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CHAIRMAN COMMISSIONER ROBERT GALVIN:  Okay, we’re going to get started.  I do not think we have a quorum yet.  




MS. MARIANNE HORN:  We have seven from my count, so we do have a quorum.  




CHAIRMAN GALVIN:  Okay.  And Steve is on the line.  




MS. HORN:  We have Steve Latham on the line.  




DR. STEPHEN LATHAM:  Hi.  




CHAIRMAN GALVIN:  Hi, Steve. 




MS. HORN:  And we have Dr. Genel in person, Julius Landwirth, and Bob Mandelkern, Paul Pescatello, and Milt Wallack, and yourself makes seven. And we are expecting Dr. Fishbone to call in momentarily, Dr. Canalis indicated that he would be calling in around 2:00.  




CHAIRMAN GALVIN:  Okay.  And I will call the meeting to order.  We are getting reappointments done. We finally made some progress on that. We are looking and we have a very strong lead for one of the Senatorial appointments, but the person, who sounds very well qualified, is out of the country on a vacation until next -- early next week.  But hopefully we’ll have some good news about that appointment.




Without any further adieu, I will go on to the minutes from the 9/16/08 meeting.  And has everybody had a chance to review those minutes?  




DR. MILTON WALLACK:  Yes.  




CHAIRMAN GALVIN:  Okay.  




DR. WALLACK:  Move to accept.




CHAIRMAN GALVIN:  Okay.  I will second that.  Is there any discussion, deletions, insertions to those meetings, and I’m referring to the meetings from our last minute, which is the meeting on the 16th of September.  And hearing no deletions or additions or changes, I will call for the vote. The vote is simply to accept the minutes from the last meeting.  All in favor indicate by saying aye.  




ALL VOICES:  Aye.




CHAIRMAN GALVIN:  Opposed?  And the motion is carried. The minutes are adapted.




I will go on to -- I changed the agenda a little bit, but we wanted to have a discussion on the Evergen escrow. And perhaps Warren could, or Marianne, do you want to bring us up to date about where we are with it?  




MS. HORN:  Sure. I think we were going to lead with CI actually. 




CHAIRMAN GALVIN:  Okay.  That’s fine.  




MR. DAN WAGNER:  Okay. Well, after last month’s meeting we -- the Committee had decided to give them a 45-day deadline to get their escrow committee in order.  So we relayed that to all the parties involved in the Dr. Lee/Evergen grant.  So -- 




CHAIRMAN GALVIN:  -- which day are we on now for those 45 days? 




MR. WAGNER:  This would be 31, so it was a month ago.  




MR. ROBERT MANDELKERN:  Ten days left. 




CHAIRMAN GALVIN:  Ten days, okay.  




MR. MANDELKERN:  Ten days. 




MR. WAGNER:  So we have discussed it in the Law and Ethics subcommittee. We actually sat down and met with Jack Vue, I believe, from Evergen, who is the sponsor of Dr. Lee.  And we kind of went over what our -- the concerns were of the Committee and of the subcommittee and tried to interact as much as possible with him to get -- to keep moving things along with their escrow creation.




So Chelsey and I -- I’ve also been on the phone with Mr. Fred Fox from Biomed. So Biomed is a company that performs fee for service IRB mostly in the west coast and the southwest.  And they are working with our grantee to create an escrow committee that would serve over this grant.  So we’ve sent out a number of documents and they kind of keep coming and being revised so they’re kind of really kicking into gear now of what they’re doing. 




Their first impression was that if they had a committee initiated that the grant would be funded and then they would grow the committee with the development of the grant. So as the development of the laboratory space and then as they moved into the R&D end of the grant that they would then build their escrow committee to then support the R&D efforts going forward. 




From everybody’s interpretation that’s not really, I believe, where the committee is expecting the escrow to be. So that we’re expediting that process to get the right membership into this Biomed escrow committee and get them kind of moving forward in evaluating the technology and the science that’s going to be done so they can then not only approve that they’re going to be working with the grant, the grantee, but also that they can approve the research and monitor research going forward for this two year grant.




So we’ve -- they’ve provided a number of documents which are, were e-mailed out and some of them are over here on the table.  So the membership of the escrow committee -- and you can look through that, and the names and, for a lack of a better word, degrees that the people hold are on the list. We have two printouts of all the CV’s from these people.  If you want to look through them and see if they are actually the appropriate people. We’ve gotten consent forms, draft consent forms for egg donation.  There are SOP’s and policies rewritten. And what else do we have?  A progress update from Jack at Evergen in determining what -- where they are right now in their development of the escrow committee. And then a couple of e-mails from Fred Fox also kind of expanding on our conversation on the phone. 




So they’re moving forward. I’m not sure if they’re there yet.  They are -- have built up this committee membership.  It’s, I guess, up to the committee or actually the Law and Ethics subcommittee who is meeting tomorrow and hopefully we can touch base on if the constitution of this committee does come up to par with the -- with the national requirements and if we can kind of agree if this is going forward.  




I’m not sure where the discussion should go at this point. I don’t know if we want to extend their deadline till out next meeting. If we want to keep the deadline at November and then we will forward all the information to the committee members as we receive it.  It’s kind of up in the air to the committee at this point. 




So I don’t know if Marianne -- Marianne was in the meeting and Warren with Jack and she’s been at the Law and Ethics subcommittees as well as Julius. And so if they can kind of add anything more or we can kind of open up the discussion.  




MS. HORN:  Just a quick procedural thing, did you say that the consent forms are over here as well?  


MR. WAGNER:  The draft consent forms for the donation. 




MS. HORN:  Okay.  




MR. WAGNER:  And I think they modeled theirs after the UConn consent forms also.  So that also has -- eventually has to go to their escrow committee and -- to be reviewed.  




MR. MANDELKERN:  Whose escrow?  




MR. WAGNER:  It would be Evergen’s or the grantee. So there is multiple names that -- as I spoke with Dr. Genel, so Dr. Lee is the name of the -- 




MR. MANDELKERN:  -- PI. 




MR. WAGNER:  PI. Evergen was the sponsor. So we’ve referred it to as the Evergen grant for the last six months.  But they -- and then they were going to form a non-profit to accept the money and perform the work and the non-profit name is -- 




MR. MANDELKERN:  -- RMI. 




MR. WAGNER:  RMI, Rengentative Medicine International Corporation.  So that’s -- so there is a lot of names and then Biomed is the IRB and they’re also, you know, developing this escrow to support it, just for clarification.  




MS. HORN:  I think the job for the Committee is really to figure out how we’re going to proceed with this information.  It’s still coming in.  They still have time.  Our next meeting isn’t until November 18th, I believe.  So if we could have a discussion about that procedurally.  I don’t have much to add to what you’ve said. Substantively they have submitted additional information.  There are people more qualified than I to talk about whether they’ve met the requirements in terms of expertise, if they’re moving in the right direction in terms of standard operating procedures.  




DR. WALLACK:  Marianne, a question.  By the way you said that am I interpret that you might want to think about giving them until November 18th because if so I’m not comfortable with that, to be honest with you.  


MS. HORN:  No, I think that’s absolutely up to the Committee.  I think it’s possible to hold with the 45 day deadline for submission of materials and the Committee can then decide whether they want to have a special meeting or whether they want to continue with the regular schedule and vote on those materials that have come in by the deadline.  




DR. WALLACK:  Okay, that’s good because the reason I tried to pick up on that was that it’s been six or seven months since we started this whole process and as I recall there have been some other projects that were very, very close in our rating system. And if we’re not going to proceed with them then I would hope that maybe we could address the subject of who we might want to consider at that November 18th meeting and therefore I would want to keep to the -- to answer Dan’s question, personally, I would want to keep to the 45 day period noting, again, that we’ve had this out there for six or so months or more.  So I would be anxious to hold the line on that and not extend any time. 




MR. MANDELKERN:  Dr. Galvin. 




CHAIRMAN GALVIN:  Yes.  




MR. MANDELKERN:  Bob Mandelkern.  I guess the 45 days is sufficient since they got the award on April 1st. But the PI didn’t leave his position in California until June when he came to address us at our June meeting.  We have June, July, August, September. And then they began -- 




DR. GERALD FISHBONE:  -- hello.  




CHAIRMAN GALVIN:  Hello. 




MS. HORN:  Hello. 




DR. FISHBONE:  This is Gerry Fishbone. 




CHAIRMAN GALVIN:  Hi, Gerry.  




DR. FISHBONE:  Sorry, I’m late. I was at the dentist. 




CHAIRMAN GALVIN:  Gerry, it’s more fun than being at this meeting.  




DR. FISHBONE:  What? 




CHAIRMAN GALVIN:  It’s probably more fun to be at the dentist than to be here.  




DR. FISHBONE:  You’re right.  




CHAIRMAN GALVIN:  Unless it’s a root canal.  Okay, welcome.  




DR. FISHBONE:  Thank you. 




MR. MANDELKERN:  Then the PI and Jack, the administrator, showed up at June, July, August, September, which is only about three or four months ago. And I think the whole process slowed down because at the beginning they were looking for UConn escrow coverage and it turned out not to be there. So my feeling is they’ve tried very hard now to find other commercial escrow coverage, which is not very much in supply out there.  Apparently academic escrows are not turning to provide escrow for commercial entities for whatever reasons they do so.  





I think since our last meeting, which is the way I count it 21 days ago or something like that -- no more than that. It’s a little bit more.  They’ve made tremendous progress. They sent in, that I printed out, about 50 pages of CV’s on people whom they are proposing for the RMI escrow.  And even today some additional material came in that Dan referenced me. The bulk of the material that we got from them was only sent out at 5:30 yesterday afternoon, and it was approximately 75 pages long.  




So I think they’re trying very hard. And given the obstacles they faced and the problems they encountered and the absolute uniqueness of the grant that we awarded, which would be a pioneering grant, I think we might consider giving them those extra days until our next meeting. Otherwise we have to set up a procedure of how to review the materials they submit by the end of this month, which would be 45 days and materials are coming in from them daily.  So that’s my point of view. I would be open to the extension. 




CHAIRMAN GALVIN:  Well, I think that there are several questions here and one has to do with whether or not we think what they have submitted to date satisfies our requirements for an escrow.  And I’m not sure that it does and I’ll solicit some further, some further comments on that.  




I have two concerns.  One is that when they put out, when they bid on this or put in their request they knew or should have known that they would have to have an escrow committee prepared.  And I hear some sort of feelings about, well, we’ll just kind of figure this out as we go along.  And that’s not the way we do business with taxpayer’s money.  They should have known or done something before they -- or been approximate to having an established committee before the grant was approved. 




I have some real concerns about in this times of financial retrenchment, we’ve had 800,000 dollars, if I’m correct, for this grant that’s been -- 




MR. MANDELKERN:  -- 900. 




CHAIRMAN GALVIN:  900,000, I’m sorry, close to a million dollars that’s been out there waving in the breeze since April. And it is a very lucrative target to someone in the financial end of state government and we have felt that pinch ourselves with some of our cancer money, which we couldn’t get out the door for various reasons that we thought were various encumbrances the way state government works.  They took it back.  And they’re probably -- you know, there is certainly no reason why they could not take the 900,000 back and say -- and they won’t take it back, they’ll just say, all right, next year we’re going to give you 9,000,000, a 100,000 plus the 900,000, there is your ten million.  So you just lost -- which is a nice way of saying you just lost 900,000 dollars.  




I think we’ve been reasonable with this entity, and we’ve given them a date. And this brings us up, up onto, I think, what April till now is eight months.  Eight months, we’re going to nine and ten months and make it a whole year. I think it’s a very bad precedent. I understand that these folks have had some -- had some difficulties in getting things together, but that’s really not what the Committee is all about.  Meanwhile we’ve had 900,000 dollars sitting out there and that’s more than -- that’s several new investigator grants or, you know, in addition to having the money being in jeopardy by being out in open view, so to speak, or as a target of opportunity we’re also denying that money to people who would have gone ahead with three or four or more projects. And we did turn down some very worthwhile projects.  




So I’m, personally, opposed to giving them any more time than the first of November.  But I think the problem we need to talk about now is what -- given an understanding from some of my colleagues that even with what they’ve submitted to date it doesn’t satisfy our definition of an escrow.  Is that correct?




MS. HORN:  I would be interested in hearing from some of the Committee members and I think from our Ethics and Law subcommittee about what they’ve submitted in terms of the membership and how it’s configured to the expertise.  




DR. JULIUS LANDWIRTH:  I just wanted to make a comment before I get to that more in the line of a question and it’s a procedural one.  And I discussed this with Marianne in the past and that is back in September they received a letter from CLA transmitting the view, the concerns of this Committee, and it itemized five specific concerns.  They tried to address some of those, but in the course of that some other concerns came up and they tried to address those.  




And I’m just wondering whether we need to be a little bit specific about what it would take for them to meet our requirements. Are they required to respond to the official five points?  Can we keep adding more things that we think are not quite right?  Not only in the interest in the fairness, but in the interest of procedural efficacy.  Some of the discussion that’s gone on in the e-mails don’t relate directly to the five concerns that were raised to them in the response they got representing this Committee.  




CHAIRMAN GALVIN:  I would agree with your comments. And I think that one of our discussion points here is how far away are they from meeting our requirements and what would have to happen between the -- today is the 21st, between the 21st and the first of November for them to satisfactorily have an escrow and a set of realistic possibilities in nine days. 




Yes, Dr. Wallack.  




DR. WALLACK:  I think a basic thing, as I looked at it, is that I read the information from Fox fairly carefully, I think. I tried to. And, for example, it says here the grant itself did not directly fund the escrow. There is an implication here that the money that they were going to get would be available to fund the escrow.  I’m bothered, frankly, by the response from Mr. Fox.  I’m bothered by the response. 




And in feeling that way I feel no more comfortable with their position vis a vie the escrow and their understanding and interpretation of it then I did a month ago at the last meeting because it was clear in the RFP. We were very clear about these things that the escrow -- that any funding is dependent upon the escrow being in place.  




Now we had a perfect example of this with one of the grants, Dr. Redmond from Yale.  We had an issue with the escrow.  He went back to the escrow committee at his university. He got approval from the escrow committee.  And we funded -- he is now in line to get his money.  That’s one point.




The other thing is, for example, there is no professor of ethics on the roster. Now one can argue is that a specific, a specifically stated requirement.  However, I would look at it from the standpoint that as we had viewed the escrow committees we have expected that the committee be made up of professors in the area of ethics, bioethics.  We certainly have that at both of the institutions, both Yale and at UConn.




So I am -- I’m not familiar comfortable with what I’m seeing so far.  And very honestly I thought 45 days was very, very generous.  I’m thinking that it was, at this point, overly generous at this point and very honestly I would like to get on with the process of seeing if we’re not going to fund this particular grant, because it doesn’t seem like we’re able to pull it together if we try as hard as we have been trying for six, seven, and eight months now that there are some other very good grants that are out there that we denied funding for that were very close in the estimation of the group that we should go on and now fund those projects. 




So I am not comfortable -- I’m uncomfortable with their approach and I’m not comfortable with extending anymore time.  




MR. MANDELKERN:  Dr. Galvin?  




CHAIRMAN GALVIN:  Yes.  




MR. MANDELKERN:  I understand the points of view that feel that this grant recipient has been rather retarded in its escrow accomplishments. But I would like to make one point that I think it’s important for the Committee to address and that is we have spoken all along of trying to attract worthwhile commercial RFP’s. In the last round of granting we got, I think, a half a dozen, if memory serves me right, five of which were completely out of the sky.  




This, let us remember, is the first commercial entity that we have awarded a grant.  Obviously, commercial entities have difficulties with escrow. They do not have an established academic situation, even though they might have thought they had. And it is difficult for them to get in line.  




I think given the worthwhileness of this grant we should be tolerant because it will set the precedent for all other commercial grants, in my opinion, which we are trying very hard to attract.  I think we should, as Jules said, give them specific requirements in the next, I think it’s 15 days, until the end of the month. And if they meet we should work out a procedure of voting on it, and if not we will vote it down. But I don’t think they should be short circuited because I think it would send a difficult message to all commercial entities.  




CHAIRMAN GALVIN:  Well, I disagree and I think the message that needs to be heard is get yourself together before you apply for a grant and have 900,000 dollars worth of taxpayer’s money sitting on the shelf.  I’m troubled by this.  I don’t know too many urologists or ethicists, maybe there are a bunch, and I don’t -- 




DR. GENEL:  -- are you implying that urologists are unethical?  




CHAIRMAN GALVIN:  Yes.  But I don’t know too many retired school nurses who are ethicists of the quality and the experience that we would like, that we would like to see, although this individual may be a very good person.  But I’m not sure that would meet the Committee’s standards for being an ethicist particularly with the distinguished ethics professors we have here on the Board.  




We need to do business in a business like fashion and we can’t nurse these people along. They knew what the rules were to begin with. Marianne is going to read into the record what their ethic, their escrow committee was supposed to be.  




MS. HORN:  This is a -- I’m quoting from the latest version of the NAS guidelines.  And I have extra copies up here of the pre-publication copy.  It’s the same language that has been in every version all the way along. But it says, “an escrow committee should include independent representatives of the lay public as well as persons with expertise in development biology, stem cell research, molecular biology, assisted reproduction, and ethical and legal issues in human embryonic stem cell research.”  So it doesn’t -- it doesn’t say explicitly it has to be a professor of ethics, but it does say you have to have expertise in ethical and legal issues in human embryonic stem cell research.  




DR. LANDWIRTH:  And that’s not -- and they tried to respond to that by saying that people will have taken training and courses which most of us wouldn’t equate with expertise, but they -- so it -- but this discussion actually does relate to one of the five items that were in that official letter, it’s the first one.  So to the extent that they don’t respond to that they’re not responding adequately. 




CHAIRMAN GALVIN:  Right.  




DR. FISHBONE:  Commissioner?  This is Gerry Fishbone.  




CHAIRMAN GALVIN:  Yes, Gerry.  




DR. FISHBONE:  One of the things that concerns me about this whole situation -- because this is not just a grant to do some research, this is a grant from the core.  And I think that the requirement of the core is to produce cell lines that other people would be able and happy to use.  And one of the things that bothers me is with all the questions about the escrow issues is whether they would be able to fulfill what their goal is.  You know, they’re not just going to do research in a specific thing, which would be one question.  But -- the core and the cell lines that other people would use. 




And I think since we’re having so much trouble with some of the issues and the questions of the ethics it would make me very concerned that even at this point to fund them because I don’t know where -- what they would produce would be something that would be useable by other people.  That’s what we were really approving was their ability to do that.  




CHAIRMAN GALVIN:  Points well taken.  I think we have told them they have 45 days.  And I guess, Marianne, we’re bound to give them that much time?  Or can we look at this now and say there is no way there is going to now, between now and then, they’re going to bridge the gap.  




MS. HORN:  I don’t think we can make that determination right now. We did give them 45 days and voted on that.  I think we could take a look at what they submit at 45 days and then meet, have the time in between the 45 days, and the next meeting to do the review and think about what they’ve submitted and come in the November meeting ready for an up or down vote and further discussion.  




CHAIRMAN GALVIN:  I’d rather arrange to perhaps review this telephonically. I have some very real fears that this money is going to go away.  




MS. HORN:  Certainly an option to have a special meeting. 




CHAIRMAN GALVIN:  I mean if I were sitting and looking at it and say, well, here is 900,000 you didn’t spend and so next year I’m not going to give you ten, I’m going to give you 91 plus 9.  And you can’t grip about that because you didn’t get -- because what they tell me you didn’t get three million dollars out the door, that three million dollars is part of your seven million for next year.  So -- and so you’ll get the ten million next year, but ten million, 900,000 of the ten million is going to be this grant that you did it so long.  




MS. HORN:  I think November 1st is a Saturday. We could set up a meeting for the -- perhaps the Tuesday after that for a special meeting if the Committee is in agreement with that.  




MS. CHELSEY SARNECKY:  That’s Election Day. 




MS. HORN:  That’s Election Day. 




CHAIRMAN GALVIN:  Should we do it on the Monday?  




MS. HORN:  If we can get a quorum, yes. 




MR. WAGNER:  I don’t know does that provide enough time if the documents come in on Saturday, at the latest, are we going to have enough time to review the documents prior to a Monday meeting?  Probably not.  And I would say so probably later in the week to have everybody review it. We can get, you know, input from Julius and his -- I mean -- 




CHAIRMAN GALVIN:  -- I am very concerned as the calendar year winds down that somebody doesn’t take the money back.  




DR. PAUL PESCATELLO:  What’s the procedure for moving on from this to the other grants that we’ve looked at? 




MS. HORN:  We did have a reserve list. 




DR. LANDWIRTH:  The other grants in the wings, how do we do that?  




MS. HORN:  Yes, we had a reserve list that we voted on and there were two senior investigators and one seed grant on that list.  




CHAIRMAN GALVIN:  So I think we agreed we would take them sequentially. 




MS. HORN:  They were prioritized according to the score.  




DR. PESCATELLO:  Based on their review -- on their -- 




MR. MANDELKERN:  -- can you project, Paul, what was your -- 




DR. PESCATELLO:  -- I was just asking what the procedure was -- if the grant we’re talking about was rescinded and we have to move on the procedure to go to the next approved grant. I mean it sounds like we had -- we’re all set to go.  So I would just make the comment too that, you know, we are a pretty robust and large program, at this point, in terms of numbers of grants out there.  




CHAIRMAN GALVIN:  Yes.  




DR. PESCATELLO:  And it’s not uncommon for this to happen.  You know, for a grant to be extended, problems with the investigators and then it is essentially is rescinded. 




CHAIRMAN GALVIN:  Yes.  




DR. PESCATELLO:  In fact, I think having only one is a pretty good track record. 




CHAIRMAN GALVIN:  I think we should make -- I think we should make a decision before the next meeting so we can get the other grants -- money out to the other grants. I really don’t want to see this money sit there beyond the end of the calendar year.  




DR. GENEL:  Commissioner, may I make a suggestion?  




CHAIRMAN GALVIN:  Yes.  




DR. GENEL:  I think Bob makes a very valid point in terms of the concern about discouraging commercial ventures.  But I think the point has also been that there was ample time to provide us with a satisfactory escrow.  I think one thing we could do is defer funding of this grant and put it into the next review cycle, let it compete with the next items that come in presuming that they do have an appropriate escrow committee and move ahead and fund the alternatives that we already chose at the last meeting because we’re almost, we’re almost going to be in the next funding year anyway.  




CHAIRMAN GALVIN:  Yes.  




DR. GENEL:  So I would if we’re committed to 45 days well then let’s do that, but I think we could agree that -- I would recommend this as a strategy for moving forward.  




CHAIRMAN GALVIN:  I think that’s an excellent suggestion.  




DR. WALLACK:  Can you clarify exactly how would you want to do it then?  




DR. GENEL:  Well, what I’m saying is that since we’ve funded the grant but it’s just they do not have an escrow that or I’m assuming they do not have an escrow that we’re satisfied with.  One can -- one can just move the funding into -- not the funding, but move the approval into the next cycle and put it in to compete with the next cycle of grants.  In other words -- 




DR. LANDWIRTH:  -- would they be competing or would they have -- 




DR. GENEL:  -- no, I would say you would have to compete with the -- a reapplication.  




DR. LANDWIRTH:  Invite a reapplication, I mean it could be in this day and age with electronics it’s pretty easy to recycle what you’ve done before, but move ahead and move on the other grants.  




CHAIRMAN GALVIN:  I think we have to give them the 45 days.  




DR. GENEL:  Yes. 




CHAIRMAN GALVIN:  But then move ahead.  I would agree with that.  Yes, Bob.  




MR. MANDELKERN:  Mike, I think the point is the grant has been awarded.  We awarded that grant on April the 1st.  However, we have held back funding because they haven’t met escrow requirements.  




DR. GENEL:  Oh, I’m aware of that.  




MR. MANDELKERN:  Which are incumbent on every grant we award has to meet escrow either from UConn or Yale, which is the only other place we’ve ever awarded a grant. So it’s not -- they can do what they want about applying next time given their experience, of course.  But we have to work out a procedure, it’s not about awarding the grant but funding the grant by November 1st.  I think that’s the essence of the question. 




CHAIRMAN GALVIN:  Milt?  




DR. WALLACK:  I understand we awarded the grant based upon the escrow.  However, as I’m sitting here now for three months of meetings I don’t understand why there can’t be a consideration of rescinding that action. I mean, yes, we voted to fund it.  But personally I’m not so sure I wouldn’t be in favor -- I would be in favor, I believe at this point, of rescinding it. I think no one really picked up very much on what Dr. Fishbone put on the table before.  And I think that’s a very, very important part of this discussion, which frankly until I heard it from Gerry I hadn’t thought about, but now that I did it -- and I address this to Warren and to Marianne, almost a large percentage of the activity that we are involved with, the IASCR, the Interstate Alliance, has to do with this very subject.  And that’s the usability of lines between various states.  




We have in the various eleven states and all the other people involved that’s a prime consideration for us.  Gerry puts that on the table in consideration of the validity of this whole application. And I think that it’s something that is very important and it could influence, at least me, personally in wanting to make that consideration of rescinding the action that we took in April.  




DR. GENEL:  Well, the action was contingent on an appropriate escrow committee, wasn’t it? So I mean I don’t know it’s semantics.  




DR. WALLACK:  Right.  




MS. HORN:  I agree with you, Milt, that it does raise some issues, but we gave them 45 days and I think that we ought to let that time play out.  Look at all the materials that come in and then set up this special meeting. I think we just need a motion to put that into place.  And then certainly that could be something, a feeling of whether this Committee meets the criteria or not.  




DR. WALLACK:  Just the mathematic thing, Dan, is the 45 days the Friday, this makes a difference when you can get the material out, or the Saturday? I think it’s the -- 




MR. WAGNER:  -- it would be a Saturday. 




DR. WALLACK:  Are you sure? 




MR. WAGNER:  Does it say in the letter? I don’t seem to have the letter with us.  




DR. WALLACK:  Because I just counted the days on my calendar and depending upon when the calendar is starting it could be Friday.  




DR. GENEL:  Friday what?  




MS. HORN:  The letter just said 45 days from the September 16th meeting. 




MR. MANDELKERN:  It would be 45 days from September 16th.  




MR. WAGNER:  I’m not sure that it makes much of a difference if it comes in Friday night at 8:00 or Saturday night at 8:00.  I don’t think -- we’re not going to be there to disseminate it out to everybody at 8:05  




CHAIRMAN GALVIN:  14 and 31 are 34.  




MR. WAGNER:  Yes. So we would -- I mean the latest everybody would see it first thing in the morning on Monday.  You know, two days we go past -- you know everybody can vote and read what they submit and then we can get together on Wednesday, if that’s appropriate, or as soon thereafter, I guess, what I mean when it’s always trouble getting everybody in the same line. But we can do it as soon as possible after that I would imagine that Wednesday.  




DR. WALLACK:  So then could we move that we make ourselves available for that phone consult, phone conference on Wednesday, November 4th? 




MR. MANDELKERN:  Yes, well make a motion. 




DR. WALLACK:  I’ll move that we make ourselves available for a meeting at 1:00, a teleconference, on Wednesday, November 5th, if that suits the Chairman’s schedule.  




CHAIRMAN GALVIN:  No, this is important enough to change my schedule. I’ll second that motion. Now, the motion on the floor is to have a vote on whether we will rescind this grant to move forward with it on the 5th of November and all -- their 45 day period actually ends up at the close of business on the 31st.  




DR. WALLACK:  Right.  




CHAIRMAN GALVIN:  Okay?  16 from 30 is 14 plus 31 is 45.  So we would expect the materials that we’re going to review or take into consideration will be logged in by the close of business here in Connecticut on the 31st.  Okay?  




DR. PESCATELLO:  We have a meeting on the 18th, can we get electronically whatever information is submitted by whomever first.  Can we also have on the agenda for the 18th the follow on or the project that we would fund in lieu of this project. 




CHAIRMAN GALVIN:  That’s what I thought we were going to do, but I think we need to come to a decision about this particular entity before we move on to figure out what we’re going to do.  




DR. PESCATELLO:  I think we know what we’re going to do and I’m going to be surprised if we -- we could do it all on the 18th and also fund the next -- 




CHAIRMAN GALVIN:  -- well, I think the sooner we make this decision the better off -- I wouldn’t want it to -- it’s just something I’m not comfortable with getting much -- you know, we, as you recall, some -- I’ll be with you in a moment, Bob, some considerable discussion of whether to give them 30 days or something. I thought the 45 days was quite generous, perhaps overly generous.  




But now we’re pushing up against a time period where I think we have a very -- you know if I had to explain this to the legislative body they would say, well, why don’t you just do it next year?  Why are you giving these guys grants -- wait a minute now, this is December by the time we get around to getting on track why are you giving these people grants in December that you should have given them in April?  And I’ve sad this several times, but the knee jerk on that is we’ll just roll the money over into the next year.  And not rolled over so you’re going to be dispersing 10.9, but so that you’re going to be dispersing 900 plus 9.1.  I think we have a realistic -- there is a lot of consternation about short falls. And I think the fact that we haven’t spent this money, the interest on 900,000 dollars for eight months is a lot of money in these times. 




Go ahead, Bob. 




MR. MANDELKERN:  I would like to speak in support of the motion that’s on the floor and that’s been seconded that we have a special telephonic meeting on Wednesday, November 5th to determine the final determination of this grant award.  And that once that is done we can then decide whether we go elsewhere or not.  I would speak strongly in favor of that.  I was a proponent of more time, but we reached a consensus of 45 days. I think we should hold to that consensus, which is what the motion says.  




CHAIRMAN GALVIN:  Okay.  




DR. LANDWIRTH:  Just a point of information, it’s again a procedure one, and that is on the basis of what information before us will be making a determination at that meeting that we’re now discussing. Are we going to -- are we just waiting for completion of the submission or responses to what they’ve been asked to respond to, or will there be some interplay between CI or a subcommittee between now and then?  Or is that over and now they’ve finished with their responses, we review it, and make a determination?  




CHAIRMAN GALVIN:  I think that’s an excellent question and we still have a motion on the floor, but I think that’s very a clarifying point. And if I was -- if I thought I was going to get 900,000 dollars and now I began to realize that maybe I won’t I would probably want something to say here is why you didn’t get it, or here is what -- you know, we got to this stage and we got your documents from the -- from -- what’s today the 21st?  




MS. HORN:  Yes. 




CHAIRMAN GALVIN:  From the 21st to the 1st and we decided that we weren’t going to give you the money.  And I think my question would be, if I were from the entity that this did or didn’t get the money I what did I have to do that I didn’t do?  Or why didn’t you tell me, you know, I had to do this?  I would have done it somehow in that ten-day period.  So I think we have to, unfortunately, we’re spending a lot of time on this issue, but I think it’s a crucial one as we move forward and I think we have to have some idea of what is -- what is that we’re looking for.  Is it something that Julius would be comfortable with, or I’d be comfortable with, or I’d be comfortable with?  So I think we have to -- I think we’re looking to see if the escrow committee, as a whole, is what we expect it to be. But I don’t think we’ve said, we’ve outlined what would have to happen for it to meet those expectations. 




DR. STEPHEN LATHAM:  Steve Latham.  




CHAIRMAN GALVIN:  Yes, Steve. 




DR. LATHAM:  When we do make that evaluation I notice that in some of the exchange with Fred Fox from Evergen he has the impression, that he might have gotten it understandably, that the nature of our complaint is that there isn’t an ethics professor on the escrow.  Of course the national guidelines and the UConn, as he points out in his letter, the UConn guidelines for escrow membership don’t actually require an ethics professor. They require adequate ethical expertise to do the job.  




But I think we have to be pretty careful in the way we talk about this. If we end up having a complaint about the makeup of their escrow, it would have to be in the nature of a complaint about whether they have adequate expertise on the escrow plus questions about the procedures the escrow and the ability of the escrow to oversee the research and so on. I note, for example, that Paul Stowe, the urologist, who is listed as an ethicist may well, in some way of reckoning, you know, there is not a rule determining this sort of thing, anybody is free to call themselves an ethicist in some way, but he may count as an ethicist because if he’s the same person I think he is, he’s involved in hospice care in Oregon and he was part of a compassionate care group of physicians who worked against the assisted suicide law in Oregon because they thought it might compromise hospice care at the end of life.  He’s a urologist and a hospice specialist. 




Well, being involved in the debate about assisted suicide in Oregon may make you an ethicist in one way or another.  I don’t think it qualifies you to oversee a stem cell core.  So we have to be very careful how we talk about these things. I have been unable to find out anything about Phu Ku Yu, who is another person listed as an ethicist, has a webpage, but there is nothing on it all about ethics. And Holly Stowe, who I can’t find anything about. I wonder whether Holly Stowe is any relation to Paul Stowe, the urologist?




But in any case, we have to be careful. We’re talking about ethical adequacies -- not in any particular title or degree.  




MS. HORN:  Paul, this is Marianne, I agree with you on that there is no explicit requirement in the NAS guidelines, but there is a requirement for expertise in legal and ethical issues related to human embryonic stem cell research.  You don’t have to be a professor, but certainly more than a little training or ethics that doesn’t necessarily relate to human embryonic stem cell research. 




DR. GENEL:  Right, that’s the key, related to stem -- I mean being an expert on hospice care may not necessarily correlate with that. 




DR. LANDWIRTH:  But that can be a pretty specific guideline for them. 




DR. GENEL:  That’s right.  




DR. LANDWIRTH:  We’re not interested in their academic rank, we want to know what experience they’ve had.  




DR. GENEL:  Right. 




DR. LANDWIRTH:  In working in the ethics aspect of stem cell research.  




DR. GENEL:  Right.  




DR. LANDWIRTH:  Put it on a CV, if it’s not there, they don’t qualify. We don’t have any -- 




DR. LATHAM:  Can someone from CI tell me what do those little red dots and X’s on the column CV on the list that they’ve supplied of the members of the escrow?  




MR. WAGNER:  I believe it was just if they had received the CV’s in or not.  The more current one that we’ve printed out here, it has CV and then the page number, which the -- you know, we have 47 pages worth of CV’s and it just mentions which page number that CV starts at.  And we can provide those. 




DR. LATHAM:  You have the CV’s of those folks before you.  




MR. WAGNER:  We do have two copies of them printed out correctly.  




DR. LATHAM:  Okay.  I’d be interested in seeing the CV’s of the people who are listed as ethicists, if you could get them to me somehow. 




MR. WAGNER:  Yes.

(Multiple conversations.)




DR. LANDWIRTH:  They weren’t send out with the other CV’s. 




MR. WAGNER:  Oh, that one is pending. Those are both pending.  




CHAIRMAN GALVIN:  Steve, do we have an obligation to tell these folks what parameters we’re going to use to make our decision?  




DR. LATHAM:  Well, we certainly have an obligation not to mislead them. I mean we shouldn’t -- I don’t want them to have the impression that Mr. Fox seems to have that we’re talking about being an ethics professor because that would be embarrassing because I’m not sure that there are ethics professors as such on the UConn escrow, for example.  But we do -- I mean I think we have said what the guidelines are and we’re looking at the National Academy guidelines and that requires adequate -- I have it in front of me, but I can’t find it now.  




DR. LANDWIRTH:  Expertise.  




DR. LATHAM:  Well, what is adequate expertise in these areas?  Medical and ethical expertise -- so I think we have told them what the criteria are and we’re reviewing who they come up with for suitability. 




CHAIRMAN GALVIN:  So it would be reasonable to communicate to them and say that from the information we have to date we cannot make a determination as to the suitability of this escrow committee and we need more CV information and more actual experiential detailing before we can consider this properly?  




DR. LATHAM:  I think that’s quite fair.




DR. FISHBONE:  Commissioner, Gerry Fishbone. 




CHAIRMAN GALVIN:  Yes, Gerry. 




DR. FISHBONE:  He mentioned in his letter that they’ve all had CI and TI training. I’m not that familiar with that, but is that adequate to say somebody has the training in ethics that’s needed? 




CHAIRMAN GALVIN:  Well, that’s nice and in a former life, back when you were a boy in knee pants, I was an advanced cardiac life support instructor.  But that did not make me a cardiologist or an invasive cardiologist, it meant I could teach this course with recurrent recertification. So just having the course, and I taught a lot of people, doesn’t mean, you know, being able to talk the talk doesn’t mean you can walk the walk.  


DR. FISHBONE:  What I’m concerned with is there seems to be a lot of unease about this whole escrow thing and the impression I got was that the person handling the escrow committee for this grant, a lot of stuff is, you know, relating specifically to the grant.  Do you think that if he comes back and says, well, I found an ethicist to put on the committee are we all going to feel comfortable going forward with the funding of this grant?  I mean there seems to be a lot of uneasiness about the whole thing -- it isn’t just whether they have a professor of ethics.




DR. LANDWIRTH:  That’s exactly the point I’m driving at and we had that -- that was the tone of our discussion at a subcommittee meeting. Are we really saying that it’s almost impossible in, at least around here, with the universities not wanting to play with the actual entities, for a commercial entity to get approved? Are we fundamentally saying then that we ought to just not dance around it?  




MR. MANDELKERN:  Well, but it’s in the RFP. 




DR. LANDWIRTH:  Well, I understand that, but -- 




MR. MANDELKERN:  -- it’s in the new one. 




DR. LANDWIRTH:  Right.  




DR. FISHBONE:  I mean it maybe a fact that no company can get an escrow committee.  




MR. MANDELKERN:  Where?  




DR. FISHBONE:  In Connecticut.  




CHAIRMAN GALVIN:  May I just ask, did we review the committees at Yale and UConn?  




MR. MANDELKERN:  You know that’s the point that I was just going to ask.  Have we vetted the escrow entities -- have we reviewed their credentials? 




MS. HORN:  They did not come to the committee. That was done at CI.  




DR. LATHAM:  I would add that CI, TI training is required of all the researchers at UConn and for membership on the IRB it’s probably required for the escrows too.  




MR. MANDELKERN:  Right.  




DR. LATHAM:  But that’s not what we’re looking for.  




MR. MANDELKERN:  Right.  




DR. LATHAM:  I think that Mike Genel’s suggestion is perhaps not a bad one that -- 




CHAIRMAN GALVIN:  -- well, I’m only saying -- 




DR. LATHAM:  -- if we’re just saying all we need you is for you to come up with a name of an ethicist and we’ll give you the money that concerns me. And I would also feel that if there was a way to say reapply with all of your ducks in place including, you know, ethics committee in the next year’s grant review that, to me, would seem like perhaps a better way to go. 




CHAIRMAN GALVIN:  Or on the other side I’d argue, there is a lot of money here at stake here and so these -- you know, these folks are not going to go gently into the night and say, well, we didn’t do too well.  I think they’ll contest the fact that we haven’t outlined exactly what we want and that we’re holding them up to standards that are designed for academic institutions.  And whatever we do I think we have to indicate to them is that in our considerable experience we’ve looked at this and we feel that you’re short here or short there. I think we all, most of us have an uneasy feeling and I think that we -- in the purpose -- in the -- to preserve the idea of fairness that’s one thing, but for 900,000 dollars these guys are not going to roll over.  And so you will hear from them again in some way or other.  




MR. WARREN WOLLSCHLAGER:  Can I go?  




CHAIRMAN GALVIN:  Yes, go ahead, Warren. 




MR. WOLLSCHLAGER:  Just a question to CI. The letter that went out, Dan, articulated five specific --- 




MR. WAGNER:  -- listed five points, correct. 




MR. WOLLSCHLAGER:  So we have already done that. Now, I guess you can talk about the degree of specification, but we represented in a letter from CI the five concerns raised by the subcommittee to the advisory committee.  




MR. MANDELKERN:  Who got that letter? 




MR. WOLLSCHLAGER:  Evergen. 




MR. MANDELKERN:  It wasn’t circulated to the advisory committee.  




MR. WOLLSCHLAGER:  No, I guess it wasn’t circulated.  




CHAIRMAN GALVIN:  I think that -- I know the letter went out, but I think they need to have another letter giving them fair warning because that’s the -- that will be -- it’s always having worked for an insurance company as a consultant for ten years it was always you didn’t -- the thing is you didn’t give me fair warning and you weren’t -- you weren’t exact about what I needed to do. Tell me what I need to do so I can get my 900,000 dollars.  




MR. MANDELKERN:  Dr. Galvin?  




CHAIRMAN GALVIN:  Yes.  




MR. MANDELKERN:  If Dr. Wallack would accept an amendment to his motion that he seconded so that we could move forward -- 




DR. ANN KIESSLING:  -- this is Ann Kiessling. I’m sorry I’m late. 




CHAIRMAN GALVIN:  Hi, Ann. Nice to have you.  




MR. MANDELKERN:  I would suggest the following amendment.  That we stick to the base of the amendment that there will be a specially convened meeting on November 5th and that -- and that we authorize Marianne Horn, as counsel, to specifically communicate as soon as possible the requirements that we are seeking to substantiate the escrow so that we can move ahead or not.  


So if that amendment is acceptable we’ve covered a lot of bases. We have a time frame. We have  a specific requirement from Marianne Horn to go to them defining what we’re looking for and commuting that out as soon as it comes to CI or DPH, and we have a basis. If you would accept that amendment.  




DR. WALLACK:  I have no problem with the essence of the amendment except that the only thing I would reword, and I would accept it this way, that the recommendation be made to the Chair, Dr. Galvin, and for him to designate how the response will be, go forward.  




MR. MANDELKERN:  How what?  




DR. WALLACK:  How the response would then go forward.  It would be his decision to then do it. 




CHAIRMAN GALVIN:  Yes.  




DR. LANDWIRTH:  And I can add just a bit to that amendment that is that the -- matters of the communication by Marianne with Evergen apply not only to the structure and operating procedures of the escrow, but the other points that were in that letter including, for example, we told them there was not enough detail in how they’re going to conduct oversight over the research.  I think to give them some idea as to what enough detail might be or at least what guidelines to follow.  




CHAIRMAN GALVIN:  Okay, I think -- I think you’re certainly on the right track.  I think that they -- whatever we say to them has to be preferenced, prefaced by the fact that the group is considering rescinding your grant.  To date we have not received the kind of information we need to make an informed decision with CV’s, experience. I called -- I think we should say, I call to your mind the established -- 2.0 established of an institutional embryonic stem cell research oversight committee in particular that portion that states independent representatives, lay public, persons of expertise in developmental biology, and legal and ethical issues in HES stem cell research.  




I think we should lay that on. I would be glad to send that out to them, lay it out, and in order to properly consider your interest.  I don’t want to say anything -- you know, go out and hire somebody who is professor of ethics and we’ll give you the money. 




DR. PESCATELLO:  They have not completed their response to our request, correct? 




MS. HORN:  Correct. 




DR. PESCATELLO:  So why don’t we just let them have their time and then respond -- it looks like it’s going to be adequate. I mean I would perform any duty to respond as they submit things. I think normally you just wait until they state here the date we gave them or when they say they have submitted -- they feel they’ve submitted everything in response to our request. 




CHAIRMAN GALVIN:  I would tend to agree with you except that they will shoot back and say, you weren’t specific enough and I just needed another ten days.  And they will mount a legal attack to get the 900,000 bucks. So if you’re going to lose 900,000 bucks and you’ve got to hire a couple of attorneys for a total of 50 grand and you think you’ve got a shot at saying, well, it was unclear and whenever contractual arrangements are unclear, as the lawyers in the group know, it’s always in favor of the contractee.  And so we’ll end up probably dispersing the money to them at sometime after a long bru haa haa.  




So I think they have to know why this is not as good as it should be now. What would I -- what -- what they’ll say is you don’t tell me what I had  to do. I did what I thought was right and you said it was wrong. I think when we consider it we may say, you know, we just, as a group, enough of us have a good enough feeling about this. We’re going to move ahead and implement the funding, or enough of us are unsure about it and we’re not going to do this this time.  We invite your reapplying in a year.  




DR. GENEL:  Well, one can respond to the e-mail correspondence which I think is what’s prompting a lot of this discussion.  So one can respond by clarifying this apparent misunderstandings and so forth. I think that would get you away from the problem of perceiving to sort of add more requirements. You’re just -- 




CHAIRMAN GALVIN:  -- I think the bottom line is if you don’t do this to our satisfaction we’re not going to give you the money.  




DR. GENEL:  Well, right.  And that could -- and you could remind them of the deadline.  




MR. MANDELKERN:  The deadline is November 5th.  




MR. WOLLSCHLAGER:  Just a question for the Committee, I mean it’s really your call as to what you see as inadequate, but the only thing that has been brought to our attention for a letter is the composition specifically whether or not -- and it may -- whether or not the identified ethicist is an expert. Are there any other concerns?  




CHAIRMAN GALVIN:  I don’t see a lot of human embryonic stem cell research experience here. 




MS. HORN:  There is one as an alternate. 




MR. WOLLSCHLAGER:  I mean if we’re going to go and identify stuff then I think it’s incumbent on some of the process that the -- 




DR. WALLACK:  -- why can’t Dr. Galvin or his designee, whoever he designates to do this, go by the -- reiterate the NAS guideline, which talks specifically about the very subject that you bring up? 




MR. WOLLSCHLAGER:  Well, we can do that, but my question is is composition now the only concern of the Committee? 




MS. HORN:  Because that was Bullet No. 1 in the letter that was sent out.  




MR. WOLLSCHLAGER:  There is five bullets. 




MS. HORN:  Membership does not include members with expertise in developmental biology, stem cell research, assistive reproductive -- and that -- it went on to talk about the lawyer and it wasn’t clear about what his legal and ethical expertise was in stem cell research. So those were fairly clearly specified in that first letter that that wasn’t adequate.  So I appreciate Warren’s concerns that you need to give us a little bit of information about what you’d like to have in the letter beyond reiterating what we said in the first place.  




CHAIRMAN GALVIN:  I certainly have the feeling that this Committee was thrown together -- thrown together at sometime several months after they were awarded the grant.  And I get the feeling that for some reason they didn’t think this was a serious consideration that they were going to be able to dovetail onto the University of Connecticut’s committee or something like that.  And now what we’re seeing is sort of a flurry of activity and I think we have to be very careful that we tell them that here is what we don’t understand, here is what we need clarified.  And here is the additional information we need, and maybe we need to say failure to provide this will result in -- will result in jeopardizing your grant.  




DR. GENEL:  Rescinding. 




CHAIRMAN GALVIN:  Rescinding it, yes.  




DR. KIESSLING:  I have a couple of questions, if I may, about this.  I understand that you’re now talking about the escrow committee.  




CHAIRMAN GALVIN:  For Evergen.  




DR. KIESSLING:  Can you hear me? 




CHAIRMAN GALVIN:  Yes.  




DR. KIESSLING:  Okay.  I can’t -- for some reason I can’t hear very well today. There is a lot of crackle that’s happening. But I looked through the committee’s -- in the e-mail attachments that I had I didn’t see any indicating that these people had actually had a meeting.  




CHAIRMAN GALVIN:  Well, I get that -- Ann, I get that impression that this is sort of quickly put together and not functional yet, maybe I’m wrong.  




DR. KIESSLING:  So this just came in yesterday?  




MR. WAGNER:  Right.  Yes, they have not voted on the grant as of this point. They’re still trying to get the composition of the group to -- in order to then meet -- you know, get all the paperwork in from the grantee and go through the grant, the research of the grant.  




DR. KIESSLING:  Okay.  I must say I am quite disappointed in this response because I thought that by now this group would have found a committee. I actually tried to find a committee for them and was unable to do so, but I didn’t realize that they were going to wait until the day before we met again to come back with some kind of response. I think that’s pretty disappointing.  




CHAIRMAN GALVIN:  I think that’s a common sentiment.  Paul?  




DR. PESCATELLO:  Why don’t we just wait until they’re finished with their submission? Have staff pass around the package of their response to all of us, and collect our comments, and then presumably prepare a draft response for us to approve on November 18th. I mean it’s going to take that amount of time. And then -- and in that draft response to give some sense of why we’re -- it looks like at this point why we’re declining or why we’re rescinding -- it also creates a record that we have enough deliberation and spent enough time. But it also -- I think we’re just going to get into the cat and mouse thing if we respond. 




CHAIRMAN GALVIN:  Yes.  




DR. PESCATELLO:  We’re also creating a precedent for other grantees that we’re going to respond to all of their different questions along the way, which I don’t think we want to do. I don’t think we have the capability. 




CHAIRMAN GALVIN:  I think that’s well spoken. I just think maybe we have a duty to Warren, you know, that this is -- 




DR. PESCATELLO:  -- I think we have, I think the letter -- 




CHAIRMAN GALVIN:  -- that’s good, that’s good.  Bob. 




MR. MANDELKERN:  Dr. Galvin, at this point I would like to call the question with the amendment that Dr. Wallack -- 




DR. WALLACK:  -- the adjusted amendment that the request for that letter be -- go through Dr. Galvin. 




MR. MANDELKERN:  Yes.  




DR. WALLACK:  And I would think it should come from you, Bob, unless you’re uncomfortable with that.  




CHAIRMAN GALVIN:  I’m not uncomfortable. 




DR. WALLACK:  And whoever helps to write is something else, but I would accept the amendment with substituting the name of Dr. Galvin for Marianne.  




MR. MANDELKERN:  Based upon your original motion that there will be a special meeting on the 5th.  




DR. WALLACK:  Right.  




MR. MANDELKERN:  To finalize this question. Is that your motion? 




DR. WALLACK:  Yes, that’s it. That’s the substantive.  




CHAIRMAN GALVIN:  And I hope I can, with your permission, include that no further extensions. 




DR. WALLACK:  And no further -- that there will be no further extensions.  




CHAIRMAN GALVIN:  No further extensions. Can I have another 72 hours? Can I have another week? 




DR. WALLACK:  Right, there will be no further extensions.  




CHAIRMAN GALVIN:  Okay. Great. The motion is seconded and on the floor.  It has been discussed and all in favor of the motion on the floor? 




ALL VOICES:  Aye.




CHAIRMAN GALVIN:  Opposed?  The motion is carried.  




MR. MANDELKERN:  One request, Dr. Galvin?  


CHAIRMAN GALVIN:  Yes.  




MR. MANDELKERN:  I would appreciate if the Committee, as a whole, could be advised of these letters that go out to the grantee because these five conditions that were mentioned today are completely new to me and I read everything that comes through.  




CHAIRMAN GALVIN:  We will send an electronic copy to all of you and I think we have to have some way of noticing that November 5th meeting to the general public. We’ll have to take care of that. Yes.  Now, Warren, would you like -- go ahead. 




DR. WALLACK:  You may not be comfortable with this would it be possible to at least consider whether or not we want to be in touch with the next one or two, whatever potential grantees who are in the bull pen and let them know that there may be a reconsideration? I understand what I’m saying is problematic, but listen to -- my point is this that if we were to notify them we would notify them with the idea being that if they still wish to be reconsidered, if they still wish to be reconsidered we would request that you get your escrow approval in place so that it be there for November 18th. That way we can, if they want to be reconsidered, we can act on the 18th and not have to worry about carrying into the next year. That would be -- that’s the motive behind my request. 




CHAIRMAN GALVIN:  I would be concerned that Evergen would say you already made up your mind. 




DR. PESCATELLO:  Right.  




DR. WALLACK:  Okay.  




CHAIRMAN GALVIN:  It’s a prejudgment. 




MS. HORN:  We can make the decision, Milt, on November 18th should we want to and the escrow approval gives them the funding, releases the funding. 




DR. WALLACK:  Got you, okay, good point. 




CHAIRMAN GALVIN:  Okay, Warren, did you want to discuss the extension of the UConn and Yale? 




MR. WOLLSCHLAGER:  Sure, I’ll be happy to -- it’s in your materials that Dan and Chelsey sent out to all of you. There is a letter that was submitted and jointly signed by Mark LeLonde and Hiatham Lynn requesting pretty much a generic extension of funding for, Marianne, it’s 19 -- 




MS. HORN:  -- 12.  




MR. WOLLSCHLAGER:  Oh, it’s 12, 12 seed grants.  And the letter, hopefully you all have copies of it, if not there is copies out here, Dan?  




MR. WAGNER:  Yes.  




MR. WOLLSCHLAGER:  Okay. Basically the letter -- 




CHAIRMAN GALVIN:  -- I think, Warren, you mean an extension of the time frame over which the original money is going to be dispersed. 




MR. WOLLSCHLAGER:  Correct. 




CHAIRMAN GALVIN:  Yes.  




MR. WOLLSCHLAGER:  And the generic explanation or rationalization for it was that the majority of the awardees had delays in starting their projects and now that the projects are underway it would inhibit the investigators if they were forced to abruptly end their research during this time frame.  I’ll just say that based on some internal conversations we’re looking at -- and the language that exists in the contracts that these entities hold I would think that the Committee would at least want to consider whether or not they want to require individual PI’s to provide both a rationale for why they need an extension as well as, you know, something that’s more specific to each entity. It just seems very strange that this body would grant the generic extension of expenditure for 12 entities without requiring them to come forward and explain why.  




CHAIRMAN GALVIN:  And I originally looked at this and said, I didn’t really care if it was on the fly. And I said, well, they have some start up problems. And then when I looked at it when Warren called it to my attention do we really want to give blanket approval, I mean all our grants from one entity to another. I mean maybe we should just send a ten million dollar check and let them -- the place hash it out about who gets what.  I think this is a little too close for comfort.  And they need to be split out institutionally and I think we need to -- exactly why. And that’s an awful lot of -- I mean these are experienced entities, you know, and you think they’d be a little more nimble. I mean I -- let’s just say Quinnipiac University, who hadn’t done this and was, had a little trouble getting started because they were on unacquainted, but I mean we’re looking at two major institutions and they‘re having trouble getting on track with millions of dollars worth of grants.  




So I -- I’m not comfortable with it that way and I think that puts us in a real bind. It does really put us in the position of making it look like every year we give some money and we give 60 percent to Yale one year and 40 to UConn and the next year it’s 50 and 50 or 48 and 52.  I think we need to get this in a little different format.  




DR. GENEL:  Well, I’m just thinking you wouldn’t be happier if they wasted the money, would you? 




CHAIRMAN GALVIN:  No, we don’t want them to waste the money, but I think -- 




DR. GENEL:  -- I mean in order to meet the deadline. 




CHAIRMAN GALVIN:  Yes.  But I mean, you know, two or three total or four, you know, a dozen is an awful lot. I think what bothers me is that it looks like it’s a single entity getting the money or a co-op getting the money. And, no, I wouldn’t -- 




DR. ERNESTO CANALIS:  -- Commissioner? Would you be more comfortable if each individual grantee would send a letter justifying a carry over of funds?  




CHAIRMAN GALVIN:  Yes.  




MS. HORN:  A revised budget.  




DR. CANALIS:  Well, sure, whatever. 




MR. WOLLSCHLAGER:  And I think that goes to the language of the contract that they hold. 




DR. CANALIS:  Yes. The blanket is what seems to be distressing.  




CHAIRMAN GALVIN:  Yes.  




MR. MANDELKERN:  Also it’s not generic, Warren, in the sense to me that there are seed grants, 11, and then there is a two and a half million dollar core.  So there is a sharp demarcation there.  




CHAIRMAN GALVIN:  Yes.  




MR. MANDELKERN:  In the request of extension.  Dr. Canalis has a point instead of blankets let’s get individual coverages and then we can vote. And I think we should request in time so that we can consider them before the November meeting. 




CHAIRMAN GALVIN:  Right.  Okay. 




MR. WAGNER:  I have just a question since we’ll be -- 




CHAIRMAN GALVIN:  -- yes.  




MR. WAGNER:  Interacting with the universities, just in communication, is there a deadline that the Committee wants, requests for extensions to be in by?  




CHAIRMAN GALVIN:  By the next meeting. 




MR. WAGNER:  By the next meeting. Okay 




MR. WOLLSCHLAGER:  I guess in advance of the next meeting. 




MR. WAGNER:  In advance of the 18th. 




MR. WOLLSCHLAGER:  Yes.  




MR. WAGNER:  Okay.  




CHAIRMAN GALVIN:  Okay.  The seed 2008 fiscal reports, CI. 




MS. SARNECKY:  There is just -- it’s just a short quick update.  We have received all of the 18 month fiscal reports that were due. We’re in the process, Dan and I, of reviewing these reports for completeness.  And then we’re going to get our review over to DPH so you guys can review that as well. 




And then we also have coming up an annual report for Mark Carter’s grant.  I think it’s,  off the of my head, 06 SDA 02.  So that’s his annual report coming -- I think it’s due next week? 




MR. WAGNER:  Yes. 




MS. SARNECKY:  Is it?  Next week so then we’ll have to go through the process of reviewing it on our end, DPH, and then the two advisory committee members who had that grant would review it. But we can -- I can send that stuff out to those specific members. 




And that’s pretty much it for the 18 month fiscal reports.  




MR. WOLLSCHLAGER:  It will be interesting to look at the 18 months compared to this list of requested extensions.  




MS. SARNECKY:  It will be. 




MR. WOLLSCHLAGER:  How it matches up. 




MS. SARNECKY:  So that’s all I have for that.  Should I go on to the next one? It’s just a short update on the RFP.  The RFP has been posted on the website, the DAS website and I think DPH, you guys have that on your website as well. 




MR. WOLLSCHLAGER:  Yes.  




MS. SARNECKY:  We’ve distributed it to the universities, previous applicants, and the letters of intent are expected to be in by the end of the month. 




MR. WOLLSCHLAGER:  We sent those to the hospitals as well. 




MS. SARNECKY:  Yes.  




MR. WOLLSCHLAGER:  As we did last year. I think we also sent it to CASE and to CURE, not yet, CURE we did.  I see it’s on your website anyways. 




DR. WALLACK:  That’s the end of October, Chelsey?  




MS. SARNECKY:  I’m sorry. 




DR. WALLACK:  The end of October they have to be in?  




MS. SARNECKY:  The letters of intent, yes. 




MR. WOLLSCHLAGER:  Okay.  Yes, that’s done.  Do you want to just review No. 8 while you’re on it here?  




MS. SARNECKY:  Yes.  




MR. WAGNER:  The target dates?




MR. WOLLSCHLAGER:  Yes. 




MS. SARNECKY:  So under target dates we have October 31st is when we are expected to receive the letters of intent.  And then December 8th is when we will be receiving the full proposals.  




MR. WAGNER:  And then we go back up to No. 7 there it’s a presentation format from Yale and UConn, there was discussion in this Committee and also the strategic subcommittee regarding possible technology updates or presentations by some of the grantees and we just kind of wanted to discuss how we wanted that, what kind of format we want to do that, what -- if we wanted to do it here in these meetings.  If we wanted to do it at the universities.  




We thought possibly we could bring the Committee to the, maybe the core at UConn and the core at Yale, have the Committee members get the big grand tour of the place and see where your money is being utilized. And then possibly hold the meeting at their place of work, and then have a handful of their researchers provide a presentation of whatever it is we want. A 15, 20 minute presentation of what they started with, what they’re doing, where they’re doing, how is it going to be useful to society.  What are the next steps?  I don’t know, I just -- we just needed to flesh that out a little bit more if we want to go to the universities and ask them to do that for us.  




CHAIRMAN GALVIN:  Okay, if we do that we should pay for our own refreshments out of stem cell funds.  




MR. WAGNER:  Right.  




CHAIRMAN GALVIN:  We don’t want to go down to UConn or Yale and accept anything from them. 




MR. WAGNER:  Right.  




CHAIRMAN GALVIN:  Not even a drink of water.  




DR. PESCATELLO:  I think the question is the location is what works for -- what will work for all of us in terms of -- 




MR. WAGNER:  -- what do you guys want? What would we want to do?  




DR. PESCATELLO:  It would be a burden to go to Yale and UConn or is it better just to stick with, like a CERC location?  




MR. WOLLSCHLAGER:  I guess the first question is do folks have an interest in going to see the core facilities?  




CHAIRMAN GALVIN:  I’d like to see them, but I’m on the state payroll so -- 




DR. PESCATELLO:  -- and you’re a taxpayer. 




CHAIRMAN GALVIN:  And I’m a taxpayer. 




DR. KIESSLING:  I would like to see them. 




CHAIRMAN GALVIN:  Okay.  Yes, I think that would be fine. 




MR. WAGNER:  All right, maybe we could work with some of the universities to set that up and we might have to move maybe the scheduled date to make it -- accommodate it with the universities. 




CHAIRMAN GALVIN:  Sure. 




MR. WAGNER:  But we’ll be in touch with everybody to try to get the majority of the people to that, to see if that will work out for us.  




CHAIRMAN GALVIN:  Just make sure if there is any -- if it’s like even this little lunch here that -- what I do is if somebody gives us a lunch I send them a check and pay for it.  So we need to pay for it and say, Yale gave you -- and UConn gave you ham and cheese and so you’re more timely disposed towards -- you like the Chardonnay at Yale better than the Burgundy at UConn.  




MR. WAGNER:  And then -- 




CHAIRMAN GALVIN:  -- let’s make sure we don’t get into that kind of bind about, gee, they wined you and dined you and you gave them a little extra consideration.  




MR. WAGNER:  Sure.  We’ll take care of that. And then in terms of the presentations from the researchers what would we -- what -- from a research point of view what would you like to see?  Would you like to see pure science? Would you like to see an overview? It’s up for the Committee I don’t -- I mean -- 




CHAIRMAN GALVIN:  -- well there are some scientists here and on the phone who know this stuff. I don’t. When you talk about triple gene, I just got through taking a course of -- so I know probably a little bit more than I did a couple of weeks ago, but triple gene deleted mice, etcetera, that’s not something I deal with.  It’s kind of like I think more of a general point of view and where might this lead.  




MR. WAGNER:  Okay. 




CHAIRMAN GALVIN:  And we can talk about things of a more applied nature, at least for me.  I know Dr. Canalis is well versed and I’m not sure that most -- an expert on gene deletions and -- acid change. I can get him up to speed.  




DR. WALLACK:  Are you going to get me up or is Ernie going to get me up?  




CHAIRMAN GALVIN:  Ernie will do a tutorial the night before.  




MR. WAGNER:  So we will get in touch with them and we’ll work with DPH, obviously, to coordinate this and then try to get everybody as much time, heads up as possible.  See if they’re able to do that, but we’ll go from there, I guess. 




MS. HORN:  Okay. And for members who aren’t able to come or chose not to you’ll have a phone in place for them to join the meeting? 




MR. WAGNER:  Yes, if the phone is available, I’m sure it is. I think we funded video conferencing at Yale, so we could probably utilize that and what not at UConn.  And I’m sure they have space phones that we can use our codes and utilize that. 




DR. PESCATELLO:  Commissar, can I just make a comment?  




CHAIRMAN GALVIN:  Certainly. 




DR. PESCATELLO:  Since this came of the strategic planning committee, so I think too part of what we’re looking for is, just so this is -- this is for the public, these are public meetings. So it’s for the public.  But I think it’s geared for the sophisticated layman. And also I think something that came out of our meeting was that a lot of these -- a lot of what we’re funding is for basic research and to the extent that the investigators can explain that even though this is basic research why it is important to feature clinical applications or how it’s important to study clinical application.  




CHAIRMAN GALVIN:  Okay.  Any public comment?  




DR. CANALIS:  Can I talk about escrows in general because I don’t know if I am in conflict. Apparently when I walk in I am in conflict.  




MS. HORN:  No, and I do -- 




DR. CANALIS:  -- with something.  




MS. HORN:  I do want to put on the record that Dr. Canalis is not excused from the Evergen That was my mistake.  




DR. CANALIS:  But I was totally out of it intentionally.  




MS. HORN:  Yes.  




DR. CANALIS:  But, you know, I run an institutional review board and the policies and procedures of an IRB are easily about a 100 pages.  And when we talk about escrows in general I don’t think the composition is the only element that we need to look at.  We need to know how they operate.  And they need to have detailed operational procedures.  You know, what are the -- I’ll give you some general examples, criteria to approve how they relate to the IRB, how they relate to the committees.  You know, what federal guidelines there may be that they need to follow. They need to tell you. It’s not like I am an escrow, bingo. 




You need to tell people exactly, you know, even for an IRB we have to fulfill criteria and we have to meet all these criteria. And if we’re going to take this seriously, there needs to be criteria established that this can or cannot be approved.  So frankly the composition is one piece.  But we need to know, you know, it could be the greatest composition under the sun and they could approve anything just because they had great composition. 




So as we evolve in this kind of business, you know, I think that we need to be very cautious about how various committees operate.  




CHAIRMAN GALVIN:  Yes, I think that’s really a very -- a superb discussion that you’ve begun and my several years in the state government and my own department I’ve seen committees put together with just absolute -- everybody is just as credentialed as they could possibly be and well known. And they just don’t have a very good way of operating and they don’t know quite how they’re supposed to operate.  And what I see is that a lot of these committees get big name folks who never come to the meetings.  And so they send -- you know, they’re looking for you and you’re busy so they send me and I’m not -- I’m just there representing you and I don’t really know quite what’s -- quite what I should know to be on the committee. 




And I think it brings to mind a philosophical concept about if you and I, both being well intentioned gentlemen and Mike, went out and decided we would put together an IRB how would we be able to convince anybody that the IRB knew how to function unless it had some time and some give and take, you know, to be able to determine how it would function.  And I would believe that somewhere in the not to distant future that there may be entities who wish to develop IRB’s, and for want of a better term, market their services to individuals who are not encompassed by some other IRB.  I’m not sure. But I’m not sure how you do that and how you get a track record if you -- it’s kind of that thing about you really need more experience Dr. Canalis, but I can’t hire you until you get more experience.  




DR. CANALIS:  If you allow me, Commissioner, IRB’s are registered with the federal government. 




CHAIRMAN GALVIN:  Yes.  




DR. CANALIS:  I do not know about escrows. 




CHAIRMAN GALVIN:  Yes.  




DR. CANALIS:  So the federal government has a right to buy into an IRB and look at the operations of these IRB’s.  If they’re not registered then we have an additional concern that there is no oversight about all these particular committees operating.  If they’re registered would be reassuring, and frankly I do not know. There are also some, you know, there are some commercial escrows out there, I think the western IRB now offers escrow services, and that is a very reputable entity and maybe they are willing to assist other escrows with preparing policies and procedures that are more acceptable. 




CHAIRMAN GALVIN:  I would think you would need to deal with them -- if you’re going to put one of these together you’d need to deal with an established entity so you’d know what you’d have to do to put one together and make it functional. I think my understanding is that Evergen thought they could use the University of Connecticut for that purpose and the liability issues pretty much precluded that.  And I think you bring up some interesting topics. 




DR. CANALIS:  I was talking in general. 




CHAIRMAN GALVIN:  Yes.  




DR. CANALIS:  I think whenever we accept an escrow we should require their operational procedures and maybe the ethics subcommittee, I’m not trying to dump this on the ethics subcommittee, but they should make sure that these policies and procedures are indeed acceptable. Or maybe we should consult with somebody who says, you know, these policies and procedures are indeed in line with escrows of major universities in the country.  Otherwise we’re going to be left sort of, you know, a little bit open to criticism.  




CHAIRMAN GALVIN:  Is there a publication that would outline these things?  Has anybody -- 




DR. CANALIS:  -- I can look.  




CHAIRMAN GALVIN:  Yes.  




DR. CANALIS:  I can look on line and I can call the western IRB.  




MS. HORN:  I did follow up on your suggestion earlier in the summer at least and did not find that they had an escrow. Stanford University is putting together one. It won’t be ready until next year. And the best guidelines I could find were on California’s website. They do have some guidance. They’re not a 100 pages, for sure.  




DR. GENEL:  You mean CIRM?  




MS. HORN:  Yes, CIRM. 




DR. GENEL:  I think these are general guidelines.  




MS. HORN:  Yes.  




DR. CANALIS:  You could require your policies and procedures to follow all the items in the guidelines.  That’s why Stanford is taking such a long time because it’s not that easy. It’s easier to find new bodies then to come up with very clear operational procedures and what can be approved and what cannot be approved.  




MR. WOLLSCHLAGER:  If I may.




CHAIRMAN GALVIN:  Yes.  




MR. WOLLSCHLAGER:  You had mentioned CIRM, they’ve started an audit process.  Obviously they have a lot more research hospitals than we do or research institutions than we do, but they’re actually sending in folks to do, spend up to a day, mostly a half a day, and they insist on meeting with the members of the escrows, the PI’s, and they’re not really looking at the science as much as they are looking at how is everything -- how does everything come together in this institution.  And there was some suggestion about trying to come up with something similar. I think, we do have an obligation to audit the folks who are getting all the money.  And not -- as well as the escrows.  




DR. CANALIS:  Our IRB, for the record, we do not renew without auditing an investigator ever because they can tell us anything up front, we just want to make sure that they follow through. 




MR. WOLLSCHLAGER:  Right.  




DR. CANALIS:  So you know the problem with escrows is that they just started to exist and we don’t have a good grasp.  But we’re going to have to come up with some basic requirements.  I mean theoretically they’re more serious than IRB’s, right?  




MS. HORN:  No, I think that’s a very good suggestion.  We realized when we had the commercial IRB we were running into that.  And we’ll have to look whether we could do guidelines or whether we have to do regulations as a state body, if it’s applicable to all situations we’ll have to do regulations. 




DR. CANALIS:  I’ll look a little bit more into it, but, you know, I know IRB’s far better than escrows so I don’t have a good grasp for escrows. 




CHAIRMAN GALVIN:  But sometimes you can get a law clerk involved.  




MS. HORN:  That would be excellent. 




CHAIRMAN GALVIN:  Yes.  




DR. CANALIS:  What?  




MS. HORN:  Get a law clerk to do some research.  




CHAIRMAN GALVIN:  We have law clerks in the organization sometimes three or four a semester and they’re always looking for a project.  They’re usually at the end of the first year of law school and we have one now who is, I think, in his last year of law school. But they like to get into these things where they can work up -- we had one of them who is very interested she wanted to publish and she got interested in human trafficking and actually published an article in a  Connecticut medical journal. But they’re always looking for things to sink their teeth into.  




DR. GENEL:  Well IRB’s have been around for 35 years.  So there is a body -- so there is a body of work that has been built up over the years.  So -- and there has been a greasing federal oversight. So the escrows are entirely new based primarily on the NAS guidelines.  




CHAIRMAN GALVIN:  We have to get a little smarter on this stuff. Dr. Wallack. 




DR. WALLACK:  So two things, that will be in the document that we’re sending back, the procedural request as well hopefully?  I mean can we incorporate some of Ernie’s comments about the operational procedures that we’d like to see how that will function? 




CHAIRMAN GALVIN:  I don’t think we can ask that group for anything more than we’ve already asked them because they’re hard up against the deadline. I think -- 




DR. WALLACK:  -- okay. 




CHAIRMAN GALVIN:  What we’ve specified is enough.  




MS. HORN:  They apparently do have some standard operating procedures. That’s come in and I haven’t had a look at.  




DR. WALLACK:  Can we look at that then, at least? 




MS. HORN:  Sure.  




DR. WALLACK:  The other thing is to Warren, Marianne, especially to Warren who is Chairman of IASCR, would this be something -- we talked about it last time and I think you reacted in the affirmative. But this probably underlines even more so the need to maybe have IASCR look at the development of escrows for institution as well as commercial entities.  I mean are you comfortable with -- 




MR. WOLLSCHLAGER:  -- sure. We can certainly put it on the agenda.  




DR. WALLACK:  That would be great. 




CHAIRMAN GALVIN:  All right, if there are no other comments for the general good of the organization. One more.  




MR. WOLLSCHLAGER:  Sorry, just informational, we just hired -- we’re excited we got a new peer reviewer in one area that we’re very weak in was neurology.  And we got the Chair of the Department of Neurology at Rockefeller, Steve Goldman.  




MR. MANDELKERN:  Out of where, Warren? 




MR. WOLLSCHLAGER:  He’s out of Rockefeller, and really credentialed. He -- as I say, he holds a Chair and last year Dr. Winer was the only neurologist on the committee, so they really -- he got overworked. So we’re excited about having another one. Thanks. 




CHAIRMAN GALVIN:  Okay. 




MS. HORN:  If anybody would like a copy of the NAS guidelines I made some extras up here.  This is the most recent version. 




MR. MANDELKERN:  The guidelines for what? 




MS. HORN:  The NAS guidelines.  




MR. MANDELKERN:  Those are the amended ones? 




MS. HORN:  Yes, the 2008 amendments that incorporate the IPS materials.  




DR. GENEL:  Move to adjourn. 




MR. MANDELKERN:  Second. 




CHAIRMAN GALVIN:  See you next month.




(Whereupon, the meeting was adjourned at 2:40 p.m.)
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