
 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – January 16, 2007

A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, January 16, 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.; Kevin Eggan, Ph.D. (by phone); Gerald Fishbone, M.D.; Charles Jennings, Ph.D.; Robert Mandelkern; Myron Genel, M.D., Ph.D.; Ann Kiessling, Ph.D. (by phone); Stephen Latham, J.D., Ph.D.; William Lensch, Ph.D.; Kevin Rakin (by phone); and Milton B.Wallack, D.D.S.;.  Absent:  Paul Huang, M.D., Ph.D; Julius Landwirth, M.D., J.D; Amy Wagers, Ph.D.; and Xiangzhong (Jerry) Yang, Ph.D.

Other Attendees:  Kevin Crowley (CI), Tom DeVitto (PricewaterhouseCoopers), Gregg Lallier (Updike, Kelly & Spellacy), Denise Leiper (DPH), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), David Manaker, Michael Newberg (UCONN), Paul Pescatello (CURE), Tony Pillari (Price-waterhouseCoopers), Nancy Rion (CI), Henry Salton (Attorney General’s Office), Lynn Townsend (DPH), Paula Wilson (Yale University), and Warren Wollschlager (DPH).  

	


Review of Minutes –Advisory Committee Meeting – 11/20/06 and 11/21/06:
Commissioner Galvin asked the Advisory Committee members to consider the proposed minutes from the December 19, 2006 meeting.  

The following corrections were suggested:

· In the recording of the motion on page 4, change the name of the member in favor “Landwirth” to “Wallack.”  

· Page 5, correct the spelling of Dr. Latham’s name (two times).

· Page 6, line two, change the word “retain” to “obtain.” 

MOTION:
Upon a motion made by Dr. Wallack, seconded by Mr. Mandelkern, the Advisory Committee members voted unanimously in favor of adopting the minutes of the December 19, 2006 meeting with the amendments discussed above.  

There being no objection, the order of agenda was changed.


Strategic Planning Briefing, Lessons Learned from CIRM--PricewaterhouseCoopers:

Mr. Pillari from PricewaterhouseCoopers briefly reviewed the history and reasons for establishing the California Institute for Regenerative Medicine (“CIRM”) through Proposition #71, the California Stem Cell Research and Cures Initiative.  One of the purposes of CIRM is to make grants and loans for stem cell research in California.  The Independent Citizens’ Oversight Committee (“ICOC”) was formed to govern and oversee all of the activities of CIRM.  Mr. Pillari explained that in April 2006, PricewaterhouseCoopers was hired to help draft a strategic plan to guide the process going forward for the ICOC.  He reviewed the data and idea collection process established to help begin the strategic planning process.  The keys areas included conducting interviews, scientific conferences and focus meetings.  Mr. Pillari explained that the information gathered was analyzed and the group started laying the groundwork for 5 to 10 year goals.  In addition, a relatively high level financial model was put together.  A road map for the first three years was also developed along with a timeline of the various activities.  Mr. Pillari explained how the road map helped to provide information relative to work loads, staffing, and priorities.  The draft plan was provided to the ICOC and unanimously approved in December 2006.  

Mr. Pillari explained some of the lessons learned from going through this process.  He noted that broad based support was very important in the process, and he encouraged the inclusion of as many stakeholders as possible.  Mr. Pillari emphasized that the process was very open and inclusive.  He encouraged the employment of a rigorous approach to data collection, documentation and analysis.  Mr. Pillari noted the importance of embracing the concept of “scientific readiness” and developing a periodic revision process allowing for the creation of a “living plan.”  Lastly, he encouraged the involvement of the private sector.  In response to a question, Mr. Pillari stated that bridge funding has been provided to help the organization keep moving forward in light of litigation.  Mr. Mandelkern noted some of the differences between the California organization and the Connecticut Stem Cell Research Advisory Committee.  He also noted differences with the mechanisms of funding for stem cell research between the two states.  It was noted that CIRM has a full-time staff.  Mr. Pillari mentioned that the California legislation caps administrative funding at 3 percent of the $3,000,000,000 provided for stem cell research over 10 years; and there is also a cap on the number of full-time employees.  In response to a question, Mr. Pillari explained some of the main objectives of the stem cell legislation which include providing cures to patients, economic development, academic benefit to the universities, and the recruitment of scientists to California.  

Mr. Pillari stated that the review process to determine whether things are working will involve outside people and not the full-time employees.  It was noted that measuring the success of the program and the economic impact may take years and may not occur until the funding period is over.  Specific milestone, the number of patents filed, research training programs, etc. may be tracked to help determine the effectiveness and impact from grant funding.  In response to a question raised about funding for ethics oversight and for studying the process, Mr. Pillari stated that there are working groups that define ethical practices which CIRM must follow.  Mr. Rakin joined the meeting telephonically at this time.

Commissioner Galvin noted some of the difficulties with trying to move forward with some of Connecticut’s legislative mandates without having a clearly defined plan in place both short-term and long-term.  He elaborated on some of the difficulties that both Connecticut Innovations (“CI”) and the Department of Public Health (“DPH”) have experienced to date trying to determine responsibilities without having clear guidance.  Connecticut’s law indicates that CI will provide administrative support for the Stem Cell Research Advisory Committee; however, funding was not included for the administration of the program for CI.  The legislation also indicates that the Commissioner of the DPH will be the Chairperson of the Stem Cell Advisory Committee.  Both CI and DPH have provided a lot of staff time and effort without being reimbursed.  In response to a question, it was noted that $200,000 out of the $20,000,000 was provided to DPH for administrative costs. Mr. Mandelkern noted the successes to this point with the existing administrative structure and suggested that the Committee proceed as it has in the past and to let the future process develop on its own.  After further discussion, a majority of the Advisory Committee members were in favor of moving forward to develop some kind of strategic plan as guidance for making decisions in the future.  It was noted that the Strategic Planning Committee consists of Dr. Jennings, Dr. Wallack, Mr. Mandelkern, Dr. Huang, and Dr. Lensch.    

Discussion ensued on trying to determine an appropriate amount for administrative costs.  It was noted that NIH is not a good example to follow because the administration of the program is very different from Connecticut’s program.  Suggestion was made to look into comparing administrative costs for private foundations such as the Donahue Foundation.  After further discussion about administrative costs, suggestion was made to seek funding legislatively for both CI and DPH.  Commissioner Galvin noted that the Advisory Committee members are considered state employees and it may be difficult for the Advisory Committee members to solicit and lobby for funding.  


Other Subcommittee Reports:

Dr. Wallack mentioned a possible two tiered-approach for fundraising—1) to obtain funds legislatively through advocacy groups for administrative costs and 2) further fundraising for stem cell research.  Dr. Wallack explained that the Fundraising Subcommittee could seek the assistance from other organizations such as the Stem Cell Coalition to advocate for administrative funds on behalf of the Stem Cell Research Advisory Committee.  Dr. Wallack explained another mission of the subcommittee which would be to seek further funding for stem cell research.  The Fundraising Subcommittee consists of Dr. Wallack, Dr. Genel, Dr. Jennings, Dr. Yang, and Dr. Fishbone, with the assistance from Ms. Rion.  Dr. Wallack stated that the Subcommittee has not yet met.  He noted the importance of having certain mechanisms in place and worked out before proceeding to raise funds (i.e., mission statement, goals, objectives, etc.).  A majority of the Advisory Committee members reiterated the importance of having some type of plan and/or administrative guidance in place in order to move forward with seeking funding from the legislature and with other fundraising efforts.  Commissioner Galvin noted that there is some funding (approximately $20,000 to $25,000) available to hire a consultant to help with the strategic planning process.  The Advisory Committee members discussed a potential timeframe for the strategic planning process and to make legislative requests.  The consultant could work with the Strategic Planning Subcommittee to draft legislation for submission to the legislature before the end of March.  After discussion, there was consensus for the Strategic Planning Subcommittee to work with Mr. Wollschlager to try to engage a consultant through a Request for Proposal process before the next meeting and to try to develop a one to five year strategic plan and legislation before the end of March.


Visit from Lord Patel:

Mr. Wollschlager mentioned that Lord Patel, a member of the UK Parliament and a member of the UK Stem Cell Research Oversight Committee will be speaking in Connecticut on February 15, 2007.  Members of the Advisory Committee were invited to attend the engagement and will be provided with more information about the visit when it becomes available.  

Commissioner Galvin stated that approval was given to send two people to the Fifth International Society for Stem Cell Research conference being held in June 2007 in Australia.  He mentioned that Mr. Wollschlager and Attorney Horn will be attending the conference.


Report from IP/Contracts Subcommittee:

Mr. Rakin summarized the recent IP/Contracts Subcommittee meeting held with counsel, representatives from CI and DPH to work on the draft Royalty Agreement template and Contract.  He noted that the meeting was very productive but there are several open issues to be discussed by the Advisory Committee.  Attorney Lallier elaborated on the open issues in the Royalty Agreement template.  One of the issues where there wasn’t unanimous consensus from the IP/Contracts Subcommittee was in the definition section for “intellectual property,” “invention” and “know-how” with respect to the length of time following the term of funding for royalties to be attached.  Attorney Lallier explained that some of the subcommittee members felt that the appropriate length of time to attach royalties following the term of funding is between 6 and 12 months.  At least one other subcommittee member favored having a longer period of time following the funding term for royalties to flow back to the state.  There was discussion on the rationale for having both a shorter and longer time frame.  Attorney Lallier, noting that he does work for the Donahue Foundation, described how royalties are handled through the foundation.  After further discussion, a majority of the Advisory Committee members felt that one year following the funding term was a reasonable time period for royalties to flow back to the state.  It was noted that this term should be acceptable to the universities.     

MOTION:  Upon a motion duly made by Dr. Wallack, seconded by Dr. Latham, the Advisory Committee members voted unanimously in favor of requiring that royalties be applicable at any time during the 12 month period immediately following the term of funding.  
The next open issue discussed in the draft Royalty Agreement was on page 4 under the section entitled “Royalties.”  It was noted that the application document issued by the Advisory Committee set a minimum return of 5 percent share of royalties and other income directly resulting from any covered invention conceived with the financial contribution from the State’s grant.  Attorney Salton reiterated that bids submitted should not be altered, which means that the rate in 3.1 of the draft Royalty Agreement could be different for each awardee.  Ms. Rion noted that out of the 21 grant applications, all but 2 applications refer to the 5 percent return.  After discussion, there was consensus that the paragraph should indicate that the percentage of return should be in accordance with the language submitted in each individual application.  

MOTION:  Upon a motion duly made by Dr. Lensch, seconded by Mr. Mandelkern, the Advisory Committee members voted unanimously in favor of requiring that the language in Section 3.1 of the draft Royalty Agreement be changed to indicate that the percentage of return should be in accordance with the language set forth in each of the proposals submitted by the awardees.  
Suggestion was made to review the minimum return to the state before the next round of proposals.

Suggestion was made also made to encourage the investigators to keep very strict accounting records.  Ms. Rion mentioned that at the Ethics Subcommittee meeting, this issue was discussed at length with representatives from each of the ESCRO Committees and universities.  Workshops will be held for researchers and good efforts will be made to provide oversight and monitor this issue.  

Discussion ensued on paragraph 3.2(d) related to interest on royalty payments.  After investigation it was determined that for this kind of contract, interest for late payments for a public university, agency or department of the State of Connecticut does not apply.  There was consensus to change paragraph 3.2(d) to indicate that public universities, agencies or departments of the State of Connecticut are exempt from paying interest for late royalty payments.

MOTION:  Upon a motion duly made by Dr. Wallack, seconded by Dr. Lensch, the Advisory Committee members voted unanimously in favor of accepting the draft Royalty Agreement and Assistance Agreement with the amendments discussed herein.  

Attorney Salton asked the members to consider the draft time line provided for completing the required activities over the next several weeks.  He noted that a special meeting will be scheduled for January 23, 2007 to approve the individual contracts.  Attorney Salton questioned whether the Advisory Committee members would like to review the final contracts and attached budgets or delegate authority to approve the individual contracts to a subcommittee of the Advisory Committee.  Dr. Latham left the meeting during this discussion (3:40 p.m.). It was noted that the 2 core proposals are the only proposals with significant changes.  Ms. Rion summarized the major changes in the two proposals.  In response to a question, Attorney Salton stated that the Attorney General’s office has reviewed and approved the template contract and will not review the individual contracts.    

After discussion about the special meeting to approve the contracts, there was consensus that the IP/Contracts Subcommittee would review and approve the individual contracts on behalf of the Advisory Committee at a special telephonic meeting to be held on January 23, 2007.  Ms. Rion distributed copies of the two revised core proposals, and the other proposals will be available on CI’s Website for any of the Advisory Committee members to review if desired.  Any comments should be directed to Ms. Rion before January 23, 2007.  Ms. Rion will forward concerns, if any, to the IP/Contracts Subcommittee members before the January 23, 2007 meeting.  If the subcommittee has significant concerns with any of the revised proposals, the proposals of concern will be brought to the Advisory Committee which may result in a delay of the funding for the proposals of concern.  Commissioner Galvin will sign the certification on behalf of the Advisory Committee on or about January 23, 2007.  


Public Comments:

David Manaker questioned an approximate time frame for researchers who received grant awards to commence their projects.  Commissioner Galvin indicated that the researchers may be ready to move forward as soon as they receive the funds which could be as early as February 15, 2007.

Dr. Jennings stated that he has accepted a full time position at the Massachusetts Institute of Technology and has ceased all consulting arrangements and involvement with UCONN.  He noted that he no longer has any conflicts of interest involving UCONN.   

MOTION:  Upon a motion duly made and seconded, the Advisory Committee voted unanimously in favor of adjourning the meeting at 3:52 p.m.








Respectfully submitted:








_________________________________________








Dr. Robert Galvin, Chair
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