

 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – February 20, 2007

A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, February 20, 2007, at the Connecticut Economic Resource Center, Brook Street, Building #4, Rocky Hill, Connecticut.

Call to Order:  Noting the presence of a quorum, the meeting was called to order at 1:06 p.m. by Commissioner Robert Galvin, Chair.  Members present:  Robert Galvin, M.D., M.P.H. (Chair); Ernesto Canalis, M.D.; Charles Jennings, Ph.D.; Robert Mandelkern; Myron Genel, M.D., Ph.D.; Julius Landwirth, M.D., J.D; Stephen Latham, J.D., Ph.D.; William Lensch, Ph.D.; Amy Wagers, Ph.D. (by phone); Milton B. Wallack, D.D.S.; and Xiangzhong (Jerry) Yang, Ph.D.  Absent:  Kevin Eggan, Ph.D.; Gerald Fishbone, M.D; Paul Huang, M.D., Ph.D.; Ann Kiessling, Ph.D.; and Kevin Rakin. 

Other Attendees:  Bill Hathaway (The Hartford Courant), Marianne Horn (DPH), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), David Manaker (National Spinal Cord Injury Group, Connecticut Chapter), Nancy Rion (CI), Henry Salton (Attorney General’s Office), Lynn Townshend (DPH), Paula Wilson (Yale University), and Warren Wollschlager (DPH).  


Opening Remarks—Commissioner Galvin

Commissioner Galvin mentioned that he has been working with the UCONN School of Business to develop a plan for beginning the Strategic Planning process.  This issue will be discussed later during the meeting.  

Review of Minutes –Advisory Committee Meeting –1/16/07

Commissioner Galvin asked the Advisory Committee members to consider the proposed minutes from the January 16, 2007 regular meeting.  

MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Wallack, the Advisory Committee members voted unanimously in favor of adopting the minutes of the January 16, 2007 meeting as presented.


Update on Stem Cell Contracts—Nancy Rion

Ms. Rion gave an update on the stem cell contracts.  She mentioned that a meeting was held on January 26, 2007 with the IP/Contracts Subcommittee members.  The IP/Contracts Subcommittee members reviewed and approved all of the contracts on behalf of the Advisory Committee.  The Commissioner signed the certifications which were attached to each of the contracts indicating that they are complete and correct.  The contracts and royalty agreements were sent to the respective universities and have been returned along with the ESCRO Committee approvals and Institutional Revenue Board approvals if applicable.  Ms. Rion mentioned that 16 of the 21 approved grant packages have been returned with fully completed documents.  The remaining 5 are all from UCONN and are awaiting a final meeting to tie up loose ends.  Ms. Rion stated that all of the universities have been very diligent and cooperative with trying to meet the deadlines.  She explained that DPH is holding the grant funds and will turn them over to CI after full execution of a Memorandum of Understanding between DPH and CI which has to be approved by the Attorney General’s office.  Following the final approval of the document, it will take approximately two weeks for the funds to be transferred to CI, and CI will release the funds immediately.  Ms. Rion stated that the universities should therefore receive funding by the end of February or beginning of March.  


Report from Ethics Subcommittee—Julius Landwirth

Dr. Landwirth gave an update on behalf of the Ethics Subcommittee.  He mentioned that the Ethics Subcommittee consists of individuals who have a broad range of experience in research, science, bioethics, and law.  The Ethics Subcommittee has had four meetings and guidance is being sought from the Subcommittee on three issues.  The first issue discussed by Dr. Landwirth was whether a public education program should be pursued to education people on stem cell issues and to build public trust regarding stem cell research.  He questioned whether the Ethics Subcommittee should play a role with public education.  Dr Landwirth opined that it would be very useful, appropriate and important to be more proactive in engaging the general public beyond what is required under the Connecticut Freedom of Information Act.  He expressed the need to obtain input from stakeholders, noting that there are many different ways to do so.  He briefly mentioned California’s very aggressive public education program.  Mr. Mandelkern noted how well the Advisory Committee has done thus far without organized opposition.  He suggested the formation of a Public Relations Subcommittee rather than having an education program.  Commissioner Galvin indicated that DPH through Ms. Townshend has been handling communications/public relations issues.  He noted that at some point, it may become necessary to move the public relations functions for stem cell research out of DPH.  Commissioner Galvin noted that this issue may become clearer and require more focus as the Advisory Committee delves into the strategic planning process.  After discussion about public relations/public education, there was consensus to leave things as they are now and that this issue will become more evident during the strategic planning process.  

The second issue the Ethics Subcommittee is seeking guidance on is its role in “monitoring” or providing “oversight” with ethical compliance issues for the funded projects.  Dr. Landwirth noted that there is representation on the Ethics Subcommittee from each of the ESCRO Committees.  Concerns were expressed with creating another layer of monitoring by having the Ethics Subcommittee also “monitor” compliance issues.   Dr. Landwirth emphasized that the Ethics Subcommittee does not want to add another layer of “oversight.”  Several members noted the desire to have the Ethics Subcommittee play some role in monitoring ethical compliance issues since the ESCRO Committees were recently formed and are very new with the process.  It was noted that this structure would allow some mechanism for addressing ethical issues sooner.  Discussion ensued on the differences between “monitoring” and providing “oversight” and whether it would be appropriate for the Ethics Subcommittee to play a role in either “monitoring” or providing “oversight” on ethical issues.  Three different scenarios were discussed relative to potential functions of an Ethics Subcommittee—1) to act in an advisory role where discussions are held, ideas discussed, experiences and information shared and feedback provided amongst the group; 2) to act in a consulting performance monitoring role where the Subcommittee ensures that benchmarks are met (not really ethics issues); and 3)  to act on ethical compliance issues much like a regulatory body who ensures that guidelines are being followed, implemented or ignored.  Attorney Salton provided cautioned with respect to providing an oversight role and reviewing ethical conduct issues.  The Advisory Committee discussed some suggested roles for the Ethics Committee which include: gathering information about things that happen, questions that arise, problems that occur and how the ESCRO Committees are performing and reporting these issues.  It was noted that the Subcommittee could report to the Advisory Committee as a whole about the information gathered in a more systematic way.  Concern was expressed with the Subcommittee being both a collegial and a regulatory body.  It was noted that problems may not be discussed openly if there is a chance that the issues will be reported to an upper body.  Commissioner Galvin requested that the committee provide investigate the philosophical ethics issues further.

Lastly, Dr. Landwirth explained that the Ethics Subcommittee is recommending that a Legal Subcommittee be formed or responsibilities added to the Ethics Subcommittee to allow for the monitoring of legal discussions, challenges and decisions regarding stem cell research.  There was no objection to changing the name of the Subcommittee and adding the recommended functions discussed herein.  Mr. Wollschlager mentioned that when representatives from nine states get together at StemCONN 07 in March, one of the topics discussed will be on existing, proposed and new statutory schema for stem cell research. He explained that absent widely accepted federal guidelines, the 9 states have very different regulatory models and this is one of the reasons everyone is being brought together under StemCONN 07.  The legislative agenda will include three issues:  to discuss existing laws and regulations, how to deal with regulatory barriers, and how to form a society for sharing this legal information.  Mr. Wollschlager stated that the materials generated from the presentation will be made available to the Advisory Committee members.   

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Galvin, the Committee members voted unanimously in favor of renaming the Ethics Subcommittee to “Legal and Ethics Subcommittee.” 


Report from Donated Funds Subcommittee:

Dr. Wallack reiterated some of the sentiments expressed at the January 2007 meeting about fundraising.  In particular, he expressed the importance of having a strategic plan in place before proceeding to raise funds.  He mentioned that the plan should give some guidance on how to proceed with a donated funds program.  Dr. Wallack stated that the Donated Funds Subcommittee and the Strategic Planning Committee will work closely together.  


Reports from Members:

Dr. Lensch, noting that he recently participated in a meeting with UK Stem Cell researchers, provided highlights from the meeting.  He mentioned that the researchers were very interested in Connecticut’s program, and Connecticut program was mentioned at three different times during this international meeting.  

Dr. Yang discussed the potential for the U.S. to lead an international consortium on stem cell research to promote international collaboration and team work.  Interest will be sought from other countries such as Hong Kong, China and Canada.  Dr. Yang noted the need to seek funding to form such a consortium.  He asked the Advisory Committee members to consider whether Connecticut through the Advisory Committee would be interested in joining this effort.  More information will be gathered and provided for the Advisory Committee at the March meeting.

Commissioner Galvin indicated that these types of discussions lead to the discussion of important decisions that have to be made by the Advisory Committee about the future of Connecticut with respect to stem cell research.  He mentioned that the UCONN School of Business has provided guidance on how to start to develop a strategic plan.  Commissioner Galvin emphasized that Connecticut has been a national leader but is a small state which may have to compete with much larger states for funding in a fast growing science.  He encouraged the Advisory Committee to consider actions necessary to ensure that Connecticut will remain a leader.  Discussion ensued on the potential of partnering with other countries.  Several members expressed the desire and need to partner with and share information with other countries and states.

Report from Strategic Planning Subcommittee:

Dr. Jennings mentioned that the Strategic Planning Subcommittee met for the first time last Thursday, February 15.    He stated that several major issues were first discussed by the Strategic Planning Committee—1) the strategic questions facing the Connecticut stem cell program over the next several years and 2) how the Subcommittee can help the Advisory Committee to frame and answer those questions.  Dr. Jennings reviewed some of the topics discussed by the Strategic Planning Subcommittee.  He noted that the Subcommittee concluded that almost everything done by the Advisory Committee and/or its subcommittees has some administrative overhead implications.  The Subcommittee expressed concern about the lack of clarity for administrative support and resources and the need for a long-term solution to address this issue.  Dr. Jennings stated that it is not yet clear as to whether there should be a separate entity to handle the administrative issues.  However, it appears that there are sufficient administrative resources for approximately the next year.  Dr. Jennings indicated some of the issues identified by the Subcommittee that need to be addressed in the short term.  In no specific priority order, those issues include:

· producing a report for the legislature, 

· developing a long-term strategic plan, 

· developing strategic relationships with other countries and states, 

· sending out another RFP, 

· evaluating the grant proposals, 

· promoting stem cell research in Connecticut, 

· handling public relations issues, 

· fundraising, 

· engaging the private sector, and

· working with the legislature to obtain administrative funding.  

The immediate recommendations of the Subcommittee are to work with legislators to obtain administrative funding and to draft a “blue-print” as a start to drafting a strategic plan.  

Dr. Jennings mentioned some content questions that should be addressed before moving forward with developing a strategic plan.  He stated that the Advisory Committee should discuss how the stem cell research funding program should be structured.  More specifically, how should Connecticut spend the grant funds (i.e. should the Advisory Committee continue to give funds based on the applications provided or should the Advisory Committee be more prescriptive about earmarking funds for certain areas)?  Dr. Jennings noted that the answers to these questions would have a material impact on how the strategic plan would be structured.  He mentioned that the Strategic Planning Subcommittee recommends the engagement of an outside consultant to conduct interviews with the major stakeholders in Connecticut to obtain input.  The consultant would also analyze the data for the Advisory Committee.  The Strategic Planning Subcommittee recommends beginning work on a donated funds program as soon as possible since this is one of the Advisory Committee statutory mandates.  Dr. Jennings mentioned that the Subcommittee suggests developing a timetable for the next several years of key issues that need to be addressed.  He noted that with the complexities increasing, it will become more imperative to be systematic.  In summary, some of the recommendations made by the Subcommittee include:  

· clarifying funding and roles for administrative support, 

· talking to legislators and building political support for administrative funding, 

· hiring a consultant to collect feedback on content questions, 

· kick off meeting at StemCONN 07 to start to discussing fundraising efforts, 

· developing a timetable for addressing short-term issues, 

· developing a plan for developing a long-term strategic plan by the end of March, and 

· developing a full blown long-term strategic plan.

Several members expressed preliminary concerns with setting a direction or focus for how grant funds should be provided.  Other members disagreed since there is so little funding and a need to try to avoid duplication of efforts.  In trying to strike a balance between giving too much direction and not giving any direction for the next RFP, suggestion was made to possibly focus on general themes or parameters. Suggestion was made to focus on trying to make uniform regulations.  It was noted that StemCONN 07 will be used to help promulgate uniform regulations and to promote international agreements.  

A lengthy discussion ensued on the direction of the Advisory Committee and the following questions/issues need further discussion and resolution by the Advisory Committee:

· Should the Advisory Committee collaborate with others to help Connecticut continue as a leader in this area? 

· Should the Advisory Committee stay status quo and continue operating the way it has?

· Should the Advisory Committee provide input on a direction or focus for the applicants before the next RFP is issued; and if so, what kind of directive should be given?

· What is the plan for administrative support and funding?

· A plan is needed to indicate how the Advisory Committee will discharge is mandates.

· Is it possible or legal to collaborate with other state and countries; and if so, what level will the Advisory Committee collaborate since most collaboration will occur between researchers?  

· Are there federal regulations on international relationships?

· How would ethical issues be addressed with an international relationship?

The first step recommended by the Strategic Planning Committee in moving forward with a strategic plan is to obtain formalized input from the major stakeholders.  The Advisory Committee discussed the potential costs of hiring a consultant to help with the process.  The approximate amount available for such services is between $20,000 and $25,000.  Several mechanisms for obtaining the information were discussed.  Discussion ensued on the possibility of having the graduate students from the UCONN School of Business provide assistance with the process.  With respect to this suggestion, Attorney Salton cautioned that utilizing the services of UCONN may appear at some point as a conflict of interest since UCONN is the recipient of grant funding and that it could be interpreted that UCONN had an advantage in later rounds since it helped define the process or long-term strategic plan for the Advisory Committee.  A question arose as to whether the process could be expedited if CI led the process of entered into a consultant arrangement with an entity rather than DPH.  Ms. Rion indicated that this arrangement could work.  However, administrative funding issues would have to be worked out between DPH and CI.  Suggestion was made to try to utilize private funds such as from the Christopher Reeves Foundation, Michael J. Fox Foundation or Connecticut United for Research Excellence to pay for surveys from stakeholders.  Mr. Wollschlager will contact the Department of Economic and Community Development to see if they have any existing contacts with these private institutions.  A recommendation was made to hold a retreat/meeting with major stakeholders to obtain input in lieu of hiring a consultant to perform surveys from the stakeholders.  Concern was expressed that such a large meeting may be too hard to control. Dr. Wallack indicated that there is a retreat process in place with representatives of UCONN, Wesleyan and Yale which could be expanded to other stakeholders and used as a forum for obtaining input.  Mr. Wollschlager mentioned the possibility of utilizing the services of the Connecticut Academy of Science and Engineering to assist the Advisory Committee.  Attorney Salton stated that he does not see any problems with utilizing the services of the Connecticut Academy of Science and Engineering as long as they do not subcontract out to one of the universities or an entity with which there may be a conflict.  After discussion of the various options, there was general consensus that it is important to move forward as expeditiously and judiciously as possible.  Mr. Wollschlager will contact CURE to see if they would be willing to provide funding to conduct a survey soliciting and analyzing the input from stakeholders.    


Evaluation of Proposal Review Process—Dr. Lensch

Dr. Lensch opined on the overall process that ultimately lead to the Advisory Committee making decisions on funding grant proposals.  He stated that he felt the Peer Review process worked very well and the logistics of the room also worked well.  He discussed a template he used in the review process which could be used by each of the Advisory Committee members in future rounds to help bring structure to the review process.  Mr. Wollschlager stated that he would encourage the use of standard forms during the review process by both the Advisory Committee members and Peer Review Committee members.


StemCONN 07

The Advisory Committee and Peer Review Committee members were invited to attend StemCONN 07 March 27 – 28, 2007 and will receive invitations to the event.  The legislative session will be held on March 27, 2007.  Mr. Mandelkern expressed a concern that the lack of reference to and views sought from advocacy groups.   Dr. Wallack noted that some of the sessions were formed with the advocacy groups in mind.  He stated that he hoped advocacy groups would participate in the event.  

Ms. Townshend stated that there have been discussions about holding a press conference and distributing ceremonial checks to the universities sometime during StemCONN 07.  

Dr. Yang invited the Advisory Committee members to participate in the collaboration forum workshop during StemCONN 07.


Public Comments
Mr. Manaker asked when grant funds would be provided to the universities.  Ms. Rion stated that the universities should have grant funding by the end of February or beginning of March.  Mr. Manaker recommended having representation on as many committees as possible from people with handicaps.  He noted that he represents the National Spinal Cord Injury Group, Connecticut Chapter.  Mr. Manaker expressed the need to educate the public on issues with the elderly and handicap.  With respect to providing a direction for projects, Mr. Manaker stated that the only thing that counts is results.  He noted have handicapped and advocacy groups participating will keep everyone focused on results and finding cures.  

MOTION:  Upon a motion duly made and seconded, 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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