
 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes –Special Meeting

Tuesday – March 7, 2006

A special meeting of the Connecticut Stem Cell Advisory Committee was held on March 7, 2006, at Connecticut Innovations, Inc., 200 Corporate Place, Rocky Hill, Connecticut.
Call to Order:  The meeting was called to order at 1:00 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., M. William Lensch, Ph.D., Milton B.Wallack, D.D.S., Xiangzhong (Jerry) Yang, Ph.D, Charles Jennings, Ph.D.,.  Absent: Julius Landwirth, M.D., J.D., and Kevin Rakin.

Other Attendees:  Catherine Kennelly (DPH), Denise Leiper (DPH), Warren Wollschlager (DPH), Carolyn Slayman (Yale), Diane Krause (Yale), Marianne Horn (DPH), Nancy Rion (CI), Russell Tweeddale (CI), Bill Hathaway (Hartford Courant), Kevin Crowley (Dept. Econ./Comm. Dev.), Marc LaLande (UCONN), Nanette Char, Bob Mandelkern, Henry Salton, Assistant Attorney General.

Opening Remarks (Commissioner Galvin):  

Members were reminded that the meetings were held by statute, were open to the public and were being recorded and videotaped.  

Dr. Galvin commented that an opinion from the State Code of Ethics Board is still pending.  However, he reminded the Advisory Committee members that they should recuse themselves from any vote that could materially benefit an entity or institute with which they are involved or have a personal or pecuniary interest.      

Dr. Galvin noted that the work being done by the Advisory Committee is pursuant to legislation passed by elected representatives of the State of Connecticut and signed into law by the Governor.  The Advisory Committee was formed to deliberate over how to implement the law, how to best disburse the funding and to decide who should receive the funding.

Review of Minutes – Stem Cell Research Advisory Committee Meeting – 2/14/06:

Dr. Yang indicated that there should be a correction on page eight of the proposed 2/14/06 minutes.  He noted that there were separate motions for each of the four categories of types of awards for: 1) Seed Grant Awards, 2) Established Investigator Awards, 3) Group Project Awards, and 4) Core Facilities Awards.


There was also consensus to change the word “would” under the first motion on page 9, to “could.”

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Jennings, the Advisory Committee members voted unanimously in favor of adopting the minutes of the February 14, 2006 meeting with the above-noted corrections.  Dr. Genel was not present for the vote.


Dr. Wallack suggested that the vision statement he submitted prior to the 2/14/06 meeting be considered as an attachment to the 2/14/06 minutes.  Ms. Rion noted that she received an e-mail from Dr. Landwirth also requesting that the four e-mailed vision statements also be included as attachments.  Noting that there was no formal discussion on these statements, suggestion was made to include a notation to indicate that these statements are individual statements and not necessarily the opinion of the Advisory Committee members.  There was consensus that the five vision statements received be included as attachments to the February 14, 2006 minutes with a notation that the statements are individual opinions of the members and do not necessarily represent the opinions of the Advisory Committee members. 

Public Comments (Dr. Galvin):
Dr. Galvin asked for public comments.  There were no public comments at this time.  

Dr. Galvin asked the Advisory Committee members for input on handling public comments for future agendas.  He suggested that if public comments become a standing part of future agendas, that there be a time limit allotted.  Dr. Galvin noted that with the legislature, there is a five minute limit per person for public comments.  Public comments are usually done on a first-come first-serve basis and could be limited to a total of thirty minutes.  If the thirty minutes is exceeded in one meeting, the public comments could be continued until the next meeting.  Dr. Wallack suggested that public comments be taken on an as needed basis rather than a standing part of the agenda.  Attorney Salton opined that there is no requirement to have a public comment period at every meeting.  

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Galvin, the Advisory Committee members voted unanimously in favor of adding public comments to individual agendas as the chair and Advisory Committee members deem appropriate or desirable.  Dr. Genel was not present for the vote.

Application Process (Dr. Lensch and Dr. Jennings):

MOTION:
For purposes of discussion, Dr. Jennings made a motion that was seconded by Dr. Wallack to adopt the document entitled “Connecticut Stem Cell Research Grants Program, Proposal Instructions.”  THIS MOTION WAS TABLED AT THE END OF THE MEETING.  


The Advisory Committee members discussed each of the paragraphs in detail through the middle of page 6 “Hybrid Applications and Linked Applications.”


There was consensus to review the document in totality before taking a final vote and making individual motions to amend the document.  


There was a lengthy discussion on indirect costs.  Dr. Canalis stated that he does not believe that the 15 percent limit for indirect costs is realistic.  Mr. Wollschlager stated that as a benchmark, New Jersey uses 15 percent in their application process, and California caps their indirect costs for training grants at 10 percent.  In response to a question, Mr. Wollschlager stated that he does not know whether the costs in the New Jersey and California application process are modified or total costs.  Dr. Wallack noted that at previous meetings, there was discussion about several institutions in state that work with similar caps.  Dr. Galvin mentioned that he has heard comments from individuals/institutions about the 15 percent cap being unacceptably low.  He noted that it is not desirable to have qualified individuals and institutions walking away from the process because the caps are unrealistically low.  In response to a question, Dr. Galvin stated that from what he has heard, institutions feel a more appropriate amount for indirect expenses would be around 50 percent. There was consensus that this amount should be fixed rather than negotiated or adjusted.  Ms. Kennelly was asked to comment on costs.  She asked that the Advisory Committee members when deciding on a percentage consider the definition of modified costs.  She stated that based on the definition specified on page 10 in the document, there are certain things that the federal government excludes from their calculation of indirect costs (i.e., equipment), which ends up lowering the effective rate actually charged.  Dr. LaLande from UCONN was asked to provide comment.  Dr. LaLande stated that he would be reluctant to move ahead until he knew more about what the grant covers.  He stated that the 15 percent would hurt his ability to transmit enthusiasm to the Board of Directors and Deans at UCONN.  Carolyn Slayman from Yale was also invited to provide comment on the matter.  Dr. Slayman noted that Yale usually works with NIH grants that carry approximately 63.5 percent of costs.  She stated that Yale would be delighted if the costs could be raised from 15 to 25 percent of total modified indirect costs.  Dr. Genel arrived at this time.  There was consensus from the Advisory Board members to change the document throughout to indicate that indirect costs may not exceed 25 percent of the modified total direct costs.


The Advisory Committee members discussed who should sign to confirm institutional support and approval for the application.  There was consensus that signature on the proposal cover page was sufficient.  On page 3, the word “equivalent” will be changed to “authorized.” 


Concerns were expressed by Dr. Canalis with the paragraphs listed under “Special Considerations for Human Embryonic Stem Cell Research” in that they require oversight for something that Dr. Canalis feels the Advisory Committee could not oversee.  After discussion, there was consensus to indicate that that the grant recipients must be in full compliance with all applicable laws, regulations and guidelines regarding this type of research, “including the review by the Institutional Revenue Board.”


For all categories, there was consensus to include the budget within the body of the proposal but not to count the budget within the page limits.


Representatives from UCONN and Yale were asked to provide public comment on the page limit for Group Project Awards.  It was noted that typically, there would be a 5-10 page introduction that describes the overall theme and how the projects interact and then approximately 7-8 pages per investigator per project.  It is typical to have four or five investigators per project.  After discussion on the issue, there was consensus to limit the total number of pages for Group Project Awards to 50 pages.


The Advisory Committee members discussed the inclusion of some guidance or parameters for limiting the grant each year.  UCONN and Yale representatives  were asked to provide public comments on the proposed limit for the Group Project Awards and Core Facilities Award grants.  After the Advisory Committee members discussed proposed limits, Dr. Slayman stated that Yale would be comfortable with the proposal to limit the Group Project Awards to $4 million over four years.  Dr. LaLande stated that the proposals seem reasonable.  There was consensus from the Advisory Committee members to limit the total amount of Group Project Awards to $4 million over four years and up to $5 million for up to four years for Core Facilities Awards.


While discussing the Core Facilities Award, Dr. Galvin noted that recovering additional costs associated with the operation were not discussed at the previous meeting.

The following is a summary of suggestions, recommendations and/or observations with respect to the application:

· Dr. Canalis does not endorse or support the first paragraph under “General Policies” focused on giving priority to funding hESC not currently eligible for federal funding.

· Change the percentage of costs modified indirect costs to not to exceed “25 percent of the direct modified costs.”  

· Under the section entitled “Special Considerations for hESC Research,” delete the word “high” (describing the priority) from the first sentence.  Same paragraph, at the end of the last sentence concerning compliance expectations, add, “including the review by the Internal Review Board when applicable.” 

· The budget should be included as part of the application and not as an appendix.  However, the budget will not be counted in the page limit.

· Under “Established Investigator Awards” take out the paragraph relating to the 20 percent cap.

· Page 3, second paragraph, second line, change the word “equivalent” to “authorized.”

· Top of page 4, delete the last sentence suggesting negotiation of charge-back agreements.

· Delete the second paragraph on page 4 requiring institutional confirmation of support because it duplicated that requirement written in other places.

· Under “Group Project Awards,” the second paragraph, substitute “a substantial portion of the overall budget” for “at least 70 %.” At the end of the paragraph, add “The total amount of group project awards, including indirect costs, shall not exceed $4 million over 4 years.  This paragraph should be moved to the end of the discussion of the Core Facilities Awards.  

· Under “Group Project Awards,” the applications should be limited to 50 pages.

· Under “Core Facilities Awards,” add a sentence that indicates that the “Total amount of Core Facilities Awards shall not exceed $5 million for up to four years.”

· Dr. Canalis expressed concern that the application document contains policy statements.  Policies should be separated from the application process.


The Advisory Committee members had a preliminary discussion on hybrid applications and linked applications.  Dr. Canalis and Dr. Yang stated that they do not see an advantage to having a statement on hybrid and/or linked applications.  There was some discussion on bulleting these under “selection criteria.”  There was consensus to continue with the discussion on hybrid applications and linked applications at the next meeting to be scheduled for the week of March 20.


Attorney Salton suggested that the motion to adopt the application be tabled.  The changes discussed at this meeting would be incorporated into a new draft document for the next meeting.

MOTION:  Upon a motion made by Dr. Wallack and seconded by Dr. Jennings, the Advisory Committee members voted unanimously in favor of tabling the motion to adopt the Connecticut Stem Cell Research Grants Program Proposal Instructions.  

MOTION:  Upon a motion made by Dr. Canalis, seconded by Dr. Jennings, the Advisory Committee voted unanimously in favor of recessing the meeting at 4:23 p.m.








Respectfully submitted:








_________________________________________
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