1:05 p.m.  Members present:    Treena Livingston Arinzeh, Ph.D. (by phone); Gerald Fishbone, M.D; Robert Galvin, M.D., M.P.H., M.B.A. (Chair); David Goldhamer, Ph.D.; Myron Genel, M.D.; Ronald Hart, Ph.D. (by phone); Anne Hiskes, Ph.D. (by phone); Ann Kiessling, Ph.D.; (by phone); Robert Mandelkern; Paul Pescatello, J.D., Ph.D. (by phone); and Milton B. Wallack, D.D.S.  
Advisory Committee Members Absent:  Ernesto Canalis, M.D, Ph.D.; Stephen Latham, J.D., Ph.D. and Saraswathi Nair, M.D. 
Other Attendees: Marianne Horn (DPH); Christine Gemelli (SBIR); Denise Leiper (DPH); June Mandelkern (Parkinson Rep. to Stem Cell Coalition); Chelsey Sarnecki (CI);  Daniel Wagner (CI); Paula Wilson (Yale) (by phone); an Warren Wollschlager (DPH).     
Approval of Minutes – Advisory Committee Meeting of 7/21/09

Dr. Galvin asked the Advisory Committee members to consider the minutes from the July 21, 2009 regular meeting.  

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Fishbone, the Advisory Committee members voted unanimously in favor of adopting the minutes of the July 21, 2009 meeting as presented.

Review of Request for Proposals
Ms. Sarnecky stated that the draft Request for Proposals (“RFP”) for the 2010 grant funding round was sent to all of the members last week.  She mentioned that DPH and CI tried to incorporate comments made throughout the year.  Attorney Horn summarized the changes proposed and explained the rationale for the changes. 
Discussion ensued on the word “translational” in the first paragraph of the document and whether translational also implies clinical research.  A recommendation was made to specifically include language about clinical research.  After further discussion, there was general consensus to keep the preamble language as presented without the specific reference to clinical research.

Discussion ensued on the language on pages 2 – 3 about special considerations for human embryonic stem cell research and whether to continue with special considerations for those projects that are not eligible for federal funding.  Dr. Hiskes explained that existing lines of human embryonic stem cell may no longer be eligible for federal funding.  After discussion, there was consensus to keep the language about special considerations for human embryonic stem cell research as proposed.

Suggestion was made and there was concurrence to change the following language on page 2 in the paragraph entitled “Overview,” “Animal models are not excluded from consideration . . .” to “Animal models will be considered . . .” 

The Advisory Committee members discussed the types of awards and whether funding should be provided for core facilities for the 2010 round of grant funding.  Attorney Horn reviewed the categories and maximum amounts listed in the RFP as follows:  1) seed grants up to $200,000 each; 2) established investigator grants up to $500,000 each; 3) group project grants up to $2,000,000 each and 4) core grants up to $2,500,000 each.  

A question arose as to whether the grant funding can be used for training.  It was noted that the statutory language is clear about funding for stem cell research but is silent about training.  However, the core facilities at both UCONN and Yale University provide training on stem cell research.  There was consensus not to add specific language in the RFP about training.  
Discussion ensued on the seed grant proposals and the qualifications of the investigators under the category.  It was noted that established investigators new to stem cell research can be funded for a seed grant proposal.  A question arose about post doctoral fellows and whether or not there should be incentives or given some priority.  Mr. Wagner noted that when the grants are being reviewed, priority is given to the peer review scores and the merits of the science rather than the qualifications of the investigators.  There was consensus to leave the language as written for post doctorate fellows.

On page 3 under the category “Seed Grant Awards” there was consensus to change the following sentence “Established investigators new to stem cell research may apply for seed grants” to “Established investigators new to stem cell research or developing new stem cell research may apply for seed grants.”
There was also consensus to change the following language on page 3 under the paragraph entitled “Seed Grant Awards,” “Junior researchers in hospitals and companies are particularly encouraged to apply” to “Junior researchers in hospitals and companies are also encouraged to apply.”  The sentence should be moved down several sentences.
The Committee members discussed whether to continue funding core facilities and if so the appropriate amount to fund.  The following suggestions were discussed:  

· not fund any new cores 
· fund just the expansion/enhancement of existing cores up to $1,000,000
· eliminate the core facilities category altogether for the 2010 funding round

· reserve the right to fund a core facility if new technology becomes available
There was some general consensus that funding for core facilities is not a priority.  However, the Advisory Committee members indicated the need for flexibility.  

MOTION:
Upon a motion made by Dr. Hiskes, seconded by Dr. Fishbone, the Advisory Committee members voted in favor of adding on page 4 under the paragraph entitled “Core Facilities Awards” language similar to the following in the RFP for the 2010 funding round:  “Funding for core facilities is not a priority for the 2010 funding round, but core facility grants will be considered for novel or unusual needs that do not currently exist.”   (Mr. Mandelkern abstained from the vote).
The Committee members discussed the established investigator category.  Suggestion was made to increase the maximum amount for individual awards to $1,000,000 to $1,200,000 and to extend the project term to 4 to 5 years.  It was noted that one of the major problems with NIH funding is that the term of the funding is not long enough.  Some concern was expressed that a fewer number of grants would get funded if the individual grant award for the category was substantially increased.  The Committee members discussed the minimum awards for the seed category.  There was general consensus to be as flexible as possible and eliminate the minimum amount in the 2010 RFP for seed grant awards.
MOTION:
Upon a motion made by Dr. Goldhamer, seconded by Dr. Wallack, the Committee members voted unanimously in favor of eliminating the minimum amount of funding for the seed grant category and increasing the funding for the established investigator category to a maximum of $1,000,000 for each grant award.  

Discussion ensued on the group project category and suggestion was made to encourage the concept of disease teams, similar to what is being done in California.  The idea is to start collaborating between basic and clinical research on basic disease and to generate thinking about FDA safety trials.  After discussion there was consensus to add language to the existing language in the RFP to encourage collaboration between the basic and clinical researchers.
MOTION:
Upon a motion made by Dr. Genel, seconded by Dr. Wallack, the Advisory Committee members voted unanimously in favor of adding language in the 2010 RFP similar to the following in the second sentence on page 4 under “Group Project Awards”:  

“Priority will be given to projects involving collaboration across disciplines, especially basic and clinical and/or institutions, and proposals should include explanations of the need for collaboration, along with plans for managing the collaborative process, including division of responsibilities among collaborators and timelines for achieving expected project milestones.”
Suggestion was also made to include language on page 1 that indicates translational research could result in clinical application.

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Hiskes, the Advisory Committee members voted in favor of changing the first sentence on page 1 of the 2010 RFP under the heading “Proposal Instructions” to: “It is the intent of the Connecticut Stem Cell Research Advisory Committee to fund the best basic and translational
 stem cell research that could result in clinical application.”   (Mr. Mandelkern was opposed to the motion, and Dr. Genel and Dr. Goldhamer abstained from the vote).
The Committee members discussed the budget for equipment listed on pages 9 and 10 in the 2010 RFP.  As a result of audit issues that arose with Yale University tracking a higher value of the equipment than indicated in the RFP, the Committee members discussed either changing the limit to $5,000 or specifically indicating that identification must meet individual auditing requirements.  After discussion, there was consensus to increase the amount of equipment that must be identified to $5,000 unless there are statutory prohibitions.

Discussion ensued on the language about proposed changes to personnel.  In response to a question, Attorney Horn stated that the proposed language in the 2010 RFP should sufficiently address concerns raised by the Committee members about changes in personnel and reduction of time by principal investigators.  It was noted that in some instances the principal investigators are not necessarily reducing their efforts with the project but rather changing the allocation of funding to support personnel.  There was consensus to add the following language on page 11 under IV Project Administration, Changes in Personnel “A substantial change in effort by the principal investigator would have to be justified and considered by the Advisory Committee.”
Under project reports, there was consensus that for subsequent year(s) of a project, the summarized activity should be provided the sooner of the next 12 month period or upon completion of the project;

In response to a question about acknowledgement of the grant funding, a letter will be sent from DPH reminding the grant recipients of the requirements and expectations.

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Genel, the Advisory Committee members voted unanimously in favor of adopting the Request for Proposals for the 2010 grant funding round as presented and with the additional amendments discussed herein.    

Subcommittees
Mr. Wollschlager mentioned that the two three-member subcommittees were established to help streamline the approval process for items of routine nature.  Members of one subcommittee have no conflicts with Yale, and the members of the other subcommittee have no conflicts with UCONN.  He indicated that Dr. Hart and Dr. Fishbone are on both subcommittees and have no conflicts with either UCONN or Yale.  Additionally, Dr. Latham is on the subcommittee that reviews the items for UCONN, and Dr. Hiskes is on the subcommittee that reviews the items for Yale.  Mr. Wollschlager mentioned that the two subcommittees each had a meeting and took action on personnel and funding issues which do not require authorization by the full board.  For the future, a list of the actions taken by the subcommittees and the minutes of the subcommittee meetings will be provided to the Committee for informational purposes.

Other Business:

As a result of the work that can be accomplished through the subcommittees, there was consensus that the Committee should meet every other month unless otherwise required.  The next meeting of the Committee will be held on November 17.

Public Comments:

There were no public comments.
Adjournment:

MOTION:  Upon a motion made by Dr. Genel, seconded by Dr. Hiskes, the Advisory Committee members voted unanimously in favor of adjourning the meeting at 3:22 p.m.







Respectfully submitted:



















_____________________







Dr. Robert Galvin, Chair

�Translations encompasses clinical?
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