PAGE  


VERBATIM PROCEEDINGS

CONNECTICUT STEM CELL RESEARCH ADVISORY COMMITTEE

SEPTEMBER 19, 2006

1:50 P.M.

300 CAPITOL AVENUE

HARTFORD, CONNECTICUT
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COMMISSIONER ROBERT GALVIN:  Welcome to the meeting.  Again, good afternoon and welcome.  This meeting is being transcribed.  There is a microphone at the desk in the front of the room and a chair.  If any of the people who are seated in the audience need to make a comment, please proceed to the chair and sit down and speak into the microphone, otherwise, you will not be audible for our transcriptionist.




We do have some distinguished visitors from the United Kingdom, three members of Parliament who are deeply concerned with stem cell issues and with whom we had a conversation earlier this morning, and they are entering the room now, and I believe Mr. Wollschlager will introduce them to the audience.




We also have two visitors from Shandong Province in China, who are Mayors in their community and will be working with the Department for the next several weeks about how we do public health in Connecticut.




Warren, would you want to introduce our guests and use the mike?




MR. WARREN WOLLSCHLAGER:  Ladies and gentlemen, if you could take a seat?  There’s no designated seats.  Thank you, Commissioner.  I’m sorry about the delay.  We got tied up just a little bit.  It’s been our pleasure, as the Commissioner mentioned, to host our esteemed colleagues.  




First of all, I want to introduce Dr. Stefan Winkler, who is standing behind me as we speak, and Dr. Winkler is the vice counsel for Science and Innovation with the British Consulate in Boston, Massachusetts, and Dr. Winkler has been a supporter of this program.  He came to, you may remember, one of the first meetings, and he was instrumental in facilitating the visit from our colleagues from the United Kingdom Parliament.  




Gentlemen and Ms. Keen, as you’re speaking, you’re going to have to turn your mike on and off, okay?  With us today, again, Dr. Winkler.  We have, to my right, Dr. Alistar McDonnell.  Dr. McDonnell is a member of Parliament.  Maybe you can introduce yourselves.  I can read your bios.




DR. ALISTAR McDONNELL:  I’m recently elected to Parliament in the U.K.  I’m from Ireland.  Northern Ireland is under U.K. jurisdiction, so I’m elected from South Belfast.  I’m a family physician, with an interest in biomedical research and development, largely of the commercial nature.




MR. WOLLSCHLAGER:  Thank you, Doctor.  To my left, Ms. Keen.




MS. ANN KEEN:  Yes.  Good afternoon.  My name is Ann Keen.  I represent the government in a seat. My district would be West London, by Heathrow Airport.  Prior to being elected to Parliament, I was a nurse, and so I have a great interest in the subject area, and I now work with the Chancellor of the Exchequer, Gordon Brown. So I’m very pleased to be with you today, and thank you for allowing us into your committee this afternoon.




MR. WOLLSCHLAGER:  Thank you.  And Dr. Spink?




DR. BOB SPINK:  Thank you very much.  Ladies and gentlemen, Mr. Chairman, I’m the conservative member of Parliament, from a place called Castle Point, which is in Essex near London, and I’m a member of the Parliamentary Science Committee and, therefore, take an interest in this area. 




We’re delighted to be able to visit you today, and we’re grateful to you allowing us to come in and see your meeting and the way you conduct your meeting.  We believe there’s a great opportunity for collaboration between our two countries in this very important area, and we have much to learn from you, particularly on the academic research side, and we feel we can also show the way to the world, in terms of the regulatory approach.




We’ve developed a strict ethical, but an enabling regulatory report approach, which respects human life, but also enables us to move forward with this very important area of research that will solve many problems for mankind in the future, we hope, so working together we can do that.




We’re particularly pleased to have set up the first world’s stem cell bank and to hold within that bank some 20 odd stem cell lines from America.  We’re delighted with that, very grateful for that, and we think that working together we can help not only ourselves, but mankind as a whole, and so thank you again for inviting us. 




COMMISSIONER GALVIN:  Thank you.  We’re very pleased to have representatives of Her Majesty’s government here, and we’ve had very nice dialogue with these three folks this morning, and exchanged some of our mutual points of view, and we hope that they find the meeting this afternoon productive.




I have advised our three Parliamentary members that should they have a question, they can certainly feel free to ask it.  I would only advise them that, as we’re all told here, that you have to press the microphone button, or people will not be able to hear you speak.




With that, I would like to start with Kevin Crowley and go around, anti-clockwise, and have everybody at the table at the circular bench introduce themselves, if you will, please?




MR. KEVIN CROWLEY:  My name is Kevin Crowley.  I work for Connecticut Innovations.  I’m a Director of Investments there, and Connecticut Innovations is a quasi public agency, who is identified in the Stem Cell Statute as administrative staff to the Advisory.




MS. NANCY RION:  Good afternoon.  I’m Nancy Rion from Connecticut Innovations.  I’m Director of Technology Initiatives at Connecticut Innovations.




DR. ERNESTO CANALIS:  I’m Ernie Canalis. I’m a Professor of Medicine at the University of Connecticut School of Medicine and (interference) research at St. Francis Hospital Medical Center.




MR. KEVIN RAKIN:  Kevin Rakin.  I’m co-chairman of CURE, Connecticut United for Research Excellence, and a venture capitalist with Cane and Partners.




DR. WILLIAM LENSCH:  And I’m Willie Lensch, Children’s Hospital, Boston, and the Harvard Stem Cell Institute.  My instructor appointment is in progress, and I am an active embryonic stem cell investigator in the field.




DR. XIANGZHONG YANG:  I’m Jerry Yang.  I’m the Professor and Director of the Center for Regenerative Biology at the University of Connecticut.




MR. HENRY SALTON:  My name is Henry Salton.  I’m an Assistant Attorney General and serve as counsel to the committee.




COMMISSIONER GALVIN:  I’m Bob Galvin, the Commissioner of Public Health.




MS. MARIANNE HORN:  I’m Marianne Horn.  I’m Director of Legal Services for the Office of Research and Development at the Department of Public Health.




MR. ROBERT MANDELKERN:  I’m Bob Mandelkern, Advisory Committee Member, representing departments and community from the Connecticut Stem Cell Coalition.




MR. MYRON GENEL:  I’m Myron Genel.  I’m President-Elect of the Connecticut Academy of Science and Engineering and Professor Emeritus in the Child Health Research Center at Yale.




DR. MILTON WALLACK:  I’m Milt Wallack.  I’m an Advisory Board member and, also, co-chair of the Connecticut Stem Cell Coalition.




DR. JULIUS LANDWIRTH:  I’m Julius Landwirth.  I’m Associate Director of the Interdisciplinary Center for Bioethics at Yale.




DR. CHARLES JENNINGS:  I’m Charles Jennings.  I’m a private consultant based in Massachusetts.




MS. AMY WAGERS:  I’m Amy Wagers.  I’m an Assistant Professor at the Joslin Diabetes Center and a member of the Harvard Stem Cell Institute.




COMMISSIONER GALVIN:  Welcome, Amy.




MS. WAGERS:  Thank you.




COMMISSIONER GALVIN:  We will proceed with our business, unless is there anyone from the audience who would like to introduce themselves?  If not, I see that, back in the third row, I see Mr. William Garrish, who is our press secretary for the Department, and with him Madam Hahn and Mr. Lee, who are representatives from Shandong Province in China, who are here to observe our process.




With that, I would like you all to look at the meetings of the last meeting of 8/15/06, and when you’ve had a chance to peruse those, I would entertain a motion to adopt them, or to amend, or change, or clarify those minutes.  Yes, Jerry?




DR. YANG:  I have several clarifications on the draft minutes, number one, about the six motions. First one and the last one have the approval of voting results.  Vote number two on page three, or page four, page four, and motion number three, four, five on page five do not really show any voting results.  That’s number one issue.  We need to really state clearly what the voting result, rather than just putting note here this voting -- whether the voting results did not say clearly.




The second one --




COMMISSIONER GALVIN:  Well let’s look at that first one.  




DR. YANG:  One at a time, yeah, sure.




COMMISSIONER GALVIN:  Yeah, one at a time.




DR. YANG:  Yes.




COMMISSIONER GALVIN:  What do we need to do, Henry, to make that appropriate?




MR. SALTON:  Well, on page five of the minutes --




DR. YANG:  Page four.




MR. SALTON:  Page four, right.  For example, it indicates who made the motion, who seconded it, and who voted against it, but did not indicate, so it should say what the vote was, that the motion was passed, with the exception of Mr. Mandelkern’s vote.




It does not indicate in this first vote, and I don’t recall, because I don’t have the details that substantiated the minutes, but you ought to indicate if there was any -- in any motion, there ought to be an indication if there’s an abstention, if someone voted against, or recusal, or someone voted against the motion.




I think the indication here is that it was passed with just Mr. Mandelkern’s vote against.  If that’s true, then it would need to be amended to indicate that.




COMMISSIONER GALVIN:  And what should the amendment say, Henry?




MR. SALTON:  It should say the motion was passed.  I guess all you would really need to say is the motion was passed with votes of all committee members, with the exception of Mr. Mandelkern, who voted against the motion.  So that would be the amendment for that one provision.




COMMISSIONER GALVIN:  Okay.




DR. YANG:  Then the next page.




MR. SALTON:  And, again, now looking at the motion recorded in the minutes on page five, it’s the same, you would make the same -- assuming that the facts are what we’re inferring here, it ought to read the motion was passed with the support of all members of the committee, with the exception of Dr. Canalis, who opposed the motion.




The second motion listed on that page, again, the Advisory Committee voted in favor.  It should say the motion was passed, noting that Dr. Canalis -- I assume it was unanimous.  There’s only a notation that Dr. Canalis was not present, so I think that you can probably leave that second motion as indicated and just add the word “unanimous” after the members voted unanimously in favor of the appointment.




The motion on the bottom of the page, again, let me just review it quickly, again, the committee members voted unanimously in favor of appointing Dr. Lensch and the balance of that motion would be fine.  The final motion is okay.




COMMISSIONER GALVIN:  That’s one thing.  What else, Jerry?




DR. YANG:  Okay.  The second issue on page number three, paragraph number three, I think line number seven, regarding Dr. Canalis noting the public perception, talking about, you know, basically that’s no personal attack, but he stated clearly a personal opinion, not public perception, right?  Public perception is really personal opinion.  That what he stated several times in the last meeting.




DR. CANALIS:  I do not agree.  What I indicated was that I expressed concerns.




DR. YANG:  Personal, right?




DR. CANALIS:  I.  I am speaking.  I is I, Ernesto Canalis, speaking.




DR. YANG:  Right.  Personal or public?




DR. CANALIS:  It doesn’t say personal.  The statement is I indicated concerns.




DR. YANG:  But you didn’t say personal last time.  You did not say.  You were talking about public perception.




DR. CANALIS:  Here, we’re getting into semantics.




DR. YANG:  No.  I want you to clarify that.  Public or personal?  




DR. CANALIS:  As a member of this committee, I expressed concerns about members of this committee applying for funds.




COMMISSIONER GALVIN:  Dr. Canalis, would it be acceptable to you if we changed that sentence to read expressed his concern?  And that personalizes, and that makes it --




DR. CANALIS:  I do not agree about personalization, Commissioner, with all due respect.




COMMISSIONER GALVIN:  Okay.




DR. CANALIS:  I’m saying, as a member of the committee, you know, I expressed an opinion.




DR. YANG:  Personal opinion.




DR. CANALIS:  Not a personal opinion.  I’m expressing the opinion of a member of this committee.




DR. YANG:  As a member of the committee.




DR. CANALIS:  It’s me.  I am a person.  You are a person.




DR. YANG:  That’s right.




DR. CANALIS:  I’m not going to personalize statements here.  I’m speaking as a member of this committee.




DR. YANG:  That’s right, as a member of the committee.




COMMISSIONER GALVIN:  Okay.  Jerry, Dr. Yang, do you want to change that?




DR. YANG:  Yeah, as a member of the committee, yeah.  As a member of the committee.




COMMISSIONER GALVIN:  That’s fine.  Is that all right with you, Ernie?




DR. CANALIS:  Absolutely.




COMMISSIONER GALVIN:  Okay.  As long as we could speak up a little bit.  Some of the members on the Board are having a little bit of trouble hearing all the conversation.  I think, with these mikes, you’ve got to kind of lean forward a little bit.  I sometimes lean back, and then it’s hard to hear. 




So we’re going to change that.  Marianne, how are we going to change that?




MS. HORN:  Did you get that down, Nancy?




MS. RION:  Yes.  Dr. Canalis, as a member of the committee, noting the public perception, expressed concern.




COMMISSIONER GALVIN:  Okay.  I’m good with that.  What else, Jerry?




DR. YANG:  Number three, back on page three, again the last paragraph, on the bottom one, two, three, four, five, six, line six, regarding the Commissioner as a graduate student of UConn, I don’t really know that, but a graduate have no conflict to review that University’s proposal, but I think you said as an adjunct professor, rather than a graduate student. I don’t remember what you said earlier.




COMMISSIONER GALVIN:  I’m both.




DR. YANG:  Both, okay.  




COMMISSIONER GALVIN:  Yeah.  I am deeply involved with the University, both as a professor and, also, as a degree candidate, so I feel that I need to keep those matters at an arm’s length.  As some of you understand my comments, I think that they’re, at least in my case, there are conflicts, which are real or potential, since I am deeply connected with the State University, and I also am in a position to disburse millions of dollars to Yale University.




And, so, I will not be voting on any of the issues that involved those two entities.  I’m too close to it and too deeply involved.




DR. YANG:  Thank you for clarification.




MR. GENEL:  Commissioner, I didn’t realize you were still a student.  Can you give us more detail?




COMMISSIONER GALVIN:  I’m afraid, if I don’t watch myself, I may be a student for much longer than I want to be.  I’m completing a Master’s degree in Business in April, late April or May, so I’m in an odd position of being both a student and a professor at the same time, but that will be over in April.




MR. GENEL:  Okay.




MR. SALTON:  Any other changes?




COMMISSIONER GALVIN:  No.  We’re all set? Are there any other additions, deletions, changes?




DR. CANALIS:  One change.




COMMISSIONER GALVIN:  Yes, Ernie?




DR. CANALIS:  One change.  The way the minutes read would suggest that the reason why I should not have access to Dr. Yang’s application is because he requested that I wouldn’t vote on it.  The reason why I shouldn’t have access to that application is because I requested separation from that application.




COMMISSIONER GALVIN:  Okay.  I don’t know where you’re reading from, Ernie.




DR. CANALIS:  If you look -- well it should be added on page four, for instance, in the motion feasible with the exception of Dr. Canalis reviewing Dr. Yang’s proposal.  There must be a reason, and the reason was that I did request separation from that application.




COMMISSIONER GALVIN:  Okay.




DR. CANALIS:  And I want that stated in the minutes.




COMMISSIONER GALVIN:  Okay.




DR. CANALIS:  -- you were there, but I requested separation.  Wherever they want to clarify is fine with me.




COMMISSIONER GALVIN:  Bear with me.  Bear with me for a moment.  Gentlemen, if you refer to page three in the minutes, about a third of the way from the bottom of that last paragraph, there’s a sentence, which begins “In light of the difference of opinion.”  Do we all have that?




DR. CANALIS:  Page three?




COMMISSIONER GALVIN:  Page three.




DR. CANALIS:  Yup.




COMMISSIONER GALVIN:  You got that?




DR. CANALIS:  Yup.




COMMISSIONER GALVIN:  Okay.  Attorney Salton had a suggested change.  Would you go over that once more?




MR. SALTON:  In this sentence, we would just make the change “In light of the difference of opinion, Dr. Canalis and Dr. Yang requested that Dr. Canalis not review his proposal.”




DR. CANALIS:  That’s not what I requested. I requested separation from their proposal.




MR. SALTON:  Okay, so, then --




DR. CANALIS:  And I read the transcript.




MR. SALTON:  So you want to use the word “separation?”




DR. CANALIS:  That’s what I requested.




MR. SALTON:  Okay, well, that’s fine.  Then we could just merely say, in light of the difference of this opinion, Dr. Canalis requested separation from review of the proposal, and Dr. Yang requested that Dr. Canalis not review his proposal.  Satisfactory, Dr. Canalis?




DR. CANALIS:  Yes.




COMMISSIONER GALVIN:  Okay.




MR. SALTON:  Did you get that, Nancy?




MS. RION:  Yes, I did.




COMMISSIONER GALVIN:  Do we have any other changes?




MR. MANDELKERN:  Commissioner?




COMMISSIONER GALVIN:  Yes, Bob.




MR. MANDELKERN:  With the additions, corrections and amendments, I move the acceptance of the minutes of the meeting of August 15th.




COMMISSIONER GALVIN:  Do I have a second?




A MALE VOICE:  Second.




COMMISSIONER GALVIN:  Okay.  Moved and seconded.  Any discussion?  If not, all in favor, indicate by saying “aye.”




ALL:  Aye.




COMMISSIONER GALVIN:  Opposed?  The ayes have it.  The minutes from the last meeting are adopted. We have introduced our friends from the United Kingdom, and we have had this morning some discussions about ways in which we might collaborate, and we’ve done a considerable amount of discussion about intellectual products and products in general.  I think we’ve established a very fair and firm methodology and grounds for moving forward and discussing these matters.




We hope that, once again, if any of the members of Parliament have anything to add or would like to make a comment during the course of the meeting, that they feel free to do so.  




We have now covered items one through three on our agenda.  We are now on item four, the Subcommittee Process.




MR. WOLLSCHLAGER:  Excuse me.  If we could just hear from members of the Parliament who had wanted to respond to your invitation?




COMMISSIONER GALVIN:  Yes, certainly.




MR. WOLLSCHLAGER:  Thank you.




MS. KEEN:  Thank you, Mr. Chairman.  What we certainly would like to achieve today is that we want to make it very clear that we do wish to work with you with our universities, with our research departments, and to share research and knowledge with you.  We very much welcome the opportunity to take that message home and to demonstrate the good will and the sharing of knowledge and information.




And I know my colleague, Bob, wants to add to that.




DR. SPINK:  Mr. Chairman, I hate to delay your proceedings.  I made my comment earlier in introducing myself, that I’m very grateful that we have this opportunity to build a very positive and lasting relationship between our countries on this important day of research.  Thank you.




COMMISSIONER GALVIN:  Thank you, Bob.  Incidentally, Bob has a Ph.D. in Engineering, so he is, as well as the other folks, knowledgeable in science and medicine, has a son who is a neurologic surgeon, and is generally an all around decent chap.  




We have done some realistic talking, other than saying that it’s nice to have friends on the other side of the Atlantic, but we think there’s some realistic opportunities to collaborate scientifically and, also, to do some thinking about how we’re going to handle intellectual property, but also some thinking about, you know, is there some way that the United Kingdom and Connecticut can have some joint business ventures?




I certainly feel that this very distinguished group of Parliamentarians is very well aware of what some of the problems are, where some of the ethical pitfalls may occur, of the difficulty in sorting out intellectual products and things that may be produced out of the stem cell effort.




I think they, as we, are very well aware that we’re not going to produce an instantaneous product, and we’re not simply going to come out and say in a matter of months the U.K. and Connecticut are going to announce a cure for multiple sclerosis, or some other terrible condition.




So I think that we really have a lot of areas where things already dovetail, and I felt that, I think Mr. Wollschlager and I both felt that we’re really talking about the same kinds of things, but they’re more advanced in some ways than we are, and we’re a little more advanced in some ways than they are.  Once again, we’re a small state with two fine medical schools and a fine university down in Middletown.  We’re not spread out here.  We can get some things done.




We want to make this a very real and productive partnership, other than just a partnership of discussion.  Milt?




DR. WALLACK:  Yeah.  Just to pick up, Bob, on what you’re saying, if it would suit our purposes, I’d like for us to consider a motion that we appreciate our friends from the U.K. having come to visit us and to discuss ways in which we can work together, and to further point out that we look forward to exploring ways in which we can create collaborative efforts as we move forward in the future.  I would make that as a motion.




COMMISSIONER GALVIN:  Okay.  I would second that motion.




MR. MANDELKERN:  I’ll second that motion.




COMMISSIONER GALVIN:  Okay.  Any discussion on the motion?




MS. KIESSLING:  First of all, I’d like to apologize for arriving late, and, secondly, do we have information about our United Kingdom guests in our packet?  If not, I would at least appreciate knowing their names again.  I’m very sorry that I missed that.  Thank you.




COMMISSIONER GALVIN:  Do you need a minute, Ann, to read that, or are you ready?




MS. KIESSLING:  No.




COMMISSIONER GALVIN:  Okay.  I will then call a vote.  All in favor of Dr. Wallack’s motion?




ALL:  Aye.




COMMISSIONER GALVIN:  Opposed?  The motion is carried.  We should probably prepare something official that these folks can take back home with them and show to the heads of their government.




DR. WALLACK:  I think that would be appropriate.  Thank you.




DR. SPINK:  Could I just thank you very much, indeed, for that, Chairman, and I will certainly make sure that that motion is passed to the Lords Stem Cell Committee, which specializes in this area in the U.K. and, also, to the Science Committee.




And I know that Ann will want to pass this on to her boss, the Chancellor of the Exchequer, Gordon Brown, and possibly the future Prime Minister of the U.K., and, also to --




MS. KEEN:  Not possibly, definitely.




DR. SPINK:  And, also, to her bosses in the Department of Health.  So thank you very much, indeed.




COMMISSIONER GALVIN:  You are welcome, sir.  We’re now on item four, the Subcommittee Process.




MS. HORN:  Yes.  I just wanted to take a minute here to run over the Subcommittee Process.  We have had a determination that the Subcommittees, the work groups that are part of this group are public groups and do need to comply with public meeting requirements, and a couple of the groups have already met.




I’m just going to run over the procedure briefly, so that we can actually make this work.  If you are going to have a Subcommittee meeting, please e-mail both Nancy Rion and myself that you’re going to do that, the location and the time.




We, essentially, will be able to take it from there, in terms of providing public notice that is required and for providing access to the public to these meetings.  Nancy has said that she would, to the extent that she can, provide administrative support, which would mean helping you to take minutes.  You will need to provide an agenda to her in advance of the meeting.  And it doesn’t have to be as formal as these meetings, but there are certain public meeting requirements.




And that’s really about it.  If there are questions that come up, in terms of who can be a member, or how the subcommittees are put together, please feel free to give me a call or ask me the questions now.  I don’t want to spend a lot of time.  We have a busy agenda today.




COMMISSIONER GALVIN:  I see we have two distinguished members of our State Legislature, and perhaps they’d like to join us up at the table.  You all right, Doctor?




DR. GUNTHER:  We have to watch out for you guys.  We’ve got to make sure that you’re still around.




COMMISSIONER GALVIN:  Well don’t turn your backs on us.




DR. GUNTHER:  I thought you’d have the whole damn thing started, on the road, we’d have stem cells coming out of our ears.




COMMISSIONER GALVIN:  I’m not sure we have the ear application yet, Dr. Gunther, but we’ll work on it.




DR. GUNTHER:  Well I can see you all have ears.




COMMISSIONER GALVIN:  Yeah.




MS. HORN:  Okay.  If there are no questions, we can move onto item number five.




MR. MANDELKERN:  Do you need a motion to accept item number four?




COMMISSIONER GALVIN:  Dr. Lensch, would you care to share with us some of your feelings?




DR. LENSCH:  Thank you very much, Commissioner.




COMMISSIONER GALVIN:  About stem cells.




DR. LENSCH:  Oh, well, that will be fast. I’d like to state at the outset that I recently had some oral surgery.  I don’t know how long I’m going to be able to last at this, but Dr. Jennings has agreed to take over, and perhaps I can ask him in advance that once we get to things on page three, if you’d be willing to chime in, Charles?




DR. JENNINGS:  Sure.




COURT REPORTER:  Dr. Lensch, if you could just speak up, please, or speak into the mike?




DR. LENSCH:  Speaking up is going to be a little bit difficult.  




COMMISSIONER GALVIN:  It might be easier for you to sit over in that chair with the mike right in front of you, then you won’t have to push to keep your voice up.  Mr. Garrish, would you see if that microphone is working for the good doctor?  Thanks, Mr. Garrish.  Good job.




DR. LENSCH:  Now I feel like I’m at a deposition.  I was honored to chair a Subcommittee meeting that was charged with having a discussion about how the process for awarding the grants is going to unfold following the completion of the work of the Peer Review Committee. 




The meeting was held in Boston, as the majority of the Subcommittee members were located there. We ended up holding it at a restaurant.  It was certainly a public venue, more public than perhaps we would have wished.  It was a bit noisy, but Nancy was very gracious to come up and staff that meeting and to record the minutes, as well as to provide the public announcement for the meeting time and date in advance.




So Bob attended that meeting.  Ann attended the meeting?  Charles was indisposed, due to wonderful news of the expansion of his family.  Congratulations, Charles.  But he did provide comments in advance.




I completed a summary of our meeting discussion, which I then submitted to the Subcommittee members for them to check, and, upon their approval, it was submitted back to Nancy, and all of you have it in your package.  And it consists of two parts, that which at the top indicates the date, Wednesday, September 6, 2006, which was when I started writing it, and it’s a compilation of all of our comments, the essential points of our comments.




It has a companion document, which at the top reads “Purposes in Philosophy,” which is a very thoughtful report that Bob Mandelkern put together, wherein he went over past minutes to try to sift out what, in his opinion, were the salient features from past motions and statements from our committee about what our intent would be in participating in this process and awarding grants.  And, so, these two documents really work together.




And, so, it’s not completely clear to me how you’d like to proceed, Commissioner.  Since it is a long document, I don’t intend to read it.  That would certainly be boring, but perhaps I could go through and make highlights of sections, and then, as people saw fit to raise comments, we could just stop and discuss it.  Would that work for you, Commissioner?




COMMISSIONER GALVIN:  I think a broad brushed view and a chance for committee members to get into some detail appears quite appropriate. 




DR. LENSCH:  All right, thank you.  So you’ll see at the top it’s just a quick statement of the philosophy, purpose and the mission.  And this is something that Bob sifted from a very comprehensive review of many, many pages of minutes from past meetings.




And, as the Commissioner has stated many times, and it’s to put Connecticut research dollars toward types of stem cell research that the Federal Government has not decided to fund for various reasons, and that this research should lead to the development of stem cell lines that would be of benefit to society in general and to the State of Connecticut and improve the foundation or the footing of Connecticut as a stem cell research entity worldwide.




And as was stated by our visitors from the United Kingdom, I think that placing this effort in the Department of Public Health as the diseases that are meant to be addressed by stem cell research are very much a public health concern.  This was well done.




We have a few comments, sort of a wish list, as to what we had hoped the peer review process would yield up for us.  Part of these are just practical, that, as is well known, the Attorney General has made a ruling relative to conflicts of interest based on institutional affiliations and that as much of that as we can have mapped out in advance of us actually getting the review from the Peer Review Committee would help subsequent grant assignments that we’ll talk about momentarily, so there’s some work to be done in advance.




We also, under number two, realize that Dr. Weiner, the Chair of the Peer Review Committee, has a very large task before him, as do the members of his committee, but that we urge them to complete it as rapidly and as efficiently as possible.  




And, as a committee, a committee member, I would urge Connecticut Innovations and any other reasonable body to provide as much support to the Peer Review Committee as possible, so that their deliberations can be recorded and turned around in a very timely manner, so that this committee would have as much time as possible to review their recommendations in advance of our October meeting.




Okay, now, the substance of our Subcommittee’s discussion is what follows, and it seemed clear at the beginning that we were talking about two main things, and that is what does a committee do, we hope to achieve in this process, and then the more practical side of how is it actually going to be carried out, so, in other words, the philosophical and the practical.




Mr. Mandelkern’s document, which you have, I thought was an excellent resource for summing up what the consensus philosophy has been from this group.  In no way am I trying to make it sound like that it is a complete consensus of the members of this body, but, as recorded in discussions represented in the minutes and in past votes, it represents the majority opinion at the very least, in our opinion.




Mr. Mandelkern’s document is available to you, and I think it’s wonderful, because it quotes specific sections from the minutes, which any committee member or any member of the public can go to if they’d like further detail.




So a great deal of Mr. Mandelkern’s language is incorporated here, but having gone through this, Mr. Mandelkern has identified some key principles, and those are, we’re looking at the bottom of page one, the first bullet point, of course, the scientific merit of the applications.




Turning to page two, the conformance to high ethical standards, that the investigators that have submitted grants are actually in a position to carry out the work.  That would seem important.  That the host institutions and, where applicable, collaborators are also listed, in terms of what they will actually put on the table in furtherance of the work, including cost sharing, which is important. 




The State is not meant to fund the bill completely, but to engage in relationships to develop and research.  The potential for collaboration across disciplines and institutions, we’ve said, many times, that we look for grants that are highly collaborative that include a lot of investigators and have been pleased to see how those relationships have cropped up in the State.




That the research would benefit the State of Connecticut, including financial benefits, and we’ll certainly discuss more of that later.  And, finally, that it align with funding priorities, as determined from time to time by this group.  It’s meant to be a dynamic process to take advantage of new findings.  And as the scope of research changes, what our committee does should be flexible enough to go along with that.  And these seven principles are articulated very clearly in the formal proposal instructions on page five.




So getting down to how the funding will go, the only clear part that was articulated verbatim from our previous proceedings is that seed grants are dialed in not to exceed 10 percent of the total budget or our cap of two million dollars for this funding cycle.  That’s page three.




And we further stated, and this is a quote, “to spend a substantial part of our overall budget on a limited number of group projects, core facilities and/or hybrid projects,” and the amounts, the ceilings for those awards are also stated in the application materials.




And, so, while it was apparent that we have made movements toward what Mr. Mandelkern has said as a category approach, that we would limit our funding by category, there has also been a lot of discussion in contrary of that, because of the emergence, as Mr. Mandelkern has said here, of what would be a merit concern.  And Dr. Landwirth succinctly stated that at the minutes of June 6th, page five.




And, to summarize, we should not limit ourselves to funding by categories, because the individual research projects and their scientific and ethical merit should stand alone, and we basically don’t want to tie our hands to funding by category when the grants may present other more obvious options to us, if I’ve summarized that correctly.  I hope so.




So, now, you can see in the bold there, to turn our attention to some of the more practical aspects of this undertaking, basically, how are we going to carry this out?  And, again, our committee realizes these are simply recommendations up for discussion.




Mr. Mandelkern suggested, and I thought that it was well said, that a blending of the category approach and the merit approach would be a good idea.  The seed grants are the most obvious part of the pot that we have to consider.  They are certainly very important research projects, but they are the shortest of the applications, in terms of page length.




They have individual limits that are much smaller than the other grants, and so we would propose that we move through and award the seed grants first.  I think, importantly, it would help us to develop a rhythm of working together as a group, because, logistically, this could be a very difficult process for us at our next meeting, considering the number of applications we have to consider, and then we will turn our attention to the larger grants.




The next category is -- they’re lumped together here, just because they are the collaborative projects, group projects, cores and hybrids awards.  They are 10 of these.  They are the largest grants, in terms of dollar amounts, and they total just under 40 million dollars.




It was suggested that if we turn our attention to these proposals and select those that are most meritorious, based on the principles that were previously stated and bulleted above, that we would achieve a fundamental stated objective of this committee to expend a majority of its funds on projects that were highly collaborative and establish a strong foundation for the furtherance of other individual projects within the State of Connecticut.




And then, following the completion of that review, we would turn our attention to individual investigator awards.  There are 26 of these, totaling about 22 million dollars, and the remaining funding could be awarded to the most meritorious grants in this category.




And, so, with your permission, Mr. Chair, and with Mr. Jennings’ indulgence, I would really like to turn over the microphone and give my jaw a little bit of rest, if I may.




COURT REPORTER:  One moment, please.




DR. JENNINGS:  Thank you, Willie, both for stretching your larynx under difficult circumstances and, more importantly, for an excellent job in chairing this discussion.  I’m sorry I wasn’t able to be there personally.




I hope that Bob and Ann will also pitch in if I misrepresent anything that’s been said, because you were actually at the discussion.  I’ll just start by noting I think we have quite a challenge ahead of us.  We have 70 applications all together.  




We’re expecting to fund approximately one in three of them, and it’s logistically going to be quite difficult to do that, and so we think it’s important to define the process pretty carefully, to make sure that things work smoothly, both for the Peer Review Committee and for this committee when we meet on October the 17th.




This is the last time we will meet as a group before that meeting, so any either logistical issues or philosophical issues I think that are bubbling under the surface need to be resolved here, because we do not want to be debating them on October the 17th.  We simply do not have time.




I’d also emphasize the point I think the Peer Review Committee faces a major challenge.  As you know, it’s an international group.  They range all the way from Valencia, Spain, to L.A.  That’s, I believe, a nine hour time difference.  They’re going to be doing this by phone conference.  This is quite challenging, so I think I would reiterate this point, that any logistical supports that we can provide to them I think will be very important.




I’m assuming, just procedurally, that we will end by voting on this set of recommendations and adopt it, or some modified version after your discussion, so that we can sign off.  By the end of this meeting, we should be able to sign off on the procedure going forward.




COMMISSIONER GALVIN:  Can I interrupt you for one moment, sir?




DR. JENNINGS:  Please. 




COMMISSIONER GALVIN:  Do you think it’s feasible and possible to do all this within basically six and a half hours worth of working time, or should we budget for some follow on time perhaps the next day or some other time?  Charles, I’m concerned that we truncate the process and begin to speed up as the time expires, so that I want to make sure we give everything the appropriate time.




DR. JENNINGS:  I share that concern.  I think we all feel a tremendous sense of urgency to actually make some funding decisions and start getting money out of the door and actually see the research start to move ahead.  On the other hand, we will be shortchanging the State of Connecticut if we make hasty decisions because we run out of energy at the end of a long day.




I think, and I’ll give my own personal view, which is not necessarily the view of the other committee members, is that it will be wise to budget some additional time.  I suspect the most difficult ones to review will be the large collaborative projects, that is the cores, the collaborative programs and the hybrids, and I think it should certainly be possible to make decisions on seed grants on October the 17th.




I think it should be possible to make decisions on the individual investigator grants, and I suspect we may have a hard time digesting all of the large collaborative grants at the same time.




I would feel, personally, that we’ve done a good job if we have made decisions on seed grants and individual investigator grants.  I see Ann shaking her head.  Other members of the Subcommittee may disagree and feel that we can get through everything in one day.




Just before Ann comments, I would just say one uncertainty in this is how thorough a job the Peer Review Committee will be able to do.  They’re obviously all experts, very highly qualified scientists.  They are facing a very large pile of applications, which have to be reviewed under somewhat difficult conditions, and I think we just can’t predict quite how smoothly that will go.




This is not like a study section, which everybody meets face-to-face.




MS. KIESSLING:  The only comment I would make, Charles, is that I think we’re not going to be in a really good position to judge the individual investigator awards until we’ve gone through the more complicated joint projects.  I think we’re going to have to find out what the core grants and the hybrid awards are requesting before we can make a good decision about individual investigator awards.




DR. JENNINGS:  I fully agree with that, and I think one thing that’s apparent, as soon as you start looking at the applications, is that there is considerable overlap, certainly in terms of the individual applicants, the identities of the applicants, and potentially in terms of the scientific content.




Of course, the last thing we want to do is to fund anybody twice to do the same work twice, so I think we have to look at both categories before we make any funding decisions.




DR. CANALIS:  The only concern I have is fragmentation.




COMMISSIONER GALVIN:  Is your mike on, Ernie?




DR. CANALIS:  Yeah, it is on.  The only concern I have is to fragment the decision making process.  If you do this, you know, from 9:00 a.m. to 9:00 p.m., you have a degree of continuity.  If you start fragmenting, it may become troublesome.  And the other issue is my understanding is there was a study section reviewing the grants prior to us, so I didn’t envision that we should reassess the science in great detail.  But, you know, I did not know what else you guys decided.




COMMISSIONER GALVIN:  What’s your opinion? How would you see it done?




DR. CANALIS:  We could do blocks, but I think -- I don’t think it would be fair to a specific grant if we fragment the category, for instance.  At least by categories I would feel more comfortable to do them in the same setting or the same day.  




There would be, but it’s an opinion, and I don’t think it’s -- my theory is fragmentation, but until we do it, we will not know for sure.




COMMISSIONER GALVIN:  Should we consider having some of the out of town folks stay overnight, put them up, and start in the next -- I really don’t know.  This is not my --




DR. CANALIS:  I mean to have the possibility of meeting the following morning I mean I think is continuous enough, but an effort should be made to keep it as continuous as possible.  If we fragment this with a week apart, then I think it would be a significant problem.




COMMISSIONER GALVIN:  Okay, so, we should probably make some advance notice for half a dozen people to stay overnight if that occurs.  Does that work for you, Ann?




MS. KIESSLING:  I can’t imagine that we can’t do this in a day.




COMMISSIONER GALVIN:  Okay.




MS. KIESSLING:  It’s going to be a big surprise to me.  I mean there’s going to have to be some unknown in this process that we can’t possibly get this done in a 10-hour period, say.




COMMISSIONER GALVIN:  Okay.




MS. WAGERS:  I actually agree with Ann.  I think that it’s good to aim to get this done in a day, and especially with the Peer Review Committee giving us a good benchmark for evaluating the grants.  We should be able to.




COMMISSIONER GALVIN:  Okay.  Did you have a comment, Bob?




MR. MANDELKERN:  Yes.  I wanted to make two comments, first, about the scope of the work in the one day.  It’s my understanding, you didn’t go through it all, Charles, that there would be assignment of seed grants and investigator grants to small sub-groups of our committee, which would advance the work quickly.  




And, secondly, I don’t think we should or can we ignore the history that has been outlined in the application process.  It says there, to memory, that we will do 10 percent of the funding to seed grants, which means two million dollars.




It also is strong commitment that a preponderance of the funds will go to core, hybrid and group.  I think those are guidelines that are embedded in our past history, and we can start by doing as the logistics propose, handle the seeds by subdividing them with recommendation and then turn to where the preponderance of the funds are to go, as has been said by the committee.




There is one other consideration in the minutes of August 15th, which reached us this week, this last week, that Mr. Wollschlager indicated that we may only get scores and rankings and salaries of 50 percent in grant proposals.  The suggestion in the minutes is that we may have to deal with only half of the 70 proposals, so that might shrink the task considerably, unless some members want to go into the unranked and unscored proposals from peer review.




So I think our goal should be to follow the history that’s been outlined, two million to seeds, turn our attention to hybrid and groups, which will be the biggest challenge, but it can be done in a day if the selection of the seeds has been done by the two people committee that’s been carefully set up in logistic part by Willie and Charles’ expertise.




So I would strongly hold to that, because, otherwise, we can drift for a longer period of time.  Overnight is nothing, but not beyond stretching it and going away from the fundamental process that’s been outlined.




DR. WALLACK:  Bob, Milt Wallack.  I totally agree with the idea of the continuity being very important, and I’d like to pick up on what Ann alluded to, and that is that I think that we can do it in one day, and I would suggest that while we have it down as 9:00 to 4:00 or 4:30 or whatever, that we agree, whether by motion or however you want to do it, that we agree to go as far into the night in a reasonable time, maybe a 10:00 cutoff or thereabouts, which can be reassessed at that moment, depending upon where we are, and try to get it done all within that one day.




I think that if we agree to do that, we can accomplish that.  It would also, I think, require, and I’d like to just suggest one other thing, that the venue that we have for that meeting be such that we can have the kind of back and forth discussions that are required.  And just for our consideration, a venue, such as, and it may not be possible, but such as the venue that we had for our last meeting would be more appropriate for the kind of give and take and the kind of debate that will be happening on that day.




So I would suggest that we, by motion or consensus, however you want to do it, agree to go as late into the night as we have to and at a location that would be more appropriate than, for example, the setting that we’re in today.




COMMISSIONER GALVIN:  You can’t stay here after 5:00, so that would preclude it.  At quarter to 5:00, the security people will throw you out, so I think that we’ll leave it up to Mr. Wollschlager to find us an appropriate area.  




I will act as timekeeper during this, and I’ll move you, if I think that we’re getting involved.  What I don’t want to have happen is to have us use 20 percent of the time to discuss 50 percent of the cases, and so I will be a bit obnoxious in an attempt to move us along at a reasonable pace, because I don’t want to get into a truncated time period, where we want to finish and get out or we’re burned out from it.




DR. JENNINGS:  And, Mr. Chairman, thank you for that.  I would say we should take the time perhaps in proportion to the budget, rather than simply in proportion to the number of applications.  That is a decision on a core grant or a collaborative proposal of five million dollars than a decision on a single 200,000 dollar seed grant, so I think we need to focus our time in proportion to the amounts of money.




COMMISSIONER GALVIN:  I think that’s perfectly reasonable.  I just don’t want to make a decision that we haven’t had an adequate time to discuss, nor do I think we should waste our time on things that don’t seem to be of merit.  Hi, Warren.




MR. WOLLSCHLAGER:  Hello, Mr. Chair.  Thank you.  I’m sorry to interrupt the discussion of the Board, the lively discussion.  I just want to point out that, as was pointed out by some of our colleagues, the timing of your review process is still predicated upon the Peer Review completing their process.




So, as you’re setting up contingencies for all day reviews, you may want to think about worse case scenario.  If they’re not done by August or October 17th or whatever, you’re going to have to roll into the next month.  We’re certainly planning on still meeting that deadline.  The date is self-established, but it’s really sort of out of our control.




COMMISSIONER GALVIN:  Okay.  As we’re looking for a location -- thank you for your comments, Warren.  As we’re looking for a location, we also want to make sure that wherever we are is willing to provide security for the building and the parking lot, we’re not in violation of their security code, or some of us leave the building to go to the car and get locked out, or all those little.




MR. WOLLSCHLAGER:  We’re all going to go to your house, I think.




COMMISSIONER GALVIN:  Well that’s what I always thought.  Thank you.  Any further comment?  Mike?




MR. GENEL:  Yeah.  Before we close this discussion, there’s one other item I think we ought to at least ventilate.  I do not feel that we need to fund all or nothing on the large grants, that is that we ought to be able to make decisions that we will fund, but not -- but fund partially.  If we don’t do that, I don’t see.




There isn’t enough money to begin with, but I think just standard rules are that one does not -- we do not have to fund precisely at the request.  I think it’s within our -- it should be within our province to make decisions of that sort, and I think that’s particularly relevant to the large core and hybrid grants, that if we funded them in an entirety would be double what we have already available.




DR. WALLACK:  If Mike would put that in the form of a motion, I’d be willing to second that.




MR. GENEL:  The motion would be simply that we agree that we will allocate partial -- well we will allocate funding to the large core and hybrid and group project grants, as appropriate. 




DR. JENNINGS:  If I may, Mr. Chairman, that sentence is already captured in this draft document. It’s item number nine on the last page of the document.  There must be a mechanism to award partial funding for grants in keeping with commonly accepted practices within the field.  Assuming that we’re going to vote on accepting these --




COMMISSIONER GALVIN:  My impression has been that we can do the things that we think are appropriate after reading and looking at the material.  There’s nothing to say that we have to fund all the grant, some of the grant, or none of the grant.  I think that’s within our discretionary ability.  Bob, you had a comment?




MR. MANDELKERN:  Yes.  It’s my recollection, and I’m addressing this to Henry, that you expressed the opinion that if it weren’t clearly delineated in the application process, we could not do what my esteemed colleague, Mike Genel, has recommended, that that would be in violation of Connecticut contracting procedures.




Now do I recall correctly, Henry, or am I incorrect?




MR. SALTON:  Well I think the question, as I hear what Mr. Genel is saying now, is one that we have to kind of parse out a little bit.  For example, if you have an application that says here’s my project, I’m asking for a million dollars, the committee says this project is worthwhile, but we feel that at this point in time the appropriate funding level was 700,000 and that we will basically authorize a grant of 700,000 dollars, that’s something that the committee can do.




MR. GENEL:  Precisely.




MR. SALTON:  What’s a little different is, for example, if someone said here’s my proposal, it has four phases, and the committee says we’re going to fund your equipment acquisition, phase one, and we’re going to give you all 700,000 for that one phase, even though you only asked for 250 out of your million, then that kind of -- it’s almost reconfiguring the proposal.  And in light of the fact that we ask for certain things to be laid out in a certain way, you’re almost changing the request for proposal in a certain way.  So that’s a line that you have to be careful about not crossing.




So if we said, for example, someone is coming from an institution, where we are funding some additional project at the same institution and you go, you know what, there’s some -- we perceive as a committee there’s some collaboration opportunities here between this proposal and an earlier proposal.  We’re lowering the grant request.  We will fund 700,000 instead of a million.  That’s permissible.




MR. MANDELKERN:  That’s what?




MR. SALTON:  That is permissible.  But if you start to kind of change, you know, the way the structure is of the proposal and really almost say this is no longer -- our funding process, we change it from a hybrid to a core grant, then you’re crossing the line of violating contract principles.  So there’s sort of a quantitative flexibility, but not a qualitative flexibility in changing in response to the contract.




MR. GENEL:  Can I follow-up on that?  Henry, are we permitted, then, to say we will allocate X dollars and to ask Connecticut Innovations, perhaps, to renegotiate or to negotiate a product from that, without being specific, in terms of what we’re funding?




MR. SALTON:  I think that it needs to be a little bit more specific.  Well, first of all, you give some instruction to what you’re looking, so that’s where you have to be careful.  If you just say, look, you could do the project, but we’re just paying 75 percent of the cost, go find the money somewhere else, or we don’t think you need an additional 25 percent, then basically an offer will be made to the applicant, here’s 750,000.




If you said to Connecticut Innovations we’re authorizing 700, go renegotiate, and if you change -- if that were in the negotiation process, it ends up changing the format of the contract, move it into a different category almost, then we’ve crossed the line.




MR. GENEL:  Okay.




DR. WALLACK:  Henry, just to follow-up on this, if we’re considering a hybrid application and say the hybrid application hypothetically is at five million dollars, to pick up on your earlier comments, I would interpret what you said before is that we have the capability, then, of saying to ourselves and then voting the funds, say, at a million dollars.  That would be, I think, picking up on your interpretation, appropriate, is that right?




MR. SALTON:  Correct.




DR. WALLACK:  Okay.




MR. SALTON:  But, for example, if you look at the hybrid and you said the hybrid has these three elements that makes it a hybrid, one is a core facility component, one is a group component, and maybe there’s even some investigator component in that, and you decided to fund just the investigator part and say the money will be targeted here, we’re really converting the contract proposal from a hybrid to an investigator component, that’s where you cross the line, because the rest of the pool of investigators did not know that that (coughing) or hybrid applicants.




There was nowhere an RFP that said we can pick and choose different components and just fund those. You can lower the overall amount, but you can’t sort of reconfigure a person’s contract into something else.




DR. WALLACK:  But if the researcher then, if the applicant then decided that if his project, his hybrid application is going to be funded at a million, rather than five, he can then choose to redo how he’ll approach that and perhaps attach himself to another core. I mean that wouldn’t be inappropriate. 




MR. SALTON:  If he could go to the Gates Foundation and get the balance of four million to get the project done, that’s great.  If he chose to find some other grantee of this committee and said we can collaborate and build something together, which may be the reason why we under funded it, that’s fine.




DR. WALLACK:  Okay.




MR. SALTON:  And he can also say, you know what, I’ll come back next year.  I’m going to withdraw my application on this funding level, and there will be a new 10 million dollar slot next year, which I’ll apply for when there’s maybe a little bit less competition for this particular category, because the big ones have gone through the system already.




DR. WALLACK:  Okay.




COMMISSIONER GALVIN:  Is there any way we would anticipate somebody asking for two million and getting 800,000 and then saying forget it, I don’t want it?




DR. JENNINGS:  It seems unlikely.




MS. WAGERS:  I have one actual clarification.  In some cases, if you’re talking about where you’ve under -- so an investigator asks for a specific amount for a specific project, and then the committee makes a decision to fund at 20 percent, that level, and the science can’t be accomplished for that amount of money until you’ve suggested that they go out and acquire other funding to support the rest of the project, in some cases, other foundations won’t fund overlapping projects, and so will you give the opportunity to the investigator to revise their description of the project, so it would be non-overlapping for other -- submitting additional applications to support the overall project?  How does that fit with the contract?




MR. SALTON:  You know, I would want to get a little more detail about how you define overlapping.  This is not my area of how people do those kind of applications.  But, certainly, we can advise the committee once we flesh that out a little bit.  As they say, we’ll cross that bridge if we reach it.




MS. WAGERS:  I guess I just wanted to point out that it might be difficult to obtain additional funding for unfunded parts of a project.  If it was still apparently on paper, it appears that it’s been funded by this committee through this mechanism.




COMMISSIONER GALVIN:  You’re talking about a partially funded?




MS. WAGERS:  Right.




COMMISSIONER GALVIN:  And, so, my earlier remark was directed at suppose we funded a million dollar project of yours at 400,000 and expected you to somehow raise the rest and you couldn’t, then what happens?




MS. WAGERS:  Right.  In some ways, that 400,000 is not a useful investment of money if the project isn’t capable of moving forward with only that amount.




COMMISSIONER GALVIN:  So what would you do with the 400,000?




MS. WAGERS:  So my recommendation would be that there’s a budget justification process, where if we decide that a project gets funded at a lower level, the investigator has the opportunity to revise their research plan to fit with that level of funding, so that those funds can be optimally utilized.




And I would guess that the committee could give feedback, as to why they lowered the budget for that grant.




MR. SALTON:  I think that the final grant, contract grant, grant contract would reflect the fact that the application budget would indicate that the proposal is a million, but the committee is only funding 400, and there would have to be an explanation.  




And, again, I would assume that, and I don’t know if we’ll ever to this point again, and this is maybe somewhat speculative, that if we had a contract grant where we gave someone 400 and they were unable to procure sufficient funding to move forward, then those monies are going to be coming back to the committee, to the fund, for distribution in the future.




That would basically be a condition of the grant, is that you get sufficient funds to actually do the work if we’re only doing partial funding.




DR. CANALIS:  The easiest way to handle this is you change a percent effort on the particular grant funded by the State of Connecticut.  And as long as you change your percent effort and you have three percent effort to apply for other grants, you should not have a problem.




My concern is that this committee is going to spend an enormous effort trying to play with the budget instead of centering the real issues, who should be funded and what applications are meritorious.  So, you know, I don’t have tremendous difficulties with the motion, but, you know, I have difficulties with this becoming a distraction.   You know, you’re worth 800 not a million, 900.  Then we will not need one day, Commissioner.  We’re going to need weeks.




MR. GENEL:  I agree.  I don’t think we should micromanage this.  I just want to be sure we have the flexibility.




MS. KIESSLING:  I’d like to make a comment on what Amy was talking about, because there’s a really concrete example of this in Federal funding, what I think Amy is trying to get to.  If you apply to the NIH and you got four aims in your grant and they award you half your budget, you have the opportunity to go back to that granting agency and say, okay, I want to rewrite the aims of this grant, so I have one aim free and I can now apply to the National Science Foundation.




So that’s what Amy is getting at.  You can’t take those same three aims to the National Science Foundation and say the NIH only gave me half of what I need.  Will you fund the other half?  They won’t consider it, because they won’t fund overlapping projects.




That seems to me like an administrative thing, that you could have the right to come back to the granting agency, which in this case I think is going to be C.I., and say, okay, I was awarded 700,000 dollars instead of my million.  With this, I can do these aims.  That will free up this third aim, and I can either reapply to this group or a new application to fund that work.  That’s going to be some kind of an administrative thing, and I think that’s the question of Henry.  How is that going to play out?




COMMISSIONER GALVIN:  I think the problem I have it gets back to what I think Henry was trying to say, is that since we’re disbursing public funds, it would appear that you can’t say, well, I didn’t get all I want, I want to change my proposal, or my contract.  And that’s, I think, unfair to everybody else who contracted on the original rules, who didn’t know that you could change them.  I don’t know.  Henry will have to --




MR. SALTON:  I think that, for this year, this is going to be a problem with the way the RFP has been issued, and, right now, I think the Commissioner is right, that the line you cross and go into foul territory, the concern is that you start to change the playing field, and so then other people who are competitive bidders for the same pool of money end up saying, well, gees, if I had know that I could rescale my project, depending on the committee, I might have submitted three small projects instead of one big project and taken my chance that way, or maybe I did do it that way.  I didn’t put in a big project.  And you can see there are some repeat applicants here. 




I put in a number of different ones, and so, because I didn’t proceed -- I thought it was an all or nothing type of bid.  So, again, I’m not real comfortable with that concept.  If we wanted to revisit that for future years, we can look at that, and we’d have to set out some RFP rules that would consider that as a process and how we would achieve that.




But, right now, in light of the way the RFP is drafted and the process that’s very clear and transparent, I think that would be a significant issue.




COMMISSIONER GALVIN:  Do you have a comment, Warren?




MR. WOLLSCHLAGER:  Please accept my apologies, Mr. Chair.  




COURT REPORTER:  Excuse me.  Put your microphone on.




MR. WOLLSCHLAGER:  I’m sorry.  Accept my apologies for interrupting.  This is a great discussion and critical to the activities, but on behalf of our colleagues from the U.K., I have to make note that they have a 3:00 deadline for departing that they have to hit. We were hoping for a nice closure to this discussion, but I think it’s going to go on for awhile, so I just wanted to take this opportunity to extend a farewell on behalf of the State of Connecticut and on your behalf, Commissioner, to our colleagues, and thank them for participating today.




COMMISSIONER GALVIN:  Thank you, one and all.  I don’t know if Lynn has a business card of mine.  If not, I have your e-mail address, and we will e-mail you.  We thank you all for your warmth and your wisdom and your input.  We really want to solidify this and work with you folk in the future.




MS. KEEN:  Thank you, Mr. Chairman, Commissioner.  We feel the same.  And on behalf of my colleagues, we really do wish you well, and we’re so impressed with the way that you conduct your work and the warmth that we’ve been greeted with.  We look forward to working with you in the future.  Thank you.




COMMISSIONER GALVIN:  Have a safe journey. Charles, would you like to continue?




DR. JENNINGS:  Yes.  Thank you, Mr. Chairman.  So I just wanted to add one more comment about the budgets.  I think it’s -- I completely take Ernie’s point, that we simply don’t have time to micromanage every budget.  I do think, however, you know, since we have, this committee has the final responsibility for making the funding decisions, we need to know that there is some mechanism in place to spot anything that is out of line, or that’s inappropriate, or simply seems over charging. 




At the moment, I’m not clear what that is. For example -- with an NIH study section, which is an approximate analogue of our Peer Review Committee, it falls within the remit of the study section to comment on the budget, and I’m not sure whether our Peer Review Committee has any such mandates.  Even if they do, I’m not sure that they have the time to do it.




And I guess I would just like to be reassured that we have a shared understanding of what level of scrutiny we’re going to apply and what the mechanism is for catching anything that seems inappropriate or out of line.




I note, for example, one procedural problem.  At least one grant that I looked at, grant application that I looked at, does not include indirect costs, and we specified that the budget should include 25 percent modified indirect.  In at least one case, I found that was missing.  So what’s the mechanism for catching that, for example?  What’s the mechanism for catching somebody who is asking for an extremely expensive piece of equipment that has nothing to do with the needs of the project?




I want to be confident that somehow those things are going to be spotted.




DR. CANALIS:  I would tend to agree with that.  I mean if you think that the budget is out of line with the work that is going to be conducted, it’s very different.




DR. JENNINGS:  Coming back to the logistics, we’ve made a specific proposal, which Bob reminds me to mention, which is that we proposed that each grant should be allocated to two members of this committee, and we kind of proposed a tag team approach.




By good fortune, we have six people who have hands on experience of stem cell research, or closely allied activities, and then six people with more varied medical, or technical, or business backgrounds.  And so what we might consider doing is allocating each grant to a pair of committee members, one of whom will be a practicing or former researcher, of which I will be one, and the other will be the person with other expertise.




And we would need to make sure that those allocations are handled carefully.  We have a procedure for identifying the recusals and conflicts, so what I think the group would like to suggest is that Connecticut Innovations should hound us all to get our disclosures back and should then send us a series of draft allocation lists to this committee. 




The members should then sign off to agree on their allocated applications, and then we will have a final list that guarantees that we don’t have problems of recusals.  But I think that process needs to be clearly defined and tightly managed, in order to make sure that everybody knows exactly what they’re supposed to be reading and preparing for prior to the October the 17th meeting.




If that’s uncontroversial, that will be good news.




COMMISSIONER GALVIN:  Looking at that, I know that Ernie and I and Jerry can’t vote on any UConn things.




DR. JENNINGS:  Right.




COMMISSIONER GALVIN:  I can’t vote on anything.  There are several other members that shouldn’t be voting on things that affect Yale, so we’ve really got a relatively small number of people. 




DR. JENNINGS:  We need to see how those numbers --




COMMISSIONER GALVIN:  Yeah.




DR. JENNINGS:  But that has to be managed quite actively, and it’s all got to be in place well before October the 17th, so that we know, each of us knows what we’re supposed to be reading.




COMMISSIONER GALVIN:  And I have been informed that Dr. James Gilbert will join us for the deliberations.  He was not able to make it today.  He apparently has connections neither with UConn nor with Yale, so that should give us a new appointee, who has the ability to pass on any application, unless he has some other things that we have to consider.




MS. HORN:  And there are just a few conflicts, forms that I have not received, so I can hound those people.




DR. JENNINGS:  I’m one of them.




MS. HORN:  Yes, you are.  And I started making a chart of who is recused from which grants, so we can put that together in the next week or so, if I get the other people.




COMMISSIONER GALVIN:  Bob, did you have a comment, Bob Mandelkern?




MR. MANDELKERN:  I have a comment, if Mike Genel’s motion is still on the floor, because I would like to speak to Henry’s point.  We have less than 30 days to go to October 17th.  We have a considerable amount of work to go.  




I would listen myself and recommend to the other members of the committee Henry is saying, I believe, that we should be careful of changing any of the rules from the application process that was put forward, because that would open us up to nothing but delay, litigation, and problems that we have not faced up to this time.




Since we have so much work to do in such a short period of time, I think it will be wise not to think of splitting, not to think of adding, but of going straight forward with the process that the Subcommittee, under Willie’s great guidance, has put together and is a workable process.




COURT REPORTER:  One moment, please.




COMMISSIONER GALVIN:  I appreciate your remarks.  Perhaps Marianne can give me some idea of where we are with the external peer review, the International Committee.  Do we know where they are in the process, because the October date may be simply a proposal, rather than a reality?  There’s no sense in us meeting on October 17th if they’re not going to get the materials back to us in time for that meeting.




MS. HORN:  We are in the process of setting up the October 4th conference call with them.  We have not heard anything from them that they are not planning to meet and discuss grants at that point, but that is not to say we have not heard anything that encourages us that they absolutely will meet that deadline, so we’re going to keep following up with them.




And if there is any indication that they’re not going to be able to talk about the grants and get it completed October 4th, we’ll let you know as soon as we know that, so we can change the October 17th date.




COMMISSIONER GALVIN:  We have a couple of purposes here.  One is that it’s my opinion that we have as little substantive contact with the Peer Review Committee as possible, other than simply administrative matters.  It’s also a bit materialistic, but they are unpaid volunteers, who are very, very busy people.




I’m not sure that it’s to anybody’s advantage for us to engage in activities which might be described as pushing them, or demanding that they hurry up and finish their volunteer work.  We do have some feelings with this many cases that we’re very fortunate to get this group, and we would really hate to lose one or two of them because we thought that they were being asked to exceed their capacity to spend an adequate amount of time reviewing the documents and making recommendations.




The October 17th remains a very what we think is perhaps a realistic time to shoot for, but we’re not -- it may be two weeks or three weeks later than that.  We can’t really make these things appear back faster than they’re going to get reviewed, and we also have to be sure that something doesn’t get lost in transmission, or mislaid, or sent to the wrong place, or overlooked.




MS. HORN:  Correct.  So it’s a delicate process, and we are trying not to put additional pressure on them to complete a very ambitious task that we’ve given them.




DR. JENNINGS:  I think, Mr. Chairman, it would nevertheless be helpful for us to have a clear understanding of what kind of output we can expect from that committee.  So, for example, our understanding is that we’re going to use an NIH style scoring system, in which each grant will come with a priority score, and there will also be some qualitative comments based on the initial recommendation of their reviewers and the summary from the Chairman.




I think it will be helpful for us to know what we should expect to receive, so that we can structure our own day.  If we’re looking at 9:00 p.m. at night, we want to make sure that we use our time efficiently and we don’t have to spend an hour debating procedure before we even get underway.




And the more shared understanding we have with the Peer Review Committee, as to what they are going to deliver to us, the better we can plan for a smooth running day on October the 17th.




COMMISSIONER GALVIN:  I think that’s an excellent series of comments.  I don’t know what to expect, but I’ve never done -- this is not what I do as a practitioner.  As you’ve heard me say before, my area of expertise is in aerospace medicine.  If you want to talk about decompression and flicker vertigo and coriolis effect, I’d be glad to, but I don’t know how these things look when they come back, and I’d have to defer to Dr. Canalis.




My impression has been that they would come back ranked, in some order that would be relatively easy to understand, but I don’t know that.  What I was asking is, Ernie, I don’t know what these things are going to look like when they came back.




DR. CANALIS:  The summary statements you mean, Commissioner?




COMMISSIONER GALVIN:  Well, yeah.  The basic level is what are we going to get back from the Peer Review people, and should I be passing judgment on any particular case?  What sort of materials would be presented for me to sort out number one from number 67?




DR. CANALIS:  What we hope to receive is a scoring similar to the NIH system, or whatever scoring system they want to use, as long as we understand it, and a summary on why they score each application with that number, you know, reasons.  




That is what we usually call a summary statement, which could be a compilation of all the comments or it could be the individual comments.  But I’m not sure that in 10 days they will be able to produce a summary statement on 70 applications.  But, without that, it would be very difficult for members of this committee to pronounce judgment.  




We do not know the science.  That’s why we have a scientific Peer Review Committee.  We do not know that specific science, so we need to rely on their comments.  That’s the way I would envision it.  I don’t know how Charles sees this.




COMMISSIONER GALVIN:  Let me just understand a little bit on my ignorance, that it would seem to me that what I’d like to get back is things that were scored in such a way that I at least could say I could understand by the scores these are the ones of excellence, and then there’s another group that are pretty good, and then there’s a group that really don’t hack it, or aren’t appropriate, or however.




DR. CANALIS:  You could ask them that that latter group be a non scorable grant, you know, that doesn’t even merit a score.  They could be triaged out without a score, and you could ask them to do that.  This would be within, you know, the acceptability of the process.  So the score from one to five, similar to the NIH style, you know, the grants are closer to 100 are going to be much better grants than the grants that are going to be part of --




And then the summary should reflect the reasons why a grant is excellent or a grant is terrible. I mean I do not know what this Subcommittee decided, but if a grant does not merit a score, probably we shouldn’t spend a lot of time on that grant.  It’s scientifically so bad that they wouldn’t score it.




COMMISSIONER GALVIN:  This is sort of what I would -- one of my presumptions would be, if Dr. Yang or you, Dr. Canalis, would look at some submissions and say -- there’s not a very nice way to say this, but at least say this really isn’t worth an awful lot of time reviewing, and so then we would spend more time reviewing and making some finer judgments about grants from a relatively small group of diversified grants, all of which had significant merit, rather than saying, well, we’re going to be here for eight hours, and we’re going to spend 15 minutes on each grant, let’s see.  That will give us -- then we’d be able to do 32 grants in a day, so it will take us two full days to get through the grants.




It seems to me that there should be some obvious breakpoint, as to where we should concentrate.  Just one second, Bob.  Where we should concentrate, and some of the ones that need, okay, put that one aside.




DR. CANALIS:  In that case, can you give that guidance to the Peer Review Committee to be scientific?




COMMISSIONER GALVIN:  I don’t know whether that’s appropriate.  




DR. CANALIS:  That would be the unscorable grant.  Could you guide the Peer Review Committee, saying if the science is not meritorious at all, you know, indicate so?  I mean if it’s scientifically so poor, why are we spending time at this level?  And they are in the best position to tell us that.




DR. JENNINGS:  And one possibility, if I may, Mr. Chairman, is that we could simply ask the Peer Review Committee to recommend, let’s say, the bottom third the merit discussion.  I think I would strongly endorse doing that for the seed grants and the investigator grants.  I’m much less sure of the large collaborative grants, where I think they merit more detailed scrutiny in their entirety.




COMMISSIONER GALVIN:  Bob, do you have a comment?




MR. MANDELKERN:  Yes.  I have a comment.  In referring to the minutes that we accepted and approved of the meeting of August 15th, and I read from page four, Mr. Wollschlager stated that the Peer Review Committee has indicated that they intend to follow the NIH process as closely as possible, which means that the Peer Review Committee will probably not provide a numerical score or ranking for the bottom 50 percent of the proposals.  He stated that the Peer Review Committee is likely to provide a score and ordinal ranking within each category for the top 50 percent of the proposals.




It seems to me, if we approve this and this is accurate, we have a clear guide, as to the message what the Peer Review Committee is going to do.  It’s going to rank 50 percent with scores and standings and summaries.  




And we decided at the previous meeting, also, that with the passwords we would get, we would be perusing those 50 percent, so that we can apply our part of the principles to their part, which is to do the scientific and merit vetting of the proposals.




So I think the question has been answered in minutes that the committee unanimously approved at the beginning of this meeting.




COMMISSIONER GALVIN:  I have problems with that, because I don’t think that’s ever been made really clear to any of us, that sort of what we expect or what we think that Dr. Weiner’s committee might, might do might not be, in fact, how the stuff comes back to us.  Go ahead, Marianne.




MS. HORN:  They did adopt, up in Toronto, they adopted the NIH process for grant review.  What I’m not clear about is Dr. Canalis’ question about the summary reports and how quickly those will get done.  They are going to be doing them, and we have promised to provide them with some administrative support in order to help getting that done, but that is a question at this point.




And I do recall a discussion about them, some portion of them, of the grants not being graded, not being ranked, but we can clarify that when we have a conversation with Dr. Weiner this next week to see how they are making out.




DR. JENNINGS:  Marianne, did I hear you correctly?  There’s a conversation with Dr. Weiner scheduled for next week?




MS. HORN:  We will have to just check in with him in order to set up the October 4th.




DR. JENNINGS:  Make sure that everything is on course?




MS. HORN:  Yes.  And see if everything is on course.




COMMISSIONER GALVIN:  Okay and I think what we need to do, after checking with Dr. Weiner, is get a best case estimate about when they’ll all be finished, so that we’re not doing them piece meal, and so that we have 100 percent, nearly 100 percent representation of the members of this committee.  




It’s been an arduous and long effort, and there are certainly people here we don’t want to not be able to attend the meeting because of not knowing, because of setting, I mean, set aside time in October and now being asked to set aside some other time and not being able to do it.




Warren, we were just speaking about what the Chairman of the Peer Review Committee understands, that his committee will be sending, Dr. Weiner will be sending back to us, and that we need to clarify that, and we also need to get a fairly firm estimate of are we going to have all the grants back on the 17th, or before the 17th of October, or is that overly optimistic, and do we need to, based on what he tells us, change that date?




I mean we can’t come in and do three-quarters of the grants and then get the other quarter of them and try to do them some other time.  That’s not going to work.




MR. WOLLSCHLAGER:  I appreciate that, Commissioner.  No.  Their intent is clearly to send a finished product to this body, not to send them in piece meal.  And the review process is ongoing.  We are hopeful that they meet their requested date of October 4th.  They know the date that you’re talking about reviewing, so we can certainly get to them and ask them how is it going?  Do they think they’re going to make it?




COMMISSIONER GALVIN:  What do you think?




MR. WOLLSCHLAGER:  I think that, based on what I got from them in Toronto, that they’re committed to trying to get this done, and they didn’t seem overly concerned about completing it, so I’m still hopeful, but nervous.  But I think that you would have all of them -- I’m hopeful that, for sure, you’d have them all by the 17th.  I’m not so sure you’ll have them all on the 5th.




DR. JENNINGS:  If I may, Mr. Chairman?




COMMISSIONER GALVIN:  Yes, sir.




DR. JENNINGS:  Deep trouble if we don’t get them until the 17th.  Even with their triaging, we have an obligation to look through the grants and the comments of the reviewers carefully, and if they arrive the night before, we simply won’t be able to discharge our obligation.




COMMISSIONER GALVIN:  That is my concern, and I think that we need to consider getting something to make a best case estimate, as to whether or not, bearing in mind that there may be problems with transmission or technical problems.  And it is as you say, we don’t want to get them the night before and have them not put together properly, or have them come in early that morning, so we probably need to shoot at something like the 10th or the 12th of the month, so we can properly collate the material.  Go ahead.




DR. WALLACK:  Yeah.  Bob, I fully appreciate the fact that you don’t want to put any pressure on these wonderful scientists, who are also volunteering their time, and I agree with that.  




However, I was a part of that very first phone conference, teleconference that we had with our Peer Review people, and I remember, very distinctly, Warren, correct me if I’m wrong, it was they who suggested the October 4th date, and they seemed to be very comfortable, Charles, with moving within that time frame.




So, you know, I understand the hesitancy of us wanting to push them too hard, but from what I heard, that’s their anticipation, and that’s the time frame that they want to come back with, so that I feel comfortable, having heard these gentlemen and saw how they, in fact, then organized themselves, I feel comfortable that that’s going to happen.  And I’m willing to, on that basis, look forward to going forward with the set dates that we have in place.




COMMISSIONER GALVIN:  Henry, Henry Salton, Attorney Salton had a suggestion, that we’d like you, by the end of the week, to contact Dr. Weiner and get an eyeball estimate about whether this is going to happen or not.  I personally, having been around the block a time or two, think that this may be an overly optimistic, because of the size of some of the applications, overly optimistic estimate.




Unfortunately, being cursed with having had a lot of careers within medicine, I know that, unfortunately, volunteer work usually gets done after paid work, and when paid work begins to become a burden and volunteer work doesn’t get done, I sort of have mental images of people sitting up late at night trying to read through voluminous applications.




But I think we need to know and then let our members understand when the review date is.  It is a 12-hour commitment for these folks.  We do need them all, and we can’t really tell them at the last minute that the day they booked out is no longer the one we want, but they need to come some other day.




MR. WOLLSCHLAGER:  Right.  Understood.  Will do.  And we’ll share that with C.I., so we can get it out to all members of the Board, then figure out from there if you then need to schedule another meeting, even a teleconference to discuss our additional contingencies necessary in light of feedback, then we can work on that. I’ll definitely reach out to them tomorrow.




COMMISSIONER GALVIN:  Thank you.




DR. YANG:  Mr. Chairman?




COMMISSIONER GALVIN:  Yes, Jerry?




DR. YANG:  Jerry Yang.  I need to say that I was attending the phone conference two months ago, then Willie and I were at the Canada at the stem cell meeting, attending the stem cell committee meeting.  Essentially, our understanding is, yes, we agree with the October 4th. They will give the ranking of each proposal.  Yes, it does take a lot of time if we are asking them to do detailed summaries of each proposal.




I would suggest, hard work for Nancy and the committee that day on October 4th, attending their phone conversation for the ranking, perhaps that she ask to do the summary, rather than have the committee members do the summary of their ranking and the detailed description of the proposals, that each one provide, but not do the summary.




MS. KIESSLING:  Didn’t somebody say that this Peer Review Committee had adopted NIH guidelines for reviewing the grants?  Those guidelines include a summary statement.




DR. YANG:  I know.




MS. KIESSLING:  They’ll get it done, Jerry.  So they’re going to give us a page on each application, and the page is going to have an overall critique.  It’s going to have something about is this significant?  Is this innovative?  Are there human subjects concerns.  Are they torturing their monkeys?  Because that’s all very part of the NIH guidelines for an application review.




And if that’s what they said they were going to do, I’m assuming that these are seasoned folks and that that’s what we’ll get.  How many people did you ask to review each application?




COMMISSIONER GALVIN:  Two.




MS. KIESSLING:  All right, so, you’re going to get two of those.




DR. WALLACK:  There will be a senior and a junior.




MS. KIESSLING:  Right.




DR. WALLACK:  And, Ann, again, being on that phone conference, I totally agree.  That’s exactly the kind of thing that they suggested that they would do.




MS. KIESSLING:  Right.  That’s what they’ll do.  If they adopt NIH guidelines, that’s what they’ll do, and they’ll get it done, and they’ll get it done by October 4th.




DR. WALLACK:  Right.




MS. KIESSLING:  Now nobody is going to have time to compile a summary statement of the two reviews.  I doubt that that’s going to happen.  So if you get one reviewer who loves it and one reviewer who thinks it’s eh, then I think that’s going to be reflected in the score, and that’s the job of this committee, to decide is it the eh or the yah that we pay attention to?




DR. WALLACK:  My feeling was that they, in fact, were almost looking forward to resolving the one and the two themselves.




MS. KIESSLING:  Okay.  




DR. WALLACK:  And, again, I think Bob is absolutely right.  When, Warren, you go back to them, perhaps Warren can reaffirm the hypothesis that we’re putting forward, or the supposition, at least, that these are the items that we think are going to be coming forward from them.




COMMISSIONER GALVIN:  I’m okay with that, and if it works out the way we’d like it to work out, mazel tov.  Warren and I may have some reservations, and we might even consider that a triumph of hope over experience.  But having been around government in one way or another, not as long as Warren, Warren has, I know there’s many opportunities for things to not work quite right.




One of my primary aims is not to get this process tangled up with the holiday season and rushed and hurried and, as I think Ann said, divided, so we’re doing half of them one day and half of them the other, so that’s my only concern.




And I’m not, certainly not pointing a finger at Dr. Weiner or any of the other very distinguished members, who are doing this out of the goodness of their heart, pro bono, but I just want to make sure it gets done on time.  Charles?




DR. JENNINGS:  Yes, Mr. Chairman.  There’s several additional logistical points that I think need discussing.  One is -- I’m sorry.  The first one I think we still haven’t quite nailed in the course of this discussion we’ve just been having, which is what is going to be the cutoff rate, and should it be 50 percent?  Bob, who has just left the room, had mentioned that that number came up in earlier discussions.




My own view is that that’s a little too high, and I would much rather they cut off no more than the bottom third, since we now know that we have about three times as many applicants, three times as many applications as we will fund, in terms of dollars applied for.




So I would feel comfortable if they rejected one third and then we rejected one third.  That is half of what’s given to us, and we fund about half of what comes to this committee.  I feel that if they cut off 50 percent, that really is limiting our room for maneuver a little more than I would be comfortable with.




But, in any case, I do think that the mechanics of that triage process need to be clearly defined and need to be mutually understood between our committee and the Peer Review Committee.




COMMISSIONER GALVIN:  Okay.  I think those remarks are very well taken, and perhaps I’m going to paraphrase Henry, or say something he would have said, but we have to bear in mind that we’re disbursing public funds, and to summarily dismiss any application without at least someone of this group looking at it and reading through it will get us into problems, not with content problems, but with process problems.  The complaint will be that you never gave me a chance.  You never even read through my application.




Some guy in Spain said it was no good.  I live in Connecticut and pay taxes in Connecticut, and I think I deserve at least to have it read.  So I think that there will be some applications that just don’t seem to be appropriate, but I think that we will have to at least peruse them in some form to be fair.




I certainly agree with your remarks, but I think anything, which appeared to be a formula for looking at some of them and not all of them, may give the rejected grant applicants an opportunity to bring a claim, or say they’ve been handled unfairly, and that’s -- I don’t know if Henry thinks that.  I don’t know what Henry thinks most of the time, thank God.




MR. SALTON:  I’m not sure if I know what I think half the time.  I think that if -- I think, under the statutory scheme, if peer review identifies grants as being without merit, whatever percentage that may be, both scientifically or ethically or both, then I think that they could be disqualified on that basis alone and that level of review, which can screen those applicants out.  Thereafter, I think the ones that Ann might have discussed as being kind of iffy, but not dismissed by Peer Review as being without merit, they need to have some level of consideration by the committee.




So the people in the middle of the class, as opposed to those flunking, still need to be given some consideration.  And if the concept was to take a numeric value, saying, well -- if the Peer Review Committee comes back to you and says only 10 percent are meritless and the rest have some value that we would not flunk them out, I think, if the committee then took the position, well, 20 percent of the bottom rankings we’re just going to dismiss without ever reading them, then I think, Commissioner, your point is well taken, because then there hasn’t been any kind of merit screen.  It’s just been sort of a numeric you’re out the door, and all the C students are out of class, so to speak.




So I think there needs to -- I think you need to rely on -- if Peer Review came back and said 70 percent of this category is junk, you can throw 70 percent out and just look at that remaining 30 percent.  So there’s going to be some qualitative individual analysis by Peer Review that you guys are going to rely on.




DR. JENNINGS:  I think, realistically, we can already be confident that 70 percent of them will not be junk.  I’d be surprised if even 10 percent of them were junk.  I glanced at a sample so far.  I mean these are reputable people from strong universities.  You don’t expect to receive a lot of junk.  




So I think that underscores my earlier concern, which is that this is a lot of work for this committee, and if we have only a few days to get through 70 applications, minus the five percent or less that are rejected as junk, that’s a tough assignment for us.




COMMISSIONER GALVIN:  Okay.  We’re scheduled to adjourn at 4:00.  Would you like to continue and see if we can get either finished or get to a place where you’re comfortable at pausing?




DR. JENNINGS:  You’re asking me?




COMMISSIONER GALVIN:  Yes.




DR. JENNINGS:  I have only two more points to make.




COMMISSIONER GALVIN:  Mike, you had a comment?




MR. GENEL:  No.




COMMISSIONER GALVIN:  No?  Okay.




DR. JENNINGS:  One is that we need a process for handling logistics of Executive Session, and another is that we need a process for handling the logistics of recusals.  What we do not want to be doing, if we’re trying to work through a large pile of applications, is be playing musical chairs all the time and having people go outside, come back, interrupt things, somebody has to go out and chase them and say, okay, Dr. Jennings, you can come back, but, Dr. Landwirth, it’s time for you to leave.  That will create an enormous amount of administrative disruption.




My own recommendation, and I put this to the committee, my own recommendation is that the person who recuses themselves should simply sit in silence and not participate in the discussion, but they should not leave the room.




And I will point out that these are public meetings anyway, by statute, so I think we all, as I understand, we all have the right to be in the room, so that’s my own personal view.  Others may disagree, and, again, I see Ann, who was involved in the Subcommittee discussion, shaking her heard.




MS. KIESSLING:  I think, if there’s a conflict, they have to leave the room.  I think, if there’s a conflict, they can’t be a party to the discussion.  Presumably, the public can come, because they’re not voting, they’re not making any decisions.  But I think, if somebody has a conflict, they can’t hear.




I mean I think you’re just opening yourself up to a big problem if they’re in the room and listening to the discussion.  I mean the musical chairs is the way it’s done.




MR. SALTON:  Let me just make clear the foundation, which is if you’re recused, you may not participate in discussions, you may not comment on anything that you’re recused from, and, obviously, you cannot vote on it.  So the only question remaining is can you be physically present in the room when that process is taking place?  And the legal standard doesn’t address that.  It only addresses your participation.




I recognize that there’s this sense of, well, they’re peers, who may feel that there’s a, you know, well --




DR. JENNINGS:  Somebody is scowling at me.




MR. SALTON:  Right, but, ultimately, the vote on every grant that is approved or rejected is going to be individually recorded, and so they may not scowl at you on the 17th, but they may scowl on you at the 18th.




DR. JENNINGS:  I mean it cannot be secret, because these are open meetings, and we know who votes for what.




MR. SALTON:  Right.  The votes will be a matter of public record.




DR. JENNINGS:  I understand that’s in contrast to the NIH procedure.  Am I right?




DR. YANG:  Legally, anyone can sit in a room.




MS. KIESSLING:  I understand that.  I mean I think the precedent here is any kind of influence, any kind of dampening of the discussion of that proposal that a person in conflict be present would have.  So if you know that you’re now discussing a proposal for somebody that is in major conflict and that person is in the room, that can have an influence on the discussion.




MR. SALTON:  They can adopt that.  If they want to adopt that as a rule, they can do that.




MS. KIESSLING:  It isn’t as awkward as it sounds.  I mean you can actually organize these reviews, if we can, so that people who have conflicts are grouped. So if somebody who has a conflict leaves the room and then you go through the four or five grants that that person is in conflict with, it isn’t as onerous as it seems.  And I think that if you don’t -- if you adopted NIH guidelines for peer review and you kind of don’t carry that through at some level to the discussion that’s going to take place, I understand it’s a public discussion, but I think that it’s going to be a greater problem to have people with conflicts in the room than it is the logistics of dealing with them later.




DR. YANG:  And I don’t mind, but I think this is a legal question that needs a little consulting with the Attorney General.  I mean it’s really a legal question whether anyone legal to stay here or not.




DR. JENNINGS:  If it’s a gray area, in terms of the law, and that’s a question of perception and ethics, I mean one thing that we might do is to distinguish between major conflicts and minor conflicts. So I would say a major conflict, an example of a major conflict would be, for instance, Jerry Yang, as a committee member, submitted a grant, I, as a consultant to Jerry, have advised him of various points along the way towards that grant, so, obviously, I would argue both Jerry and I should leave the room for that one.




On the other hand, Julius is a professor at Yale.  Does that mean that he has to leave the room for every single grant from Yale?  To me, that seems a more marginal case.  And, Commissioner, you said you would keep us on time.  I’m not sure how you’re going to do that if you’re out of the room for 50 percent of the discussion.




COMMISSIONER GALVIN:  I’m going to be out 100 percent.  I’ll have a little clock on the wall for you.




DR. YANG:  And I think, in that standard, you should be out, but this Connecticut legal certainly different.  This is a public meeting.  I mean I think that’s where the question is.




DR. CANALIS:  I have a question, Commissioner.  Are the applicants allowed during the meeting?  I mean it’s a public meeting.




COMMISSIONER GALVIN:  It’s a public meeting.  I don’t think we can --




DR. CANALIS:  So if you applied for funds. That is going to influence what the committee is going to discuss and say.  That’s a given.  It’s going to be very awkward to say, you know, and if it’s public and the applicant -- you know, he can go to your microphone, how dare you cut me 300,000 dollars?




MR. SALTON:  It’s not a public discussion meeting.  It’s a business meeting of the committee.  Except for areas where you may be discussing, you know the trade secrets of proprietary information, which you may do in Executive Session, it is going to be a public meeting.  And if applicants wish to attend, they may under the Freedom of Information Act.




DR. CANALIS:  And how are you going to prevent them from influencing?




MR. SALTON:  They don’t participate.  It’s not an open microphone meeting.  This is not one where -- there’s no agenda for applicants to participate.  They have submitted their application.  That was their opportunity to participate.




MR. RAKIN:  Henry, will they see the score?  I mean does that fall into the Freedom of Information disclosures?  Do they see the forms and the reports?




MR. SALTON:  Unless the form discusses proprietary information.  Like if the summary statement discusses something that’s proprietary trade secret information, then those portions would not be available.




COMMISSIONER GALVIN:  Willie?




DR. LENSCH:  It does seem to represent the best appearance, that people with presented conflicts should leave the room, but it does seem to be an untenable position in this circumstance.  First of all, Commissioner, if you were to chair the meeting and you stated a recusal from all grants, then that’s a paradox. It can’t happen.




It seems the most expeditious route to not impose burdens more than the law would hold us to, which Henry has articulated, that all members should be able to stay in the room, unless they specifically want to leave because of a large conflict, but that they definitely be held to the rule of silence.




And, secondly, that if we came to a situation where we group recusals, that would mean we would run through all the UConn grants at once, all the Yale grants at once at different parts of the day, and I think that that would represent an unfair bias, based on what time of the day different grants would come up for review and the energy level after lunch or before lunch, and I find that to be a difficult situation to be in.




COMMISSIONER GALVIN:  Yeah, and I have some difficulty, Dr. Lensch, in my own thinking about what exactly am I supposed to do, except act as some sort of a referee or umpire to prevent disorder from breaking out among the group, and I’m not sure whether I should ask another committee member to serve, someone who is not connected, as chair.  I’m not sure what exactly I would be, since I can’t vote.  I’d be a non-voting person.  What exactly would I do?  And if I thought that perhaps you were getting carried away and asked you to sit down or something, then I’m, in a way, influencing things, so I’m not sure.




Perhaps it would be better off that another person chaired that particular episode.  Yes, Dr. Yang?




DR. YANG:  Mr. Chairman, I think we need you to be the chair, but I think your case is different. Even University Search Committee for the Department of Health for the Deans sometimes or most times the decision chaired another vote, but you’re still the chair.  You have to be here.




COMMISSIONER GALVIN:  And I’d have to ask Attorney Salton what he thinks is appropriate.  I don’t want to sit there mute, but I don’t want to influence the decisions.




MR. SALTON:  I think that, and I think I expressed this in the last committee meeting, that if you, as chair, elect to recuse yourself from voting on all applications or any particular application, you, as chair, may administer the meeting in a sense of you can say, okay, the next item on the agenda is so and so, any discussion, is there a motion, second motion, what’s the vote, the vote is this, let’s move to the next item on the agenda.




COMMISSIONER GALVIN:  That’s fine.




MR. SALTON:  I think that if we’re talking about cutting off discussion, then what you may do is say, and this can be done by motion, as opposed by instruction (coughing).




COMMISSIONER GALVIN:  Fine.  Yes, Ann?




MS. KIESSLING:  I’d like to -- we’re not going to resolve this this afternoon, but I’d like to express, so that we can be thinking about it, what I think is going to be the biggest problem for this committee.  And I think the biggest problem for this committee is going to be deciding whether the mandate is to fund projects that cannot be Federally funded, or whether the mandate is to fund the best science.




Because one of the things that’s going to face us is that Connecticut put up this money specifically to launch Connecticut into a realm that cannot be Federally funded, and people who have been in the grant business for awhile know that you can write an absolutely sterling and beautiful grant on animal model systems, but most of those are going to be fundable by Federal dollars right now.




So I think the day when we debate these, the biggest problem that we’re going to have is ranking the science of the projects that are not eligible for Federal funding relative to the projects that might be.




DR. JENNINGS:  Mr. Chairman, if I can comment on that, I completely agree with Ann, that that’s a delicate balance.  We attempted to address that in a previous committee meeting, I think before Ann had joined us, and the consensus was captured in the text that appeared in the call for applications.




I can read it to you, and we can see whether we feel that that adequately represents -- whether that gives us enough guidance.  What it says is “The intent of the Connecticut Stem Cell Research Grant Program to consider funding any form of stem cell research that the priority will be given to human embryonic stem cell research that is not currently eligible for Federal funding.




Other types of stem cell research will also be eligible, with priority given to human studies with clear potential relevance to human health.  Animal models are not excluded from consideration, but applicants will need to demonstrate a direct relevance to human stem cell biology and its therapeutic implications.”




So that was our consensus policy statement.  There was quite a bit of discussion about it. That, I feel, gives us some leeway to make the kinds of judgments that Ann is raising.  It doesn’t give a black and white answer.  It doesn’t give us a yes/no answer.  I think it would be a huge mistake for us to simply say we are going to fund all of the human embryonic stem cell, all of the non-Federal human embryonic stem cell research, but nothing else.




We don’t know whether that would add up to 20 million dollars, but it might.  I think we’re doing a disservice if we made our decision on that criterion alone.




COMMISSIONER GALVIN:  Excellent comments on both your parts.




COURT REPORTER:  One moment, please.




DR. YANG:  Can I read the summary Bob prepared very nicely of the previous minutes?  Second paragraph of the note from Bob essentially says Chairman Galvin stated this philosophy.  Let me read the first sentence.  “The philosophy of corporation mission of the committee have been stated many times to fund human embryonic stem cell research that would not be funded under Federal guidelines.  Research that would lead to the development of stem cell lines that would be of benefit to society and to the State of Connecticut and makes Connecticut a national center of stem cell research.




Chairman Galvin stated this philosophy and purpose at the meeting of February 14th and the meeting of July 18th.  This sentiment was confirmed by the committee, motion by Dr. Lensch, that the advice of the committee establish, as an initial funding priority, grant applications in furtherance of the (indiscernible) funded for human embryonic stem cell research.  




It was further confirmed by the committee, in the motion made by Dr. Wallack, to support the advancement of embryonic and/or human adult stem cell research in Connecticut and to support research on human embryonic stem cells that are not currently eligible for Federal funding, based on the following principles.”




COMMISSIONER GALVIN:  I think that’s fairly clear, and my legislative folk who attended the hearings and the meetings certainly came away with the feeling that the intent of the legislative body was to provide for embryonic, human embryonic stem cell research, which was being, in their opinion, impeded by the fact that the Federal government would not fund any further stem cell lines, nor could the research institution use parts of their campus that were Federally funded, at least in significant percentage, to do this kind of work without incurring some kind of problems.




I think that’s fairly clear.  I think what’s less clear and I think what Ann was talking about is how can you disconnect the work that people do with mouse models and other animal models from leading into, or participating in, or being part and parcel of the human embryonic stem cell issue?  I think that’s less clear and less obvious.




I think what is clear to me is I don’t think that you can just say we’re not -- if there’s not a human embryo, human embryonic tissue involved here, we’re not going to fund it.  I don’t think that’s correct.




MR. MANDELKERN:  Attorney Galvin?




COMMISSIONER GALVIN:  Yes.




MR. MANDELKERN:  Since Dr. Yang commented on my paper --




COURT REPORTER:  Is your microphone on?




MR. MANDELKERN:  Oh, excuse me.  Since Dr. Yang commented on my paper, I just wanted to tie in two things.  In reviewing my work before we came to this meeting, I realized that the statement that Dr. Jennings just quoted, which broadened the mandate, I neglected to include it in.  




I did as much research as I could, considering the extent of my secretarial staff, which consists of my wife, who takes my dictation, and I felt that it should be broadened out, and I think that might go over the water here.  Charles just read the statement that I had referenced to, where we did have a consensus, but not a motion.  




This committee has operated in various ways, consensus, motion, statements, and I think that would bring us to a broadening and possibly get us to an adoption of something that we could go forward with.  I would like to say that I had come to that same conclusion, Charles and Jerry.  I had thought to add, but it wasn’t appropriate to disrupt the whole process early on.




COMMISSIONER GALVIN:  Thank you.  I certainly agree with Ann, that some of these decisions are going to be individualistic and quite difficult and, by nature, somewhat qualitative.  I’m reluctant to get into a series of parameters to describe just under exactly what cases and what sort of modifications and corollaries something would be seen as directly connected to human embryonic and something else would be less than directly connected.  I think that’s a very difficult thing, and I think we’ll have to work that out in good faith as we look at the applications.




Charles, we’re coming up on the witching hour.  What would you like to do?




DR. JENNINGS:  Logistics of Executive Session also need to be worked out.




COMMISSIONER GALVIN:  Okay.




DR. JENNINGS:  Presumably, we may have a fairly large audience, who will need, I assume, to be evicted from the room at the point that we go into Executive Session.  And we need to somehow make sure that we don’t blurt out confidential information by mistake during the open part of the session.




We need some sort of administrative plan for how we’re going to insure that.  I’m not sure what it is.




COMMISSIONER GALVIN:  I’m not sure either. I’m not sure how large a facility we would need, but we certainly don’t want to have a facility like church pews, where people are crawling over one another to get out and come back and do what they have to do.  And if we’re going to go beyond 5:00 or 6:00, we have some problems with building security and the like.  I’m very fortunate to have Mr. Wollschlager with me, who can work out all those details.




Warren and I will actually be talking about that, in terms of what sort of a public place do we need, bearing in mind that the weather may be less than salubrious at the time, and do we have a place for people to sequester themselves when we’re in Executive Session. If we have 50 people there, are they all going to troop out, and, if so, where will they troop out to?




I mean, as one can see, there’s a whole lot of problems about using a building, a multi-source building, and having people wandering around, killing time waiting to come back in and getting into other people’s portions of the building, or into somebody else’s coffee place or whatever.




MR. SALTON:  If I could address your question, Charles, in order to go to Executive Session, you need to have a motion and a vote.  




DR. JENNINGS:  Um-hum.




MR. SALTON:  Now what I would suggest is that if we go to -- you turn to an application.  Any member of the committee who is participating, not those recused, obviously, who says I would like to discuss some of the technical information on this application that appears to be proprietary information, then that person can say I move we go into Executive Session, there would be a vote, you go into Executive Session.




DR. JENNINGS:  Okay.




MR. SALTON:  Now I know it may be that if this is organized, and for some of the grants it may be that you’re going to say, in the next five grants, I’ll involve similar technical projects, and we would like to discuss all five, in these next five, I’d like to have a discussion about proprietary information from all five of them, and you just say that’s what you want to do, and move for Executive Session, and you can then do that.




Once you’re done with that discussion and you want to take a vote on anything, though, you have to go out of Executive Session.




DR. JENNINGS:  So perhaps, administratively, the easiest way to do it will be to take the grants, in which confidential information has been flagged, and arrange that they’re all discussed in a consecutive sequence.




MR. SALTON:  Within the category.




DR. JENNINGS:  Within each category, yes.




MR. SALTON:  Yes.  I don’t know if there’s that many.  Nancy, do you know how many there are?




MS. RION:  I sent you all the information about the various aspects that have been identified as proprietary information.  It’s less than 10 percent, and I really do not -- and those pieces that have been identified as proprietary are extremely technical.  I would really doubt that you would be discussing that.  You have to be prepared to.




Certainly, I think the staff will be more than prepared.  As you identify each proposal that you’re going to be looking at, we will be looking at that proprietary information and give you a signal if you’re coming close to any discussion.




DR. JENNINGS:  I think that would be extremely helpful.




MS. RION:  Absolutely.




DR. JENNINGS:  Because our brains will be just overflowing.  




MS. RION:  Absolutely, we will.




DR. JENNINGS:  It will be very hard for us to remember what we are supposed to say.




MR. SALTON:  Let me just cover one other topic before we adjourn at 4:00, which is on number eight on page five of five, which was this voting by motion to fund a group of applicants at one time.




DR. JENNINGS:  It’s got to be individual.




MR. SALTON:  That would not be an acceptable process, because you wouldn’t be able to record recusals, for example, and you need to record the recusal for each vote, as well as those for and against each application.  Okay, so, you would use the second option, I guess, that you have laid out, number eight on page five.




COMMISSIONER GALVIN:  Now, since you’re running over time, do we need to simply adjourn and then resume Charles’ discussion?  We really haven’t come to a voting juncture, have we?




MR. SALTON:  I think he can move to extend the meeting for a period of time, Commissioner, and then try to get that wrapped up, if that’s the committee’s --




DR. WALLACK:  I move that we extend to 4:30.




MR. MANDELKERN:  Second.




COMMISSIONER GALVIN:  I’d say about another 20 minutes.  All in favor?




ALL:  Aye.




COMMISSIONER GALVIN:  Opposed?  Okay.




DR. JENNINGS:  So I would, at this point, just ask whether any of the other Subcommittee members, Bob, or Willie, or Ann, want to add anything.  I sort of talked through many of the salient points, but I may well have missed stuff.




COMMISSIONER GALVIN:  Willie?




DR. LENSCH:  To cut to the chase on this hearing system that we described on page number three, again, it was just to insure that every grant would be read by at least two people, so as not to overly burden the committee, but every committee member has the right to read any grant that they wish.




And those two members that present the grant to the group, they have no more voting ability than any other member who is not in recusal.  It’s just to insure that there’s minimal coverage.  And based on the conflicts that have been mapped out, I would suggest that we go to this strategy, where the pairings are not fixed, that they’re flexible, so that we can insure coverage for every grant in a way that works best given the recusals.




DR. JENNINGS:  I realized that I missed one other point, Mr. Chairman, which is that the committee, the Subcommittee had proposed that although we would do pairings for the seed grants and the individual investigator grants, such that each of those would be looked at by only two committee members, we propose, for the much smaller number of large grants, that is program projects, core proposals and hybrids, that they will be looked at by all members of the committee, rather than just by two members.




DR. CANALIS:  What are the responsibilities of the reviewers?  I mean you already have a Peer Review Committee that has the responsibility to review the grant.  Are you going to re-review?  I mean you give me a grant.  What do you expect out of me?  I mean I have no idea what to provide to you.




DR. JENNINGS:  The mandate of the Peer Review Committee is to assess the scientific and ethical merit, but the mandate of our committee is to decide what to fund, and I think our criterion include not only scientific and ethical merit, but also relevance to the overall strategic direction of the Connecticut Stem Cell Program, which includes a wide variety of factors.  If we don’t look at it, who will?




DR. CANALIS:  But the Peer Review Committee has already been provided with that information.




DR. JENNINGS:  But they do not have a mandate, for instance, to -- I mean have they been told that they are to assess these grants according to all of the criteria that have been discussed in all of our meeting?




DR. CANALIS:  It is in the application form, so I would imagine they did.




DR. JENNINGS:  That doesn’t necessarily follow that they will do it.




DR. CANALIS:  We can instruct them to do it.




DR. JENNINGS:  We could, but we’ve already discussed that we need to minimize the amount of contact with them.




DR. CANALIS:  I’m concerned about re-reviewing and judging items that we’re not prepared to judge.  I mean the reason why we have five or whatever number of experts is because they are experts and we are not.  I think this could become somewhat arbitrary, and I’d be concerned about that. 




I would be very concerned about my obligations as a reviewer, to be honest with you.




DR. JENNINGS:  I think there’s an absolute limit to how much detail we can get into, which is imposed by the time constraint.  If we have 70 applications --




DR. CANALIS:  -- very precise instructions.  Without those, I’m very reluctant to review it.




MS. KIESSLING:  One of the things that we have to do, Ernie, is we have to decide, and I doubt if the Peer Review Committee is doing this, we have to decide if there’s overlap, for one thing.  I doubt if the Peer Review Committee is going to look at the grants as a whole and say, well, this grant actually overlaps this big grant, too.




DR. CANALIS:  In that case, you need to review all the applications.  How can you say overlap if they give you just 10 applications, you didn’t look at the other 60?




MS. KIESSLING:  Because somebody else is going to present it.




DR. JENNINGS:  One suggestion will be that Connecticut Innovations should provide us with a list of applicants who appear on more than one grant and the titles of those projects and sub-projects, so that we have that flagged for us in advance.  I think we need some mechanism to catch that, because we know that it exists.




COMMISSIONER GALVIN:  Bob, you had a comment?




MR. MANDELKERN:  Yes.  My comment is that we have adopted principles to guide us, seven principles that have been reaffirmed over and over again, as I refer to in my paper.  It also has been clearly stated, over and over again, that Peer Review will work on scientific merit and conformance to the highest ethical standards.




I assume that Peer Review will follow its mandate, as instructed by DPH.  It, therefore, becomes our job, as Dr. Landwirth said, to apply our skills to the summaries, ordinal scores and ranking to the other five bullets that we have outlined over and over.




I don’t see any conflict with the process that we’ve laid out.  It has been clearly purposeful that peer review has a reserve section of our principles, and we have the balance to apply, and that is the job of the Advisory Committee.




How do we overlay Connecticut’s needs with the scientific and ethical needs, as outlined in scores and ranks and summaries of Peer Review?  I do not see that we cannot proceed according to that manner.




DR. CANALIS:  With all respect, you need time for that.  If you look at the distance, at the time span between study section and council, usually it’s four months.  Here we have 10 days, and in 10 days it’s going to be very difficult to pose judgment on 70 applications, particularly if we are asking to do re-review.  It’s just not going to happen.




COMMISSIONER GALVIN:  Wait a minute.  I will tell you something that I’m feeling, and I’m feeling that Dr. Canalis, for who I have an extraordinary amount of respect, is feeling uncomfortable with the review process.  




DR. CANALIS:  -- more than uncomfortable.




COMMISSIONER GALVIN:  I’m sorry?  I didn’t hear you.




DR. CANALIS:  More uncertain than uncomfortable.  I’m uncomfortable about the lack of time and uncertain about what is expected of us.




COMMISSIONER GALVIN:  You know something? I’m uncomfortable about the amount of time, and I’m uncertain with respect to what’s expected of us, and I don’t know anything about the subject material.  And if you’re confused and uncertain, then I don’t have a good feeling about this.




I will say, my personal opinion is I don’t think there’s any way on God’s green earth you’re going to do this in one day, and I don’t know what Dr. Canalis thinks.  I don’t know how we’re going to do this.  People coming in, people going out, public sector people coming in, public sector people going out, into Executive Session, out of Executive Session.  This is very confusing to me, and I’m a reasonably intelligent person.




I’m having a hard time visualizing this, and I’m not the world’s best person at visualizing.  Spatial relationships are one of my soft points, but I share your degree of discomfort.  Go ahead, Nancy.




MS. RION:  You all have no reason to have confidence in me, who is a staff person, but I would like to share with you that, for 15 years, I have run a grant program.  It’s a research program very similar to this, not this much money, not as large a grants, but they are significant grants to Connecticut universities.  




We have had as many as 130 grants, which we have discussed each one in the span of a day.  They are outside peer reviewed, just like this program, for the technical expertise.  What we look to the review panel, which is similar to what you are doing, for is to say exactly what Mr. Mandelkern suggested.  What are the benefits to Connecticut?




Ann has asked repeatedly about is this budget appropriate?  You can’t expect the Peer Review to look at that.  You all can do that.  Talk about what is the commitment of the institution.  That does not have to be a long discussion.




But if you can do as our review panels have always done, where we’ve divided it up, a review panelist will take maybe two minutes to say this is the proposal, these are the things in a very general sense that are involved, the budget looks good, or I have some concerns about the budget that we might look at, just bring up, in bulleted fashion, a summary of the proposal, beginning, of course, with the merit, whatever the Peer Review has set, because that’s primary.




I have total confidence that you all can go through all of these proposals and make a decision by the end of the day.  I understand that many of you have not done this before.  I will be glad to help you in every way I can, so that we can get through these, validating each proposal, the fact that it’s there, and people have made a good effort to put that together, and some people are going to be funded, and some people aren’t, and the university researchers know that, so I think you’ll do a great job.




DR. WALLACK:  Bob, can I just pick up on what Nancy said?  And I totally appreciate, Nancy, what you and C.I. will be doing for us, and I totally endorse that idea, that we can get through it.  It’s something that some of us have said earlier in the meeting.




Bob, I understand, however, your concern about getting the process, you know, completed.  Perhaps what we can do is two things, actually.  Number one, have Warren, and this ties back to some of the things that we’ve said earlier in the day, have Warren reconfirm the fact that the Peer Review people will be, in fact, ready by October 4th, and if that, in fact, holds, then we can anticipate, as we said before, working from 9:00 to 9:00, or 9:00 to 10:00, or whatever that may be.




And perhaps what you can also then consider is the fact that just in case we don’t get through, and I agree with you, Nancy, I think we will get through, but just in case we don’t get through, have us set aside a portion of the next day, so that you have your backup time.




If we do all those things, have Warren reconfirm and then us agree to do what I just suggested, I think that we can complete this in one contiguous manner.




COMMISSIONER GALVIN:  With respect, I disagree.  In a 10-hour day, you have 600 minutes.  Is that about right?  And if you do a grant every 10 minutes, that’s only going to get 60 of them done in a 10-hour day.  




I’m not sure that you can do some of these -- I’ll get you in a minute, Bob.  I’m not sure that you’re going to be able to do some of these grants in 10 minutes.




DR. WALLACK:  What if you set aside, then, a portion of the next day?  That’s my point.




COMMISSIONER GALVIN:  I think that we need some sort -- to have Warren build us some sort of a fail safe.  I’m a little concerned about, with this kind of schedule, Milt, would you want to be one of the guys and grant, if we just say we’ll number them one through 70, would you want to be grant number 60 or 62 and be considered at 9:00 or 9:30 at night after a 12-hour day?




DR. WALLACK:  You’re asking the wrong person, because I’m a night person, so I’d be willing to do that.




COMMISSIONER GALVIN:  Yeah.  I’m not, and I tend to -- I’m just concerned that -- I have some concerns with the amount of time, but I also hear there’s going to be comings and goings, and so it’s not going to be sitting down for 60 minutes and going through six grants.  It’s going to be people coming, people going, people getting up, people going, people recusing themselves, the public is in, the public is out, lunch, bathroom, this kind of stuff. 




I’m not sure this is doable in one contiguous time period.  Yes, Bob?




MR. MANDELKERN:  Dr. Galvin, I’d like to ask Dr. Lensch is there not provision in the Subcommittee proposal that a lot of the vetting of the seed grants will be done prior to the 17th by the pairings that have been recommended, so that there will be very strong recommendations that might guide the committee on what may be only 50 percent of the seed grants that have been proposed?




If work comes in from Peer Review by the 4th and we can divvy it up according to the pairings that Willie carefully allocated and a lot of the work in this Peer Review was Dr. Lensch’s guidance and contribution, it looks to me like the preliminary work on seed and principal investigators can be done prior, where the whole committee will have the need to meet together, discuss together and benefit from each other, are the five hybrid group and cores.  The rest, I think, will have been vetted for us by the individual pairings.  Am I correct in that, Willie?




COMMISSIONER GALVIN:  I don’t think you can do that, because it’s got to be public.  I don’t think you can have meetings that decide yah or nay or indicate that without having a public meeting.




MS. HORN:  You would certainly have to have the group come back and discuss it in the full committee.




COMMISSIONER GALVIN:  Yeah.




MR. GENEL:  Commissioner, can I make a radical suggestion?




COMMISSIONER GALVIN:  Sure.




MR. GENEL:  Why don’t we plan to rank, make the funding commitments in November?  That will give us a month for the members of the committee to review the grants, and it will also give staff a month to sort out what we need to do with that.




COMMISSIONER GALVIN:  I think that’s something very much worth considering.  I’m not sure how much work you can do on these grants without making them public meetings.  So if you and I sit down and go over 10 grants and say these two are good, these three are okay, these five are lousy, and these two are not worth being, do we have to have that meeting open to the public?




MR. GENEL:  No.  What my suggestion was that I think once one has the product of the Peer Review Committee, I think it would not be a very difficult task for staff to determine what is feasible and what isn’t, in view of all this discussion.




We’ve been spending a lot of time talking about things that are theoretical that we have no information on, and I think that might be better, I think, to Ernie’s point, there is always a period of time that lapses between the decisions of a Peer Review Committee and the Advisory Councils at NIH, and there’s good reason for that.




COMMISSIONER GALVIN:  That makes a lot of sense to me, Mike.




MR. MANDELKERN:  Well the trouble is November 21st meeting is very close to Thanksgiving.  Why don’t you make a motion?




MS. KIESSLING:  As sympathetic as I am with the time crunch, on behalf of the scientists who want to get funded, I would vote against that.  We’re not going to have any more information in November than we are in October, I don’t believe, unless somebody finds out that somebody on the Peer Review Committee has had a heart attack and can’t get their job done.  But if they’re going to be done by October 4th, staff isn’t going to be able to make decisions about budget, about Connecticut’s mission for stem cells.  They’re not going to be able to make that kind of decision.




They’re going to be able to tell us this investigator is on nine of these grants and you have a head’s up, but they’re not going to be able to make the big decisions.




I appreciate the concerns, but I think there’s going to be a reasonable percentage of these applications that are going to require 30 seconds.  They’re going to be so good or so bad that the discussion is going to be really minimal.  And I understand there’s concern, but, trust me, we can do this many grants in a day.




COMMISSIONER GALVIN:  Let me just respond to Ann.  I certainly appreciate what you say.  I have some real concerns about individuals whose grant were not favorably considered, claiming they were denied an appropriate process.  And I’ve been down this road before, about they don’t even argue the content.  They argue the process.  You weren’t fair. 




I know, for a fact, that Jerry Yang took a quick look at it, tossed it aside, because it was from Oshkosh University, or Bob Galvin, or anybody else.  I agree with what you say very substantially.  One of my concerns is to make sure that we go through all these little hoops we have to have, so that we don’t get something where the whole process is reversed and we have to start all over again.  I really want to avoid that.




And I want to avoid somebody saying, yeah, you’ve turned me down because it was 9:56, and you had two grants, and you did mine and Canalis’, and you turned us both down, because you wanted to leave.  That’s a realistic possibility, unfortunately.




DR. CANALIS:  I have a question for Nancy. On October 4th, will the summary statements be available?




MS. RION:  I’d like to clarify that the Peer Review process is entirely done by DPH, so Warren would have to --




DR. CANALIS:  So would the summary statement be available on October 4th?




MR. WOLLSCHLAGER:  That’s part of the question that I believe I was tasked by the Commissioner to ask.




DR. CANALIS:  Okay.




DR. JENNINGS:  If I may, Mr. Chairman, there’s just no conceivable way that they’re going to be available on October the 4th.  If that’s the date of the meeting, then the Chairman has to produce and collate the summary of 70 applications.  There’s no way he’s going to get that done the same day as the meeting, as far as I can see, unless he’s even more extraordinary than we already imagine.




DR. CANALIS:  How long is it going to take, because he will receive the summary statement the day of our meeting, or the day before?  




DR. JENNINGS:  Then we have a problem.  One possible --




DR. CANALIS:  Sure, we do.




DR. JENNINGS:  Yeah, I agree.  So one possibility is that we could say if the recommendations of the Peer Review Committee have not been distributed to this committee by a certain deadline, then we should postpone our meeting, and I would suggest that that deadline should be no later than one week prior to October the 17th.




In other words, if we don’t have the full output of the Peer Review Committee to us by October the 10th, then we should postpone, because then we don’t have time for each of us to look at the --




COMMISSIONER GALVIN:  I think that’s quite reasonable.  So it would involve the Department of Public Health getting an estimate and then keeping the Board members informed and having a so-called drop dead date of 10 October.  If we don’t have all the stuff that you need available and in your hands, then we have to change it to the 17th.




DR. JENNINGS:  -- committee members.  I mean I don’t know how much processing you need to carry out at DPH, perhaps not very much, but the drop deadline should be based on when it arrives to each of us.




COMMISSIONER GALVIN:  Is that an appropriate date do you think, Warren?




MR. WOLLSCHLAGER:  Well that’s my wedding anniversary, Commissioner, so it’s a good date, and hopefully not a drop dead date.




COMMISSIONER GALVIN:  Yes, Milt?




DR. WALLACK:  Bob, I think that we’re all saying the same thing, that we want to have a reasonable approach to this, and I think that we ought to let the process go forward, let Warren confirm the dates.  Warren has a good idea now about what we’re looking for.  And you’ve said this, and we’re all agreeable, I think, and that is that if we can’t get the material, we’ll postpone the meeting.  If we can, however, we’ll go forward, and we’ll make our best effort to get it done within a time frame.  




It’s reasonable to then assume, if it looks as though, even with a whole day, or a day and a half, that it’s not going to happen, we’ll make a judgment about how to proceed.  But I don’t know if we should absolutely try to tie that down now.  We don’t have to.  Let’s see how the process unfolds.




With that in mind, I think that the committee did an extraordinary job in bringing us through the whole process of how we should look forward to moving ahead.  Number one, I think that we, the entire committee owe you guys a great sense of thanks for doing that.




The second thing is that I think that with the hour as it is and with the discussion that we had, that I’m comfortable in saying that we’d like to move forward with accepting the guidelines for how we can consider the applications in the expanded version that brings together the clarifications and suggestions put forward over these last three hours.




So I would move that as a motion to accept it with those clarifications and suggestions.




COMMISSIONER GALVIN:  Do we have a second?




DR. LENSCH:  I’ll second that.




COMMISSIONER GALVIN:  Any further discussion?




DR. JENNINGS:  Can we have a defined procedure for how we make those clarifications?  Can I suggest that perhaps Nancy would modify the draft document that Willie has produced and send it back to the Subcommittee members for double checking, and that will then become part of the record, and that will become the thing that we have agreed?




COMMISSIONER GALVIN:  I don’t think there’s any problem with that, assuming Nancy is willing to accept that task.  Willie?




DR. LENSCH:  I would just state that, at this point, I would consider our Subcommittee’s work to be finished, and that it’s really the opinion of the combined committee that matters relevant to the document.




COMMISSIONER GALVIN:  That’s also a fair statement.  There’s been a motion.  There is a motion to accept the recommendations on the floor, moved and seconded, discussion has been completed.  All in favor?




ALL:  Aye.




COMMISSIONER GALVIN:  Opposed?  We’ll let you know by e-mail or electronically as soon as we get the dates.




MR. WOLLSCHLAGER:  We’ll get feedback this week.




COMMISSIONER GALVIN:  Motion to adjourn?




MR. MANDELKERN:  So moved.




COMMISSIONER GALVIN:  Second?




DR. LENSCH:  Second.




COMMISSIONER GALVIN:  Adjourned.




(Whereupon, the hearing adjourned at 4:30 p.m.)
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