
 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes –Special Meeting

Wednesday – May 9, 2006
A special meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Wednesday, May 9, 2006, at Connecticut Innovations, Inc., 200 Corporate Place, Rocky Hill, Connecticut.
Call to Order:  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., Myron Genel, M.D., Charles Jennings, Ph.D, Julius Landwirth, M.D., J.D, M. William Lensch, Ph.D., Kevin Rakin, Milton B.Wallack, D.D.S., and Xiangzhong (Jerry) Yang, Ph.D. 

 Other Attendees:  Catherine Kennelly (DPH), Denise Leiper (DPH), Stacy Owens (DPH), Diane Krause (Yale), Nancy Rion (CI), Russell Tweeddale (CI),  David Goldhamer (UCONN/CRB),  Bill Hathaway (Hartford Courant), Marianne Horn (DPH), Bob Mandelkern (Parkinson Rep. to Stem Cell Coalition), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Henry Salton, Assistant Attorney General, Anne Hiskes (UCONN/CRB), Myrna Watambe, Jeff Ponuk, Rick Mossant, Cheryl Fischer, Bart Westdijk.

Opening Remarks (Commissioner Galvin):  

Commissioner Galvin stated that an ethics opinion was sought about quorum issues and voting issues for members that may have some affiliation to the proposals which may be considered by the Advisory Committee.  He summarized the recent legislative decision to address this issue.  A decision was made to enlarge the size of the Advisory Committee by eight members.  The process of appointment is similar to the previous process appointing the existing Advisory Committee members.  The Governor will have two appointments, the Speaker of the House will have one appointment, the President Pro Tempore of the Senate and the speaker of the House of Representatives will each make one appointment, the majority leaders of the Senate will make one appointment, the majority leaders of the House of Representatives will have one appointment, and the minority leader of the Senate will have one appointment.  A list of individuals who do not have any affiliation with either Yale or UCONN and who are qualified and willing to accept the appointments has been forwarded to the Governor’s office.  Commissioner Galvin noted that the list is not exclusive, and names of other individuals interested and willing to serve on the Advisory Committee can be referred to the appropriate legislative leaders and/or Governor’s office.
Commissioner Galvin reminded the Advisory Committee members that they should recuse themselves from voting on any proposal with which they have a direct financial interest. 

Review of Minutes –Advisory Committee Meeting – 3/22/06:

The Advisory Committee members reviewed the proposed minutes from the March 22, 2006 meeting.
MOTION:
Upon a motion made by Dr. Genel, seconded by Dr. Wallack, the Advisory Committee members voted unanimously in favor of adopting the minutes of the March 22, 2006 meeting as presented.  Mr. Rakin was not present for the vote.
Public Comments (Dr. Galvin):
Commissioner Galvin asked for public comments.  Mr. Mandelkern was the only one who spoke at this time and his only comment was to ask that everyone speak louder.  
Discussion of Proposal Instructions (Commissioner Galvin/Mr. Rakin):


As requested at the March 22, 2006 Advisory Committee meeting, Commissioner Galvin reported that a subcommittee of the Advisory Committee was formed to develop language to be included in the CT Stem Cell Research Grants Proposal Instructions (the “Application Document”) about intellectual properties and the financial benefits to be shared by the state developing from any stem cell research made possible by the awarding of a grant.  He discussed the process taken by the subcommittee.  The subcommittee sought assistance and input from other resources and reviewed various models to develop the proposed intellectual property language.  Commissioner Galvin explained that the ranges on the expected minimum share of royalties resulting from a covered invention were between 1 percent and 25 percent with many different variations.  He noted the intricacies involved with trying to assess royalties resulting from grant funds versus other funds.  Commissioner Galvin reported that after thorough discussion on this complex issue, there was consensus from the subcommittee members that a 5 percent return was reasonable at this time and that this issue should be explored further as the process develops.  
Attorney Horn read the proposed language which appears on page 7 of the Application Document.  She explained that the proposed language establishes a floor and initial expectations for applicants for the first round.  It was noted that the language was developed so that it was not overly burdensome for the applicants, and it also encompasses the spirit of the law.  Attorney Horn stated that as the process develops, there will be an opportunity to revisit this issue and make changes if desired for future grant funding.  In response to a question, Attorney Salton explained that the law is not explicit on the amount of return expected.  The proposed language gives guidance, and it is possible that the applications received will be creative and exceed expectations.  
Public Comments:

Commissioner Galvin invited the public to comment on this issue.  

Mr. Rakin arrived at this time (1:25 p.m.)

Dr. Kraus questioned whether language similar to the following would be acceptable for inclusion as a response to the intellectual property requirement  “to the extent to which the project was funded by the State of Connecticut . . .”  Attorney Salton stated that it would be inappropriate to provide advice as to whether or not the language is acceptable.  Commissioner Galvin indicated that the language suggested by Dr. Kraus seems reasonable.  Dr. Kraus asked for an explanation of the “plans and time frame” requested on page 7 under “Intellectual Properties.”  Mr. Rakin explained that the request is for an explanation of the plans and time line when patents are filed and a formal application is submitted to protect the intellectual property.   
MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Landwirth, the Advisory Committee members voted unanimously in favor of adopting the language proposed in the CT Stem Cell Research Grants Proposal on page 7, paragraph 2 under “Intellectual Property.”  


Attorney Salton mentioned that the only two open issues that remained from the March 22, 2006 meeting with respect to the Application Document were the Intellectual Property language and the budget document attachments.  Commissioner Galvin reiterated the importance of every member having input and feeling comfortable with the contents of the Application Document prior to its release to the public.  


The Advisory Committee members went through the Application Document and the following additional changes/suggestions were made:

· Page 3, second paragraph, line 3, add “as amended from time to time” after the word “Research.” 
· Page 3, third paragraph, last line, add the words “of the project” to the end of the sentence.
· Page 4, first paragraph, second line, replace the sentence “The yearly budget must not exceed $250,000” with “Funding is encouraged to be evenly budgeted over the duration of the award.” 

· Page 4, the second paragraph under “4. Core Facilities Awards,” line 3, change the number “20” to “50.”  (to be consistent with minutes adopted for March 22, 2006)
· Page 5, under “Proposal Review” line 4, add “as amended from time to time” after the word “Research.”
· Page 5, under “Funding,” second paragraph, add the word “indicating” after the word “contract.”
· Page 8, section “6. Biographical Sketches,” change the last sentence to “For Seed Grant Awards, provide a biographical sketch for the applicant and faculty, if appropriate.” 
· Page 9, under “Travel,” add a comma in the number “$5000.”

· Page 9, second paragraph under “b. Budget Explanation/Justification,” delete the words “as designated on the budget page.”

· Page 10, section numbered 4, after the word “or” add the word “human.”

· Page 10, under “Project Reports,” change the order of the bolded words to Annual Technical Progress Reports.”
· Page 11, second paragraph, replace the word “comply” with “submit required reports.” 

· Page 11, under “Proposal as Public Record,” line 5, after the word “employees,” add “selected employees at the Department of Public Health.”
· Page 11, under “Proposal as Public Record,” at the end of the last sentence of the first paragraph add “reflecting applicable State law.”  Delete the second paragraph of the same section.

· The following changes should be made on Page 12, Attachment I:  add “Category of Project” at the top; add “Sponsor’s Name, where applicable” after “PI Name”; delete collaborator information;  include a statement indicating that the page should be duplicated and completed by each investigator; the boxes on the bottom of the page should match the projects listed on page 10 of the Application Document; the heading of the boxes should indicate that the portions of the projects should be identified next to the boxes.  

· Page 13, Attachment II, similar language about duplication and completion by each investigator should be included.  The words “Investigators” and “Collaborator(s)” should be made singular.  
· Page 14, Attachment III, remove the last three columns; include the statement that the page should be duplicated and completed by each institution; line F should indicate “total”; line H should be bolded or highlighted; add “J Total Contributions From Other Sources”; lines I and J should stand alone.


Other issues with the Application Document that were discussed include:
· A comment was made that the definition of Nuclear Transfer on Page 1 seems overly narrow.  Attorney Horn explained that this is the legislative definition.

· Page 5, under “Selection Criteria” there was consensus that it is not necessary to add a statement indicating that the list is in no particular order of ranking or importance since the existing language states that the list includes but is not limited to . . .

· Ms. Hiskes questioned how the requirement of ESCRO approval of projects prior to the release of funds would work with projects three to four years in advance.  In response, Dr. Jennings explained that the funds are released one year at a time, six months in advance.  He stated that he does not foresee a problem with requiring ESCRO approval.
· There was a lengthy discussion on funding under the Established Investigator Award.  Dr. Kraus expressed concern with the manner in which the funding is released and with limiting the funding to $250,000 per year.  Attorney Kennelly explained that there is an intended deliberate effort to stretch the grants out due in part to the manner in which the grants are being funded.  After further discussion, there was consensus to change the language on page 4 as indicated above.
· There was consensus that no changes are necessary for the Seed Grant Awards.
· Page 9, the language about cost of sharing reagents should be working on for the next round of funding.

· The proposed date on page 5 regarding decisions on funding will remain September 2006 even though this date may not be attainable.

Public Comments:

Bob Mandelkern expressed concern with the length of time it has taken to get to this point, and he encouraged the Advisory Committee to move forward so that progress can be made on research. 


Commissioner Galvin thanked Mr. Mandelkern for his comments but noted that public funds are being disbursed and the Advisory Committee members are trying to ensure that no procedural errors are made.
MOTION:
Upon a motion made by Dr. Wallack, seconded by Dr. Yang, the Advisory Committee members voted unanimously in favor of accepting the CT Stem Cell Research Grants Proposal as amended and authorized proceeding with the release of the document as amended. 


Dr. Jennings will work with Ms. Rion to ensure that all of the amendments are put in the final document before release to the public.  Typographical errors or insignificant corrections may be made without the approval of the Advisory Committee.


There was consensus that the document would be released on May 10, 2006.  The deadline for submission of letters of intent is June 1, 2006, and July 10, 2006 is the deadline for proposal submission.


Ms. Rion and the CI staff were thanked for their efforts in this matter.  Dr. Jennings and Dr. Lensch were also recognized for their assistance with the document.
Update on Legal and Ethical Considerations:
Attorney Owens stated that the Advisory Committee members received copies of the favorable opinion from the Citizen’s Ethics Advisory Board with respect to the Stem Cell Advisory Board members being able to vote on issues and maintain a quorum.   She summarized the action taken by the legislature in Bill No. 5843 which calls for the appointment of eight additional members to the Advisory Committee.  The appointments must be made by July 1, 2006.   The bill specifies that it is not a conflict of interest for a person who is affiliated with an eligible institution to serve as an advisory committee member.  Attorney Owens opined that the Advisory Committee members may participate in all of the proceedings with the exception of the issues relating to any of the entities with which the members have a financial interest.  Attorney Horn stated that Advisory Committee members will be asked to update their conflict of interest form and to sign a confidentiality agreement with CI which should be developed before the next meeting.  Further guidance will be provided to each of the Advisory Committee members individually on issues with which they should recuse themselves.  Any questions or concerns should be directed to Attorney Owens.  A legal opinion is being sought from the Attorney General’s office on the issue of direct and indirect payment for donor eggs.
Update on Peer Review Committee and Peer Review Process:

Commissioner Galvin asked the members to consider whether the Advisory Committee should initially screen the grant applications before forwarding them to the Peer Review Committee.  Attorney Horn explained that the Advisory Committee members could initially screen and weed out the applications that are not in compliance with the proper format, the applications that were not received on time, and the applications that have deficiencies.  There was concurrence that it is appropriate for either the Advisory Committee or a subcommittee of the Advisory Committee to screen the applications before forwarding them to the Peer Review Committee.

Attorney Horn reported that the first meeting of the Peer Review Committee will be held on May 24, 2006 via teleconference initiating from the Department of Public Health.  Advisory Committee members were invited to join the meeting.  Attorney Horn explained that the Peer Review Committee will be going over guidelines and ratings for scientific and ethical merit.  They will also making recommendations on regulations to be considered by the Advisory Committee.  Presumably after initial review by the Advisory Committee, the Peer Review Committee would review the applications and make recommendations to the Advisory Committee on the scientific and ethical merits of the applications.  Each application will be reviewed by at least two Peer Review Committee members.  However, the ultimate decision on the grants will come from the Advisory Committee.  


A question arose as to whether the meetings about the specific applications would be open to the public.  Attorney Salton stated that depending on what is being discussed, some portions of the meeting may be open to the public and some may be discussed in executive session.  He noted that the meeting would not be a public hearing; and therefore, the public can listen but cannot argue, debate or try to influence the decision making process.  These rules and guidelines will be clearly articulated to everyone involved in the process.  Attorney Horn noted that the Application Document asked the applicants to identify, from their perspective, the issues in the application that are considered to be confidential.  She noted that issues such as budget numbers, resumes and titles are not considered confidential.  Dr. Kraus stated that she would hope the applications are handled similar to federal grants and are kept confidential and not public until and unless grants are funded.  Additionally, she mentioned that the identity of the Peer Review Committee members should be kept anonymous.  Mr. Hathaway, a member of the press, indicated his reasons for requesting that the process involving public funds remain public.  

The Advisory Committee members discussed some of the differences between the federal and state laws for exemption under the State Freedom of Information Act.  A question arose as to whether the Peer Review Committee members are aware that this process is open and public.  Suggestion was made to obtain further clarification from the Attorney General’s office and/or Freedom of Information Commission as to what extent procedures for reviewing federal grants can be applied for these state grants.  This will be an issue for discussion at the next meeting.  
The next meeting is scheduled for Tuesday, June 6, 2006.
MOTION:  Upon a motion made by Dr. Canalis, seconded by Dr. Jennings, the Advisory Committee voted unanimously in favor of adjourning the meeting at 4:53 p.m.








Respectfully submitted:








_________________________________________
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