
 CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

Minutes – Regular Meeting

Tuesday – January 15, 2008
A regular meeting of the Connecticut Stem Cell Research Advisory Committee “Advisory Committee” was held on Tuesday, January 15, 2008, at the Legislative Office Building, Room 1A, Capitol Avenue, Hartford, Connecticut.

Call to Order:  The meeting was called to order at 1:05 p.m. by Commissioner Robert Galvin, Chair.  Members present:  Robert Galvin, M.D., M.P.H. (Chair); Treena Livingston Arinzeh, Ph.D. (by phone); Ernesto Canalis, M.D.; Gerald Fishbone, M.D.; Myron Genel, M.D., Ph.D.; Paul Huang, M.D., Ph.D. (by phone); Charles Jennings, Ph.D. (by phone); Ann Kiessling, Ph.D. (by phone); Julius Landwirth, M.D., J.D.; Stephen Latham, J.D., Ph.D.; Robert Mandelkern; Amy Wagers, Ph.D. (by phone); Milton B. Wallack, D.D.S.; and Xiangzhong (Jerry) Yang, Ph.D. (by phone).  Absent:  Kevin Rakin.
Other Attendees:  Isolde Bates (UCONN), Marianne Horn (DPH), Pamela Hartley (CI), Denise Leiper (DPH), David Manaker (National Spinal Cord Injury Group, Connecticut Chapter), June Mandelkern (Parkinson Rep. to Stem Cell Coalition), Joan McDonald (Department of Economic and Community Development); Paul Pescatello (CURE), Henry Salton (Attorney General’s Office), Chelsey Sarnecky (CI), Lynn Townshend (DPH), Paula Wilson (Yale University), and Warren Wollschlager (DPH).  

Opening Remarks
Dr. Galvin introduced and welcomed Dr. Treena Livingston Arinzeh.  Dr. Arinzeh is Associate Professor at the New Jersey Institute for Technology and has extensive research experience.  
Review of Minutes –Advisory Committee Meetings 9/18/07 and 10/16/07
Dr. Galvin asked the Advisory Committee members to consider the minutes from the 9/18/07 and 10/16/07 regular meetings.  

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 September 18, 2007 meeting as presented.  Dr. Huang was not present for the vote.

There was consensus to make the following amendments to the 10/16/07 minutes:

· Page 3, second paragraph, line 3, change the date “November 1,” to “November 5.” 

· Page 4, under the paragraph entitled “Fundraising Subcommittee,” line 12, change “Mr.” to “Dr.” Lalande.

· Page 5, second to last paragraph, the word “non-discrimination” should be “nondisclosure.”  

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 October 16, 2007 meeting as amended.  Dr. Huang was not present for the vote.

Stem Cell Meeting in the United Kingdom—Report 
Mr. Pescatello and Ms. McDonald discussed their visit to the United Kingdom in October as part of a three person delegation from Connecticut.  The third delegate from Connecticut, Dr. Lalande from UCONN, was not available today to attend the Advisory Committee meeting.  Ms. McDonald mentioned that the delegation was invited by the British Embassy along with representatives from California, Texas, and Maryland to discuss how the groups can partner with the United Kingdom on stem cell research, intellectual sharing and economic development.  She noted that Connecticut is viewed favorably as a healthy climate for stem cell research and economic development.
Mr. Pescatello summarized some of the meetings the group attended.  He noted that the group discussed ethics’ oversight and commercial development and visited the world’s most successful in vitro fertilization laboratory in New Castle.  He discussed the United Kingdom’s strategy and business model which is to profit from higher cost products sold to the United States markets while selling the same products at below costs to the United Kingdom and the European Union.  Mr. Pescatello mentioned that there have been discussions about how Connecticut could duplicate the New Castle laboratory at UCONN and other locations around the world.  He noted that Connecticut is trying to encourage the recruitment of later stage development companies and manufacturing in Connecticut.  
In response to a question, Ms. McDonald stated that there have been discussions among the state representatives that attended the meetings about collaborating and the next steps in the process.  Mr. Pescatello noted that discussions have also occurred with the New Castle in vitro fertilization laboratory to obtain more information about the facility.
Mr. Fishbone, referring to recent breakthroughs with nuclear reprogramming that could accelerate avenues of stem cell research, questioned whether this would be a topic for discussion today.  
Strategic Plan
Dr. Galvin noted the difficulties of determining how to proceed without having a strategic plan in place.  He emphasized the importance of the Advisory Committee putting together a strategic plan.  He summarized two potential strategic directions which include—1) the Advisory Committee acting in a manner similar to a foundation and making grants based on the best appropriate science with the funds that have been appropriated by the legislature or 2) being more aggressive and a major player in the rapidly changing industry.  Dr. Galvin noted that the second option would require major fund raising efforts.  Several of the members expressed their opinions and rationale for the direction they thought should be pursued.  There wasn’t consensus on a strategic direction; however, there was consensus on the need to move more rapidly to proceed with developing and adopting a strategic plan.  Dr. Galvin noted the importance of framing all of the issues and deciding which issues and goals are realistic for the foreseeable future.  
Dr. Galvin suggested that the Advisory Committee consider asking the Dean of the UCONN Business School to assist the Advisory Committee in drafting a strategic plan.  A question arose as to the role of the Connecticut Academy of Science and Engineering (“CASE”) if the Advisory Committee proceeds with the UCONN Business School.  Dr. Galvin noted that this issue should be discussed further by the Strategic Planning Committee.  Dr. Genel stated that within the last week or two, CASE provided a report which was forwarded to the Department of Public Health.  Dr. Galvin suggested that the report be reviewed by the Strategic Planning Committee.
Suggestion was made to schedule and conduct a stakeholder meeting to brainstorm about the direction Connecticut should move in with respect to stem cell research.  Mr. Wollschlager was asked to arrange a stakeholder meeting.  
Appointment of New Chair of Strategic Planning Subcommittee
Dr. Galvin noted that Dr. Jennings submitted his resignation as Chair of the Strategic Planning Subcommittee several months ago and there is a need to appoint a new Chair of the subcommittee as soon as possible.  He asked for volunteers to serve as the new Chair of the Strategic Planning Subcommittee.  In the absence of any volunteers, Mr. Mandelkern indicated that he would chair the subcommittee.  Mr. Rakin, who was not present for the meeting, will also be asked if he has any interest in chairing the subcommittee.   
Dr. Wallack indicated that Dr. Latham has expressed an interest in chairing the Strategic Planning Subcommittee and asked that he be contacted.  

Dr. Galvin will solicit the members to get a complete list of those interested and then ask for a vote via e-mail on a chair for the Strategic Planning Subcommittee within the next 10 days.  Dr. Jennings indicated that he is willing to continue to serve as a member of the subcommittee but not as chair.  

Legislative Proposal
Attorney Horn mentioned that she and Mr. Wollschlager have identified issues where it may be advisable to amend Connecticut law with respect to stem cell research.  She summarized the proposed changes to the stem cell research legislation.  Attorney Horn stated that the proposed amendments will bring Connecticut’s law more in line with the National Institutes for Health’s (“NIH”) guidelines.  The proposed changes are being reviewed internally and will be presented to the legislature in February.  
A question arose as to whether legislation would have to be further amended or clarified to include reference to reprogramming of differentiated cells.  After discussion on this issue, a majority of the members felt that the new developments in stem cell research should fall within the scope and intent of existing Connecticut law, and it is not necessary to seek further clarification.  Attorney Horn indicated that this issue will be reviewed, and further guidance will be sought from the Attorney General’s Office if necessary.  

SCRAC Duties, Responsibilities and Powers
Attorney Horn reviewed the statutory obligations of the Stem Cell Research Advisory Committee.  She noted that members of the Advisory Committee are deemed public officials and are required to follow the code of ethics for public officials.  Attorney Horn cautioned members about accepting gifts from anyone who has filed or intends to file an application for grant funding.  Copies of the Code of Ethics for Public Officials were distributed to the members.  Attorney Horn summarized that Advisory Committee members are not allowed to receive payment for their services in their capacity as Advisory Committee members; however, she reviewed some of the circumstances where Advisory Committee members can seek reimbursement for attending conferences or meetings while acting in the capacity as Advisory Committee members.  Attorney Horn noted that Advisory Committee members are required to file Statements of Financial Interest.  She noted that as a result of new legislation, a supplemental form has been added to the Statement of Financial Interest.
Attorney Horn mentioned that nondisclosure forms and conflict of interest statements from the Advisory Committee members will be compared with the applications received for round 2 of the grant funding and a list will be put together for review before considering the next round of applications.  
Summary of FY2008 Proposals
Ms. Hartley stated that 87 proposals requesting a total of $41.2 million have been accepted for consideration under the second round of grant funds.  In addition to the 87 accepted proposals, 8 additional proposals requesting approximately $5,000,000 in grant funding were received.  Seven of the eight applications were not accepted and one application was withdrawn by the applicant.  Ms. Hartley mentioned that six of the proposals not accepted were from an applicant out of the state, and one of the proposals exceeded the maximum amount for the category for which the applicant applied.  
The break down of applications includes 50 seed proposals, 24 established investigator proposals, 7 group project proposals and 6 core facility proposals.  

UCONN Seed Proposal 06SCA26
Ms. Hartley summarized the request received on UCONN Seed Proposal 06SCA26 to change the principal investigator from Dr. Yang to Dr. Carter since Dr. Yang will be on an extended medical leave.  It was noted that Dr. Carter is currently a co-principal investigator on the project and has worked closely with Dr. Yang in all aspects of the technology.  Additionally, UCONN is requesting that a new co-principal investigator be listed.

MOTION:
Upon a motion made by Dr. Latham, seconded by Dr. Fishbone, the Advisory Committee members voted in favor of authorizing a change of the principal investigator to Dr. Carter and the addition of a co-principal investigator for proposal 06SCA26 “Generation of Insulin Producing Cells from hESCs,” as proposed.  VOTE:  10-0-4 (Arinzeh, Fishbone, Genel, Huang, Kiessling, Landwirth, Latham, Mandelkern, Wagers, and Wallack in favor; 0 opposed; Canalis, Galvin, Jennings, and Yang abstained).  Mr. Rakin was absent from the meeting.  MOTION PASSED.  

Budget Reallocation Calculations Clarification
Ms. Hartley asked for clarification on paragraph 8 of the Assistance Agreement.  She explained that an issue arises when multiple line item changes in an annual budget aggregate more than 20 percent.  Ms. Hartley suggested that annual budget changes that aggregate more than 20 percent be brought to the Advisory Committee.  After discussion, there was consensus that any changes in annual budgets aggregating more than 20 percent should be brought to the Advisory Committee for review and approval.
Ms. Hartley asked the Advisory Committee to consider the annual budget change for Seed Grant Project 06SCA05, “Quantitative Analysis of Molecular Transport and Population Kinetics for SC Cultivation in a Microfluidic System,” UCONN, Fan, Principal Investigator.  She noted that in year 1, the proposed aggregate budget change is 23 percent; and in year 2, the proposed aggregate budget change is 23.7 percent.  Ms. Hartley explained the proposed changes and noted that the overall budget has not changed.  A question arose as to whether the overhead would change as a result of the proposed amendments in the budget.  It was noted that since the equipment was leased, it is not anticipated that the overhead would change.  Discussion ensued on the definition of indirect costs.  Attorney Salton read the definition of indirect costs as stated in the Request for Proposals as follows:  “Budgets may include indirect costs, which may not exceed 25 percent of the Modified Total Direct Costs (MTDC). MTDC are described in Attachment A of OMB Circular A122 and consist of all salaries and wages, fringe benefits, materials and supplies, services, travel, and sub-grants and subcontracts up to the first $25,000 of each sub-grant or subcontract (regardless of the period covered by the sub-grant or subcontract).  Equipment, capital expenditures, charges for patient care, rental costs and the portion in excess of $25,000 shall be excluded from MTDC.  Participant support costs shall generally be excluded from MTDC.”

MOTION:
Upon a motion made by Dr. Kiessling, seconded by Dr. Fishbone, the Advisory Committee members voted unanimously in favor of accepting  the proposed changes to the budget for Seed Grant Project 06SCA05, “Quantitative Analysis of Molecular Transport and Population Kinetics for SC Cultivation in a Microfluidic System,” UCONN, Fan, Principal Investigator.

The Advisory Committee members requested that if issues such as this arise in the future, copies of the original budget and proposed new budget be distributed to the Advisory Committee members in advance of meetings.

Status of Six-Month Fiscal Reports for 2006 Grants
Ms. Hartley indicated that out of the 21 stem cell research projects that received grant funding under round one, 20 grant recipients have submitted six-month Fiscal Reports.  The six-month Fiscal Report is due in April for the last grant recipient.  She stated that the general observation is that most of the reports show that spending is under budget due in large part to delays in hiring, delays in purchasing new equipment and access to new facilities.  It appears that approximately 55 percent of the projects are under spending; approximately 40 percent of the projects are on target but are still somewhat under spending; and one project has had fairly accelerated spending.     

Annual Progress Reports
Ms. Hartley explained that two reports are due within thirty days after the end of the first year—the Annual Technical Progress Reports and the Fiscal Reports.   Ms. Hartley noted that the Assistance Agreement does not specify page limitations for the Annual Technical Progress Reports, and she asked for guidance on the length of the reports.  Dr. Jennings suggested a format with check boxes to provide ease to the reviewers.  Attorney Salton noted that in accordance with the Requests for Proposals, the Annual Technical Progress Reports shall include:

• a summary of the activity during the past year, 


• description of the progress with reference to scheduled milestones, 


• identification of any significant scientific developments and all invention disclosures, 


• description of collaborative work,


• description of any problems encountered,


• a statement of expenditures for the past 12 months, and 

• a two page summary in lay language suitable for the public and press. 
In addition to the information requested above, Dr. Jennings suggested that the Advisory Committee require a list of publications or manuscripts published.  Dr. Canalis mentioned that for NIH grants, a 750 word narrative is provided in addition to a list of publications and the budget.  After discussion on the issue, there was consensus that this issue should be referred back to CI to develop guidelines for technical reports for applicants that are modeled similarly to NIH while still containing the information requested in the Request for Proposals and potentially adding the publications suggested by Dr. Jennings.
Discussion ensued on a process for reviewing the technical reports when they are received to ensure that the milestones have been met.  Ms. Hartley made several suggestions for the Advisory Committee’s consideration, including:  1) recommending that the two Advisory Committee members that originally reviewed the proposals, where possible, be responsible for reviewing the Annual Technical Progress Reports; 2) creating a subcommittee of the Advisory Committee; 3) use the Peer Review Committee; or 4) hire independent peer reviewers.  A question arose about potential consequences if the reports or progress is not acceptable.  There was consensus that the review of the reports is necessary to ensure that everything is acceptable to trigger funding for the second year.  Concern was expressed with the length of time it may take to review the reports and compare them to the original proposal.  Suggestion was made to define parameters for the review of the reports. Attorney Salton stated that the reviewers should be looking for material failure of progress with the research and not whether certain success is made.  If there is a material failure, the project should be brought to the Advisory Committee for further review.  There was consensus that the Advisory Committee members should be able to make a reasonable assessment of the information contained in the reports.  
MOTION:
Upon a motion made by Mr. Mandelkern, seconded by Dr. Genel, the Advisory Committee members voted unanimously in favor of having the two Advisory Committee members that originally reviewed the grant funding proposals, where possible, be responsible for reviewing the Annual Technical Progress Reports.  
Ms. Hartley questioned whether a length of time should be specified to complete the review of the Annual Technical Progress Reports.  The grant recipients are required to file the reports within 30 days of the end of the fiscal year for the projects.  After review and acceptance of the reports, CI has 30 days to provide the funding.  Dr. Canalis noted that for NIH grants, reports are required well in advance of the end of the funding year to avoid a gap in funding.  The Advisory Committee members discussed different options and processes to try to reduce any funding gaps for the projects.  There was consensus to notify the grantees of the potential funding gap and encourage them to submit their reports as soon after the end of the fiscal year as possible to avoid interruption of funding.  Reports can be reviewed on an ad hoc basis as they are received.  Dr. Galvin noted that both CI and DPH understand the urgency of getting the funding out and will be sensitive to the issues.  Dr. Fishbone agreed to work with CI on developing a process for proceeding.  

Ms. Hartley noted that CI intends to prepare a cover letter containing observations on the Fiscal Reports.   She questioned whether the Advisory Committee intends to review and accept the Fiscal Reports.  Suggestion was made to review the Fiscal Reports through the same mechanism as discussed for the Annual Technical Progress Reports.  In response to a question about the financial information contained in the reports, Ms. Hartley mentioned that CI would review the financial information contained in the reports.  Mr. Wollschlager noted that DPH will not release any funding until it performs its own fiscal review as well.  Dr. Kiessling mentioned that typically, institutions provide assurances that the fiscal information has been reviewed internally and is in compliance with the guidelines set forth for grant recipients.  

Use of Carryover Money Between Year 1 and Year 2
This item was not discussed due to time constraints.

Level of Due Diligence on Company Applicants
This item was not discussed due to time constraints.

Subcommittee Reports


Ethics and Law Subcommittee:  This item was deferred due to time constraints.   


Fundraising Subcommittee:  Dr. Wallack noted that fundraising efforts have not progressed due to the lack of a strategic plan and solid direction.  


Strategic Planning Subcommittee:  This issue was discussed earlier during the meeting.  

Target Dates
The Advisory Committee members discussed potential dates for considering grant awards for the second round of funding.  There was consensus to try to schedule the meetings for Monday, March 24, and Tuesday, March 25.
Public Comments
There were no public comments.

MOTION:  Upon a motion made by Dr. Jennings, seconded by Dr. Fishbone, the Advisory Committee voted unanimously in favor of adjourning the meeting at 4:02 p.m.







Respectfully submitted:



















_____________________






Dr. Robert Galvin, Chair
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