
 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – October 17, 2006

A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, October 17, 2006, at the Legislative Office Building, Room 1A, Capitol Avenue, Hartford, Connecticut.
Call to Order and Opening Remarks:  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., Paul Huang, M.D., 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.  Absent:  Ann Kiessling, Ph.D, James Gilbert.

 Other Attendees:  Catherine Kennelly (DPH), Denise Leiper (DPH), Nancy Rion (CI), Kevin Crowley (CI), Marianne Horn (DPH), Warren Wollschlager (DPH), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Henry Salton (Attorney General’s Office), Lynn Townsend (DPH), Anne Hiskes (UCONN), John  Bigos (DPH), Michael Newborg (UCONN), Marie Wells, St. Francis Hospital/AORN, and Paul Pescatello (CURE).  

Commissioner Galvin noted that the meeting is being transcribed verbatim and asked that the members speak into the microphone.    

Stem Cell Research Advisory Committee member, Paul Huang, was introduced and welcomed.  Dr. Huang received his degrees from Harvard Medical School and is Associate Director of the Cardiovascular Research Center at Massachusetts General Hospital.
	


Review of Minutes –Advisory Committee Meeting – 9/19/06:
The Advisory Committee members reviewed the proposed minutes from the September 19, 2006 meeting.  Suggestion was made and there was consensus to make the following changes:

· Page 1, Bruce Carlson is from the UCONN rather than DPH.  Haifin Lin, Yale Medical School was also in attendance.

· Page 3, paragraph 4, change the fourth sentence to read, “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 altered”  

· Page 5, paragraph 4, change the second sentence to clearly indicate that there were no changes in the policies previously discussed about animal research.

· Page 6, under “Other Statutory and Programmatic Responsibilities,” the agenda item was deferred to the “October” meeting rather than September.

MOTION:
Upon a motion made by Dr. Landwirth, seconded by Dr. Jennings, the Advisory Committee members voted unanimously in favor of adopting the minutes of the September 19, 2006 meeting with the amendments recommended above.  MOTION PASSED UNANIMOUSLY—Dr. Yang was not present for the vote.  

Report from IP Subcommittee and Discussion:

Commissioner Galvin reported that he received an e-mail indicating that there have been some challenges from the Wisconsin Alumni Research Foundation related to patents and commercialization of IPs, and a decision has been made to re-open the case.  It was noted that approximately 70 percent of re-opened cases are reversed.  

Commissioner Galvin invited Mr. Rakin to provide a report from the IP Subcommittee.  Mr. Rakin mentioned that the IP Subcommittee met on October 12, 2006.  He stated that the Advisory Committee members had previously agreed that in evaluating proposed IP arrangements, “it is expected that, at a minimum, the State of Connecticut shall be entitled to a 5% share of royalties and other income directly resulting from any covered invention conceived and reduced to practice with financial contribution from the State’s grant.”  Mr. Rakin reviewed the issues discussed by the IP Subcommittee.  He stated that the first challenge by the IP Subcommittee was to find an IP lawyer in Connecticut that has expertise in biotech IP agreements and does not have a conflict of interest.  Attorney Horn indicated that Mr. Pescatello from CURE offered assistance; however, the IP Subcommittee was unsuccessful with finding a law firm/attorney that does not have a conflict with one of the state’s institutions or universities.  Mr. Rakin stated that it is anticipated that the law firm of Foley & Lardner will be used initially while the IP Subcommittee continues to look for a law firm in Connecticut that has the requisite experience and no conflict of interest.  The IP Subcommittee also recommends that wording be added to the present stem cell legislation to ensure access to stem cell therapy and additional research.

Mr. Rakin stated that the IP portion of the stem cell grants-in-aid contracts is only a part of the overall contract that needs to be developed. The Committee will need to look at how best to develop the entire contract, either by expanding the task of the IP subcommittee, or by establishing another subcommittee.


Long-Term Strategy

Commissioner Galvin asked Dr. Jennings to open a discussion on a long-term strategy for the Advisory Committee.  Dr. Jennings mentioned that several of the Advisory Committee statutory responsibilities have not yet been addressed.  In summary, the Advisory Committee is statutorily responsible for:  1) the promotion of stem cell research in Connecticut; 2) the development of a donated funds program; 3) establishing and administering a stem cell research grant program; and 4) monitoring the stem cell research conducted by institutions that receive grants.  Dr. Jennings suggested that in the next month or so, the Advisory Committee start thinking about long-term strategies by first defining an overall vision and ultimate successes the Advisory Committee would hope to see in the next three to five years resulting from the disbursement of the grant funds.    

With respect to the donated funds program, Dr. Jennings asked for input on how to develop such a program.  He noted that the success of a program could depend upon the ambition of the committee members.  Commissioner Galvin stated that there are organizations which are very experienced with fund raising and successful with identifying individuals willing and able to provide donations.  The Advisory Committee discussed some ways to begin to develop a donated funds program.  To date, there have been some donated funds.  Mr. Wollschlager stated that $30,000 was garnered for StemCONN 07 for stem cell research.  Additionally, a private donation of $3,000 was received and put into the Stem Cell Research Fund.  Commissioner Galvin explained that the Department of Public Health established a foundation specifically for the receipt of donations by the DPH and questioned whether this may be an option for the Advisory Committee. 

Mr. Mandelkern expressed concern with taking time away from reviewing the proposals over the next month to develop a strategic plan.  He suggested focusing efforts on a strategic plan some time after the decisions are made on the first round of grant proposals.  Mr. Wollschlager mentioned that the Advisory Committee must report on what has been done to address each of the statutory responsibilities by June 30, 2007. 

Several members endorsed the idea of developing a vision statement and/or strategic plan as soon as possible.  Suggestion was made to use StemCONN 07 as a vehicle for announcing to the world what Connecticut is doing for Stem Cell Research.  The Advisory Committee discussed the fairly narrow window of opportunity the state has in becoming a world leader in Stem Cell Research.  Commissioner Galvin reiterated that the dignitaries from the United Kingdom who attended the September Advisory Committee meeting have expressed the desire to form a coalition to work together.  He mentioned that in addition to the United Kingdom, other states have expressed an interest in working with and collaborating with Connecticut.  Discussion ensued on how to proceed with working with other states.  A question arose as to whether Connecticut should partner with California since it appears the California funding issues will not be resolved in the near future.  Legal advice will be sought to determine whether and how Connecticut can partner with others.  It was noted that if Connecticut does not move forward to form relationships with other states and/or countries, interest may be lost by the other parties; and it was further noted that if Connecticut does not have a strategic plan in place, it may lose funding and partnership opportunities.

Mr. Mandelkern cautioned about proceeding too quickly and getting into a situation like California where there is litigation about funding.  Commissioner Galvin noted that the Advisory Committee is being very cautious and seeks legal advice on any issues in question.    

Discussion ensued on how to proceed with developing a strategic plan.  Suggestion was made to form a subcommittee to begin the work and later invite representatives from the major universities to participate.  Mr. Wollschlager mentioned that representatives comprised of scientists from the major universities have been brought together to help plan for StemCONN 07 and may be willing to participate in the process to help shape the strategic vision for the Advisory Committee.  Suggestion was made to also include representatives from the business community such as Mr. Pescatello from CURE.  Dr. Yang strongly encouraged Connecticut to collaborate with other countries and states.  Suggestion was made to invite representatives from the United Kingdom, the Canadian Consulate and other states engaged in stem cell research to join members of the Advisory Committee for an exploratory conference during the StemCONN 07 event.  Attorney Salton was asked for advice on how to proceed.  Attorney Salton indicated that generally, state agencies do not have the authority to enter into agreements with other states and countries unless granted specific authority from the legislature.  However, other options can be explored.  Attorney Salton mentioned that the law allows the creation of foundations to support the mission of state agencies.  He mentioned that a foundation would be considered a nonprofit and not a state agency; and therefore, the foundation would not be subject to the same constraints as state agencies and could act as the recipient of funds.  It could also enter into agreements with other states and countries.  Suggestion was made to look into whether the existing DPH Foundation could be used for stem cell research purposes rather than trying to create a new foundation.  In response to a question, Attorney Salton opined that he is not aware of any laws that would preclude the Advisory Committee from discussing, exploring, communicating, conferencing, or sharing ideas and ways to work together with other states and countries.  However, he reminded the Advisory Committee members that the law clearly states that a state agency cannot enter into a formal arrangement with another state or country or make any commitments through a contract.  It was noted that one of the options that may want to be explored is to seek legislative action to authorize the Advisory Committee to enter into agreements with other states and/or countries.  The Advisory Committee discussed the need and importance of helping the new and returning legislators understand the purpose of the Advisory Committee, the progress made to date, and the needs of the Advisory Committee for the future.  Commissioner Galvin noted that if a legislative change is necessary, it is important to start the process early.  After lengthy discussion on how to proceed, there was consensus that an action plan is needed for each of the statutory responsibilities/issues not already being addressed.

MOTION:  Upon a motion made by Dr. Lensch, seconded by Dr. Wallack, the Advisory Committee voted, with Dr. Jennings abstaining, in favor of forming a Strategic Planning Subcommittee and appointing Dr. Jennings as chair, with Dr. Jennings having the authority to appoint members to the subcommittee as he sees fit.  VOTE:  THE MOTION PASSED WITH ONE ABSENTION FROM DR. JENNINGS.  

Dr. Wallack, Dr. Lensch, Dr. Huang and Mr. Mandelkern expressed interest in serving as members of the Strategic Planning Subcommittee.  The Strategic Planning Subcommittee will move forward to draft strategic goals and objectives.  Commissioner Galvin noted that a reasonable budget is available through DPH for travel and other incidental expenses incurred by the committee members. 

Discussion ensued on forming another subcommittee to begin developing a donated funds program.  It was noted that expert advice may be needed to help with fund raising issues such as “planned giving.”  Dr. Wallack agreed to chair the committee.

MOTION:  Upon a motion made by Dr. Yang, seconded by Dr. Galvin, the Advisory Committee voted unanimously in favor of forming a Donated Funds Subcommittee and appointing Dr. Wallack as chair, with Dr. Wallack having the authority to appoint members to the subcommittee as he sees fit.  VOTE:  THE MOTION PASSED UNANIMOUSLY.  

Dr. Jennings expressed interest in working on the subcommittee. The subcommittee members would also be reimbursed for reasonable expenditures.   It was noted that it is likely that the Donated Funds Subcommittee and Strategic Planning Subcommittee would work together.

Dr. Yang discussed the International Coalition for Stem Cell Research that meets every year and suggested that contacts be made to find out about fund raising efforts and try to encourage collaboration.

In response to a question, Mr. Wollschlager explained that money coming in from privately donated funds specifically goes into a fund for stem cell research.  He stated that there is no mechanism for funding that is expected down the road from IPs other than the State’s general fund.  Funds to support working groups would come from DPH’s administrative funds, which were allocated by the legislature to help administer the program.

Attorney Horn reminded the subcommittee members that they must comply with public meeting requirements of the law when conducting subcommittee meetings.  She asked 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.).  

Public Comments:   

Commissioner Galvin invited comments from the public.

David Menaker commented on having only two years before a new administration is in office and the need to further research in Connecticut within the two years.  He questioned whether the House of Representatives could override a veto by the President.  It was noted a 2/3 majority vote of both the house and senate would be needed to override a veto.  

Anne Hiskes, chair of the UCONN Embryonic Stem Cell Research Committee and Director for Program on Science and Human Rights, suggested that in addition to the economic opportunities that science provides, emphasis should be place on making health care and medicine more accessible for all of the citizens of Connecticut.  She emphasized the need to very seriously consider social justice issues and human rights issues and the opportunities for advancement in these areas.  Professor Hiskes encouraged the collaboration and cooperation with the U.K., Canada and other states on science, research, economic, human rights and ethical issues.    

Commissioner Galvin referred to a quote made by Dr. Martin Luther King Jr. about inequality of access to health care being both shocking and inhumane.  Commissioner Galvin noted that there are opportunities to excel in this area for all citizens and stated that whatever advances are made should be available to everyone and not just people who can afford it.  He invited Professor Hiskes to attend meetings with the legislators to express her views.  

While discussing possible legislative initiatives, it was noted that suggestion should be made to legislatively increase the membership of the Peer Review Committee.

June Mandelkern commented that the Advisory Committee has to be as successful as possible with the immediate task of allocating $20,000,000 of grant funds in order to make a good impression on the new legislators.  She encouraged the Advisory Committee to move forward with disbursing the funding to the researchers so that everyone can reap the benefits of the research.  


Review of Proposal Review Process:

Mr. Wollschlager mentioned that DPH and CI have identified a location and accommodations for the November Advisory Committee meeting to make grant funding decisions.  The meeting will be held on Monday, November 20, 2006, from 8:00 a.m. to approximately 4:00 p.m. and potentially Tuesday, November 21, 2006, if necessary, at the Marriott Hartford attached to the Connecticut Convention Center.  Accommodations will be made for Sunday night, November 19, 2006, for those members that would like to stay.  

Ms. Rion reviewed the tentative process between now and November 20, 2006.  She explained that the Peer Review Committee will meet next week; and prior to November 10, 2006 the Advisory Committee will be receiving the rankings and summaries of the Peer Review Committee.  On November 20, 2006 at 8:00 a.m., the Advisory Committee will start its deliberations with the seed proposals.  The lead member(s) will quickly summarize the proposals.  It is anticipated that the proposals receiving no score or very low scores from the Peer Review Committee will have very little discussion by the Advisory Committee.  The proposals will be put into three categories—no funding, maybe funding and yes funding.  Following the seed grants, the group projects, cores and hybrid proposals will be considered and hopefully finished by 2:00 p.m.  Finally, the individual investigator awards will be considered.  The Advisory Committee members will then look at the list of proposals in the yes and maybe categories and deliberate on narrowing down the proposals.  Commissioner Galvin emphasized that no one should feel like they are being rushed and that adequate time should be given to all proposals.  In response to a question, Ms. Rion indicated that the Advisory Committee members will be advised of the proposals that did not provide the information requested.  Additionally, CI staff will identify the proposals that applied for four year grants but requested the money to be disbursed over three years.  Commissioner Galvin reiterated that Attorney Salton has advised that if an applicant has missed a step or information requested, they should not be contacted since this may impede a fair process and amend the process set forth for all applicants.  

In response to a question, it was noted that the team leader should make sure that the proposal meets the five criteria identified in the Proposal Instructions document (i.e. ability to perform the proposed research; commitment by 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; and alignment with funding priorities as determined from time to time by the Connecticut Stem Cell Research Advisory Committee.  The Peer Review Committee members will review the proposals based on scientific merit of the proposed research and conformance to high ethical standards.  Ms. Rion will e-mail the criteria to Advisory Committee members.

Mr. Wollschlager or a representative from DPH will be the timekeeper at the November 20 meeting.

MOTION:  Upon a motion duly made and seconded, the Advisory Committee voted unanimously in favor of adjourning the meeting at 3:34 p.m.
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