
 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – December 19, 2006

A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, December 19, 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 1:00 p.m. by Commissioner Robert Galvin, Chair.  Members present:  Robert Galvin, M.D., M.P.H. (Chair); Ernesto Canalis, M.D.; Gerald Fishbone, M.D.; Julius Landwirth, M.D., J.D; Robert Mandelkern; Myron Genel, M.D., Ph.D; Ann Kiessling, Ph.D; Stephen Latham, J.D., Ph.D.; William Lensch, Ph.D.; Kevin Rakin (by phone); Milton B.Wallack, D.D.S.; Amy Wagers, Ph.D; and Xiangzhong (Jerry) Yang, Ph.D.  Absent:  Paul Huang, M.D., Ph.D; and Charles Jennings, Ph.D.

Other Attendees:  Kevin Crowley (CI), Bill Hathaway (The Hartford Courant), Marianne Horn (DPH), Denise Leiper (DPH), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Michael Newberg (UCONN), Jennifer Paquette (CT Catholic Conference), Paul Pescatello (CURE), Tony Pillari (Price Waterhouse Cooper), Nancy Rion (CI), Henry Salton (Attorney General’s Office), Lynn Townsend (DPH), Paula Wilson (Yale University), and Warren Wollschlager (DPH).  

	Opening Remarks—Commissioner Galvin:
Commissioner Galvin announced that Dr. Kevin Eggan was recently been appointed as a member of the Advisory Committee.  Dr. Eggan is an assistant professor at the Harvard University Stem Cell Institute and Department of Molecular and Cellular Biology.  He is also a founder member of Stowes Medical Institute.  Commissioner Galvin stated that Dr. Eggan may be joining the meeting by phone.

Commissioner Galvin asked that consideration be given later in the meeting as to whether  representatives should be sent to the Fifth International Society for Stem Cell Research conference being held in June 2007 in Australia. 




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 November 20, 2006 and November 21, 2006 meeting.  

MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Genel, the Advisory Committee members voted unanimously in favor of adopting the minutes of the November 20, 2006 and November 21, 2006 meeting as presented.  MOTION PASSED UNANIMOUSLY.  Note:  Dr. Kiessling was not present for the vote.


Public Comments:

Commissioner Galvin invited members from the public to comment, but there were no public comments.  


Attorney General’s Opinion Regarding Donation Payments:

Attorney Horn summarized the opinion received from Attorney General Richard Blumenthal in response to the Advisory Committee’s request for a formal opinion on Public Act No. 05-149:  An Act Permitting Stem Cell Research and Banning the Cloning of Human Beings” and the applicability of the “direct or indirect payment” ban.

In response to the question raised as to whether medical insurance for the cost of infertility treatment is considered a payment, Attorney Horn explained that the Attorney General’s office has opined that coverage for the costs of infertility treatment is not considered a payment.  She summarized the opinion of the Attorney General in response to the question raised as to whether eggs or sperm used in  in vitro fertilization are prohibited for use in stem cell research if they were unused in the in vitro procedure.  The opinion of the Attorney General is that payment for eggs and sperm procured for the purpose of in vitro fertilization is not prohibited.  Donations made after in vitro fertilization are subject to the provision that prohibits “direct or indirect payment.”  The last question posed by the Advisory Committee sought clarity on whether it is permissible to offset any of the costs of eggs donated directly for stem cell research.  Attorney Horn stated that the opinion of the Attorney General is that it is permissible to have medical payments covered, and offsetting the direct cost relative to procuring eggs for the use in stem cell research is not considered a “payment” for the donation of the eggs.   She noted that the answers provided by the Attorney General also conform to recommendations made by the National Academies.  In response to a question raised about direct payments for other costs such as transportation, child care, etc., Attorney Horn noted that these costs would not be covered; however, the costs for transporting the eggs would be covered.

Dr. Yang thanked the Attorney General for the comprehensive opinion and thanked both Attorney Salton and Attorney Horn who developed the questions for the Attorney General’s office.  As a citizen of the State of Connecticut and as a member of the Advisory Committee, Dr. Yang expressed concern with the length of time it took to obtain the response from the Attorney General’s office on the questions raised by the Advisory Committee.


Report from IP/Contracts Subcommittee:

Mr. Rakin summarized the process undertaken to date by the IP/Contracts Subcommittee.  He stated that a number of meetings have been held to frame out the basic contract and investment property language.  Mr. Rakin stated that input was invited and received from representatives of the universities.  He explained that since CI is considered a quasi public agency, CI engages its own legal representation and has engaged Updike, Kelly & Spellacy to assist with drafting and reviewing the contracts.  However, even though Updike, Kelly & Spellacy will be opining for CI, input must still be sought from the Attorney General’s Office.  Since the Advisory Committee is considered a state governmental agency by statute, the Attorney General’s office provides legal representation to the Advisory Committee.  It was noted that the Attorney General’s office also represents UCONN, one of institutions that has received grant awards.  Mr. Rakin noted that in the private sector, it is typical to negotiate contracts with legal counsel leading the discussion and stated that he does not feel that anyone on the IP/Contracts Subcommittee is qualified to lead such negotiations. He therefore suggested that the Advisory Committee wait to review the draft contract and investment property language until after input on the contract has been obtained from the Attorney General’s office.  Mr. Rakin questioned whether the Advisory Committee could rely on CI’s attorney or retain another attorney.  Attorney Salton stated that the Advisory Committee cannot retain outside counsel without the prior approval of the Attorney General’s office.

Dr. Kiessling arrived during this discussion

The Advisory Committee discussed the process for obtaining input and involvement from the Attorney General’s office.  Attorney Salton explained that typically, a more formalized document would be submitted to the Attorney General’s office for review.  Attorney Salton mentioned that his superior, who has more experience and specialized knowledge of contract issues, will also be reviewing the contracts.  Mr. Crowley noted that CI initiated the first draft of the contract but is not familiar with the typical state contract requirements.  Attorney Salton noted that the Attorney General’s office will ensure that the typical state contract requirements are included in the contracts but suggested that the Advisory Committee members discuss some of the substantive issues before the draft is sent to the Attorney General’s office for a more formal review.

Mr. Rakin suggested that the Advisory Committee discuss a potential timeline; however, he emphasized that the process should not be rushed.  The Advisory Committee members discussed options and a proposed time frame for drafting the contract.  Attorney Salton noted that the document contains complex information and would likely take some time for the Attorney General’s office to review.  He stated that review of contracts over $100,000 must follow office protocol, and therefore each contract exceeding $100,000 must undergo further review before finally being reviewed by the Attorney General.  There was agreement that it would not be prudent to put a timeframe on the review of the document by the Attorney General’s office.

Various options for proceeding were discussed.  Suggestion was made to have the IP/Contracts Subcommittee work on finalizing the document and bringing it back to the Advisory Committee for further review before submission to the Attorney General’s Office for final review.  Other members suggested that the Advisory Committee discuss the substantive issues at this meeting.  Attorney Salton stated that if so desired, it would be appropriate for the Advisory Committee to delegate responsibility for further refinement of the contract to the IP/Contracts Subcommittee, who could then forward the finalized documents to the Attorney General’s office for review.

Concerns were expressed with having the Advisory Committee review the documents without having a full understanding behind the questionable substantive issues. 

A discussion ensued on whether individual revised budgets would have to be reviewed and approved by the Advisory Committee.  Ms. Rion noted that she has copies of each of the revised budgets if anyone wishes to review them.  Attorney Salton noted that the budgets are attached as an exhibit to the contract, and CI as the administrator of the contracts could ensure that the scope of the contents have not been modified dramatically.  He stated that he is not sure whether the Advisory Committee members would have to review individual revised budgets if there are no material differences.

Attorney Salton noted that the Attorney General’s office could provide informal advice and will help the IP/Contracts Subcommittee members as much as possible in the drafting process.  

Due to a problem with the telephone system at the Legislative Office Building, Mr. Rakin was disconnected from the call and meeting. 

MOTION:  Upon a motion duly made by Mr. Mandelkern, seconded by Dr. Lensch, the Advisory Committee voted in favor of going through the draft template contract to review substantive issues.  VOTE:  8-3-0 (Wallach, Lensch, Mandelkern, Wagers, Yang, Canalis, Genel, Kiessling in favor; Galvin, Fishbone, Landwirth opposed).  Mr. Rakin was not present for the vote.  MOTION PASSED.  

Ms. Rion identified the four documents included in the package, and there was consensus to review the document entitled “Draft Contract Template with University Input with Highlighted Issues—Assistance Agreement Between Connecticut Stem Cell Research Fund, Connecticut Innovations, Incorporated and Awardee.”

After review of the draft document, the following changes, modifications, and/or suggestions were made:  

· Page 5, paragraph 8, line 8, the percentage is not consistent with the language in the “Connecticut Stem Cell Research Grants Program, Proposal Instructions (the ‘Application Document’).”  Concern was expressed with the structure of the sentence.  After further discussion, there was consensus to add the language from the Application Document that states reallocation of more than 10 percent of the annual budget requires the approval of CI, and reallocation of more than 20 percent of the annual budget also requires approval of the Advisory Committee.  Suggestion was made to define parameters on time allocation.

· Page 5, under “Prolonged Absences,” the Advisory Committee members discussed whether sabbaticals would be precluded.  It was noted that authorization would be required, and there was consensus that the proposed language in the contract on this issue is satisfactory.  

· Page 6, paragraph 10, it was noted that the highlighted language suggested by the universities relative to royalties was more narrow and not consistent with the language in the draft royalty agreement.  The IP/Contracts Subcommittee should work on this language to make it more consistent with the spirit of the law.

· Page 8, under heading “Publications and News Releases,” there was a discussion on whether to delete the paragraph or modify the language.  Concerns were expressed with requiring that the awardee share information before it is submitted.  Concern was also expressed with requiring certain statements when it is beyond the control of the awardee to ensure certain statements are published.  There was consensus that the paragraph should be simplified. 

· Page 9, there was consensus to let the IP/Contracts Subcommittee make a determination on the language that was suggested by the universities.

· Page 13, paragraph 23 and throughout the document, discussion ensued on the use of and addition of the word “material.”   This issue will be brought to the IP/Contracts Subcommittee for further consideration.

· Page 14, paragraph 28, the IP/Contracts Subcommittee will be asked to restate the language.

· Page 16, paragraph 37a (i), suggestion was made to specify that published works should be included (e.g. peer review manuscripts, abstracts, and oral presentations).

· Page 18, paragraph 43, the Attorney General’s office will provide the standard indemnification clauses.

· Suggestion was made to include language in the contract about Institutional Review Board (“IRB”) and Embryonic Stem Cell Research Oversight (“ESCRO”) review or adverse action.  

· In response to a question, Mr. Wollschlager will confirm that the awardee is the institution and not the investigator.

· In response to a question about the grant awards following the principal investigator, it was noted that the principal investigator would have to seek the permission of the university if he/she left the university and wanted to take the grant award.  Attorney Salton noted that the contracts will be more specifically tailored for each of the categories of grant funding. 

The IP/Contracts Subcommittee will be asked to review the document again and make further modifications to be sent to the Advisory Committee members for review at least one week prior to the next regularly scheduled meeting.

Dr. Wallack suggested the addition of Dr. Latham and Dr. Lensch to the IP/Contracts Subcommittee and that Attorney Salton be more directly involved in the process.  Both Dr. Latham and Dr. Lensch agreed to participate as members of the IP/Contracts Subcommittee.  Attorney Salton stated that either he or his superior could participate more actively in the drafting process.  Attorney Horn mentioned that she would also be happy to help whenever possible.

Suggestion was made that in the future, specific instructions be provided to the Advisory Committee members regarding expectations so that meetings can be more productive.

Dr. Galvin asked the Advisory Committee members to consider sending delegates to the Fifth International Society for Stem Cell Research conference being held in June 2007 in Australia.  Several of the Advisory Committee members indicated that they would be attending.  Dr. Galvin stated that Attorney Horn has been asked to lecture while in Australia, and he feels it is critical to also send Mr. Wollschlager to develop relationships with other countries.  There being no objection, Commissioner Galvin stated that he will seek the necessary approvals and funding to authorize Attorney Horn and Mr. Wollschlager to attend the conference in Australia.  


Other Subcommittee Reports:

Mr. Wallack gave an update on efforts being made by the Fund Raising Subcommittee.   He suggested taking steps to obtain at his time the remaining $80,000,000 from the current state budget surplus so that it is available as committed by the legislature for stem cell research ($10,000,000 for each of the next 8 years).  In response to the suggestion, Commissioner Galvin indicated that the state budget surplus funds are committed to being used to reduce debt.  Although the current administration and legislature are very committed to stem cell research, Commissioner Galvin stated that it is highly unlikely that the funding for the next 8 years would be released now.  

Mr. Wollschlager provided an update on the Strategic Planning Subcommittee, noting that representatives from PriceWaterhouseCoopers are willing to make a presentation to the Advisory Committee on lessons learned from their experience working on the Strategic Plan for the California Institute for Regenerative Medicine. Absent any objection, the Chair directed Mr. Wollschlager to arrange for a presentation to the full Advisory Committee

Dr. Landwirth gave the Ethics Subcommittee report.  He noted that the subcommittee has met several times and is working on modifications to the required draft forms.  An informal opinion has been requested from the Attorney General’s office as to whether certain aspects of the law are applicable, and it is hopeful that these issues will be resolved and reported to the Advisory Committee at the January 2007 meeting.

MOTION:  Upon a motion duly made and seconded, the Advisory Committee voted unanimously in favor of adjourning the meeting at 4:00 p.m.

PAGE  
6
Stem Cell Research Advisory Committee – 12/19/06


