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COMMISSIONER ROBERT GALVIN:  All right. We’re going to open the meeting.  We have a quorum of members and I am going to skip to Item 4 once we begin. However, I will make some opening remarks.




We are going to have with -- Attorney Owens and Attorney Horn are going to discuss the recent legislative decision. I will give you sort of a quick summary.  And the summary is that because of some -- of considerations on the -- on the Ethics Commission of the propriety of some of us voting on some -- on proposals which may affect institutions with whom we have an affiliation there was a question as to whether we would have a significant number of -- on certain votes whether we would have a significant number of our panel available to vote.  This was discussed with a group from both -- from both political parties and representatives of the Governor’s office and myself.  




The decision was made to enlarge the size of the panel.  And there was some discussion about whether we were going to have three more people or five more people or eight more people. And the larger number one out. And the process will be very similar to the previous one in terms of the Governor Rell’s office will have two appointments.  The Speaker of the House will have an appointment. The President Pro Tempore of the Senate will an appointment.  And the majority and minority leaders of each party will each have an appointment for a total of eight. Two to the Governor’s office, two to the leaders in the assembly, and two to each of the in party and the out party.  




We have, at the request of the Governor’s office, forwarded a list of individuals who are qualified, to the best of our knowledge, and would be willing to accept an appointment and who have no discernable connection with either Yale University or the University of Connecticut. This -- the list we sent is by no means exclusive and if there are those among you who have candidates you think are viable and appropriate or if there are people in the room who feel that they are interested and qualified I would advise you to contact either the Governor’s office, Speaker Amman or President Williams’ office or the party headquarters depending on whether you’re a liberal or a conservative and express your interest. To the best of my knowledge at the present time none of those appointments are -- have been firmly decided upon. So this is the time for individuals who wish to present their case to come forward to present that case to the legislative leaders or the Governor’s office.




The other part of the proposition simply said that we can sit on -- those of us sitting on the Board, who have direct and financial connections with either of the two medical schools and universities can sit on the panel, but there will be certain propositions for which we can’t vote. But we’ll get into that a little bit in detail after we consider a couple of other things.  


First of all, I would like you to look at the meetings of our minutes -- meeting, which was on the 22nd of March of this year.  And if there are any deletions, additions or changes we will take care of that at this point.  Have you all had a chance to review this?  Hearing no direction to change, or add, or subtract to the minutes, I would entertain a motion for approval of the minutes of March 22, 2006. 




MR. MILTON WALLACK:  So moved. 




COMMISSIONER GALVIN:  And a second, please? 




MR. WILLIAM LENSCH:  Second. 




COMMISSIONER GALVIN:  Is there any discussion?  All in favor indicate by saying aye.




ALL VOICES:  Aye.  




COMMISSIONER GALVIN:  Opposed? The motion carries. The minutes from the 22nd of March meeting of the Stem Cell Committee are accepted.  




Before we begin discussing Topic 4, are there any individuals who would like to introduce themselves who are visitors?  Sir?  




MR. ROBERT MANDELKERN:  I would just ask if the speakers could speak more loudly. It’s difficult. The acoustics around the back wall are very difficult to follow the remarks.  




COMMISSIONER GALVIN:  Yes, sir, we’ll take care of that.  Any other -- okay. 




Let us begin.  We would like to -- I would like to skip to Item 4, a discussion of proposal instructions and the proposed intellectual property statement.  I had thought that Mr. Rakin was going to present today. I presume he’s either going to be delayed or had something occur to him that is preventing him from coming to the meeting.  However, I will -- we did a good deal of telephonic communication about this matter and I will try to share with you the gist of what happened since I’m one of the other committee members.  




There was a good deal of back and forth on this issue about intellectual -- to what financial extent would intellectual property be assessed.  Bearing in mind that the fathers-- the voting fathers of our state have very nicely awarded -- potentially awarded a 100 milling dollars. But there is -- there is another part of that which is that there is expected to be somewhere along the way development of products and economic developments.  And things may and should occur at some point which -- where there would be an income producing vehicle and that we wish to establish the fact that the people or the State of Connecticut would like to be able to recoup their investment, their 100 million dollars plus reasonable interest, etcetera.




And so the -- we went back and forth about what’s a fair assessment on intellectual property and how is that defined. And it’s very difficult to define it.  We asked a couple of agencies with whom we deal recurrently if they help us.  And we had some -- and some folks who came forward and wanted to help us develop this proposal but wanted what we felt would probably be an excessive amount of financing to develop an intellectual property initiative.




We have had the award of $200,000 from the legislature in order for the Department of -- to continue to operate and to be involved with the program.  Some of the -- some of the suggestions we received were on -- were a $100,000 or more to help us with the intellectual product. And we thought that was not where we wanted to put our investments and our efforts at the present time.




And the variation was between one -- one percent. There was a suggestion of 25 percent. There was some other discussions of varying amounts of percentiles between one and 25 and some very intricate ways of trying to assess different fees on the first 100,000 dollars of an intellectual product and then less on the second or on the first million and less on more than that.  Suffice it to say that we settled on 5 percent, which seemed acceptable to the Committee and seemed reasonable. 




Now, it’s 5 percent -- is 5 percent the appropriate percentage? Should we have a gradual system?  Should we ask for more?  Should we ask for less?  How are we going to separate out the original allotments of funding from subsequent investigatory funding and other fundings, etcetera, etcetera?  And it gets very complex. And we need to explore this a little further.




The bottom line appears to be that no one really expects any significant intellectual product to be generated out of the first series of grants. And that as we develop this concept we want to -- we want to do two things. We want to make sure that the state gets their money back or at least gets a shot at getting their money back on the one hand. And on the other hand we don’t want to level -- leverage a very burdensome type of intellectual property tax on institutions and make it unappetizing for them to want to participate in one or more of the projects.




So the language that is developed will be for this series of contracts. We may want to change it as we get more and more knowledgeable about stem cell and stem cell developments. As several people have said, it’s really a little untoward to expect that some -- that something is going to happen in the next six to nine months to develop a product that would suddenly have a great deal of financial benefit to the individuals or institutions involved in the state.




I wonder if -- we have added the intellectual property clause to the contract and I wondered if Attorney Horn would read it for us.  




MS. MARIANNE HORN:  Sure. What we added to the proposal from last time is the language that followed after the first paragraph and Paragraph C on page seven of the proposal.  The first paragraph puts in the statutory language that all applications should contain some proposal about what the benefits are going to be to the State of Connecticut as a result of any patents -- or similar rights.  




And what the Committee developed was, and I’m quoting here, “in evaluating proposed arrangements it is expected that at a minimum the State of Connecticut shall be entitled to a 5 percent share of royalties and other incomes directly resulting from any covered invention conceived and reduced to practice with financial contribution from the state’s grant”. And then it goes on to define what covered invention is pursuant to the patent rules, federal patent rules.  




“All such covered inventions shall be promptly reported to the Department of Public Health”. This language does establish a floor. It’s an expectation that all of the applications should come in with -- meeting at least this level. And it does give the Committee some room to negotiate should we see some grants that are a little different than we are anticipating seeing at this point. And then as the Commissioner was saying, when we move along and develop the application for the next set of grants we will have an additional opportunity to look at this language and see if it meets all of our needs.




MR. MYRON GENEL:  So you do not feel that you are setting a precedent by the language that is here.  


MS. HORN:  Well, I think in some ways we do, but I don’t think it’s anything that is cast in stone.  The application obviously as this moves forward, this whole program moves forward will be, I would imagine, slightly different each time it goes out.  




COMMISSIONER GALVIN:  I think to discuss this we’ll have to make a motion to adopt this part of the -- this part of the proposal.  




MS. HORN:  That’s right. I’m not sure quite where we left off at the last meeting. I think we had -- Attorney Salton, we had a motion to adopt the entire proposal and that the intellectual property would be the only outstanding item. So I guess a motion would be along the lines of adopting this as the final item on the application.  




MR. HENRY SALTON:  I think there is also a format that’s still left open as far as keeping one of the attachments.  




MR. GENEL:  Well, if I -- it would help in this discussion move the acceptance of the statement on intellectual property.  




COMMISSIONER GALVIN:  Do I have a second on that, please?  




A VOICE:  Second. 




COMMISSIONER GALVIN:  Okay. Discussion?  




MR. CHARLES JENNINGS:  If I may, so this will become a more formal policy when we actually award the grants.  This is a call for applications. The applications will be reviewed.  We will decide which ones to fund. Once we’ve decided which ones to fund we will have some sort of formal agreement with the recipient institution and presumably at that point we will embody the sharing arrangement in some more formal sense.  Is that correct?  




MS. HORN:  Yes.  




MR. JENNINGS:  So that’s another opportunity for us to make changes if we thought there was a reason to do so even on this first round of grants. 




COMMISSIONER GALVIN:  Yes, I think that’s a correct statement.  




MR. JENNINGS:  Thank you. 




MR. SALTON:  Again, the statute requires that the proposals coming from the community have to include a proposed arrangement.  




MR. JENNINGS:  Yes.  




MR. SALTON:  On intellectual -- 




MR. JENNINGS:  -- the proposal -- 




MR. SALTON:  -- yes.  It just says, all you bidders put something in your proposal that will address a return to the state.  




MR. JENNINGS:  Yes.  




MR. SALTON:  We have just said in this instruction -- set of instructions, that’s all it is, that the expectation, to give a guideline.  




MR. JENNINGS:  Right.  




MR. SALTON:  It may be that all of the contracts come in and say we’re going to offer you 7 percent. 




MR. JENNINGS:  Right.  




MR. SALTON:  Okay. Or they may say 10 or two.  I mean we have -- 




MR. JENNINGS:  -- sure.  




MR. SALTON:  And it may be that part of the evaluation process, if you have everything equally balanced on two proposals you might go with a -- right. Now, I doubt that’s going to be the case.  But, you know, I’m sure they’ll all be fairly unique proposals. 




MS. HORN:  There may be other ways that this language can be met and we wanted to leave that open so that people could be creative with what they supply, but these are guidelines to the community. 




MR. JENNINGS:  Right.  Thank you. And if I could just clarify the exact reading of this it says, “shall 5 percent of -- other income directly resulting from any invention conceived and/or used to practice with financial contribution from the state’s grant”.  So in principle this statement would apply even -- so our financial contribution might still be only 1 percent of the total cost yet it is still a contribution and we are still asking for 5 percent of all royalties and incomes from -- 




MR. SALTON:  -- well that would be something that the bidder would address in their proposal. 




MR. JENNINGS:  Yes.  




MR. SALTON:  If someone -- it could very well be that we’re covering 75 percent of the total cost and they’re still going to offer us 5 percent.  And if someone said I’m going to go below 5 percent because 99 percent of the funding for this project will come from other sources and I’m only taking $10,000, which represents 1 percent and therefore I only want to offer the state on their $10,000 investment .27 percent or something like that. 




MR. JENNINGS:  Yes.  




MR. SALTON:  And it would be something that would evaluate as part of evaluating the bid.  So you have context in the bid, the proposal to make that determination. 




MR. JENNINGS:  Yes. This is an expectation, not an irreplaceable requirement.  It’s an invitation to make a determination. 




MR. SALTON:  Yes. 




MR. GENEL:  Well, if I may, I think it’s pretty hard to know what the percentage is going to be in advance.  You only know what the percentage that was applied from say the state funds after the fact. So I think it’s very -- I think it’s literally impossible for anybody to project what percentage of the cost of an invention yet to be identified is going to be derived from state funds.  I don’t see how you can do that.  




COMMISSIONER GALVIN:  I’ll get you in a second, Diane.  




MR. WALLACK:  I think just picking up on what Mike said, there was a whole discussion about the need to unbundled, not to unbundled on the complications inherited in what Mike alludes to.  And I think that the Committee felt that what we needed to do is have a system in place that literally incentifies the investigator and incentifies the institution and also creates some possible inherent benefit to the State of Connecticut and does all of this in a relatively simple way understanding that this is just a base entry point and we can always modify as we go forward. So I think that’s why the wording is the way it is.  




COMMISSIONER GALVIN:  And I think that the people of the state are entitled to a -- bona fide the effort for us to recoup the 100 million dollars plus the four and a half or five percent of per annum interest that an annuity of that size would generate. So it’s a considerable amount of money and we thought that to put in a reasonable proposition around which we can bargain and make changes as necessary was appropriate.  There was some -- there were some talk about 25 percent, which we thought would be a disincentive. And then there was some sliding scale things about so many percentage on the first million and less on the second and less on the third, nothing after the fifth million.  




It appeared to be very premature and awkward to try to figure out this particularly if our -- the state’s contribution was going to be a part of several different contributions then to try to figure out what percentage of the first million was -- did our 100,000 dollars go into the first million or the second million or did it go across all ten million or somebody else’s investment. So we thought this was a good start. It’s very difficult to find people who can give you a very concrete answer to what’s a rather diffused question.  Dr. Krause?  




MS. DIANE KRAUSE:  Yes, thank you. I’m Diane Krause from Yale and I appreciate your letting me speak into the microphone.  So I had two questions about this. One is my understanding is that we could write -- or I’m not sure I would have anything to do with writing this for Yale -- 




COMMISSIONER GALVIN:  -- you might.  




MS. KRAUSE:  But to the extent that the Connecticut Stem Cell Funds were used for this invention, 5 percent would go to -- so if half the project ended up being funded than, you know, 5 percent of half of the income would go. So we could simply say to the extent that it is funded by the Connecticut Stem Cell Fund.  




MR. SALTON:  You can submit any proposal you want.  There must be a proposal as part of your application -- 




MS. KRAUSE:  -- I’d want to make sure that it fits with this. So I’m hearing that it does because if I said 1 percent, which there is no way I could know what it would be, if I say to the extent to which it was funded then that leaves it open to if a 100 percent comes from the state then it would all -- the whole 5 percent of the total -- you think that would be acceptable verbiage.  




MR. SALTON:  I think the question would be -- I mean it’s -- I think it would be inappropriate for me to say to you this is a good way to put it or that’s a bad way to put it.  You have to -- all I think the Committee was trying to do is I think in the original workup on this, the first paragraph people felt that leaves absolutely no -- there is no guidance in that. It just says, submit something.  And there was a concern that people would have no -- no sense of scale on what the demand of the State of Connecticut would be on return of its investment. 




So I think the Committee has come up with just sort of giving you the ballpark of what they would think is a reasonable expectation. Whether that’s what -- what you want to base the 5 percent on would be something that you would have to include as part of any bidder would have to include as part of what they think is going to make the bid attractive to the Committee.  So this is attractive and this is unattractive, it’s sort of not an appropriate guidance at this point unless we reduce it into writing and put it into the instructions.  




COMMISSIONER GALVIN:  I think what you’re saying strikes me as being reasonable that if somehow you got a two million dollars from -- or an entity got two million dollars and they put in eight million of their own that the -- what the intellectual property would apply to monies which came from the Stem Cell Funding as distinct from monies which may have come from an internal or an external source, a foundation, or the like. And that strikes me as reasonable.  




MS. KRAUSE:  Okay, thank you. And then I have a second question just that I don’t understand the statement, describe the plans and time line to protect the intellectual property.  What is meant by that, the time line to protect the intellectual property?  




MS. HORN:  Well, I think if you have -- perhaps, Dr. Rakin, you have an idea of that language.  


MR. MARK HOROWITZ:  Time line, is that -- 




MS. KRAUSE:  -- I don’t understand what you mean by describe a plan to protect -- I mean describe a time line to protect the intellectual property.  




MR. HOROWITZ:  It says for licensing the technology. You use the word, protect. Am I looking at different phrases?  




MR. JENNINGS:  You must be looking at -- 




MS. KRAUSE:  Yes, describe the plans and time line to protect intellectual property. 




MR. HOROWITZ:  -- oh, okay.  Okay, but then it carries on to say describe the plans and time lines for licensing, okay.  So I think to me the first one is that you’re actually going to -- when you’re going to file your balance and you expect to submit the formal -- the formal applications to protect the intellectual property.  Right?  That’s what I think. 




COMMISSIONER GALVIN:  Dr. Canalis. 




DR. ERNESTO CANALIS:  -- creating the language for the applicant?  NIH usually does this, you know.  You provide a language that is congruent with the Connecticut state statutes and, you know, and they can modify it to some extent, but otherwise I think that for the event to provide is going to become an issue, is it within the Connecticut state statutes, it is not, you are to provide the appendix is that unacceptable?  Is that -- I mean if you say this is an example of language that would be congruent with the statutes. I mean NIH does the same, take it or leave it.  We have material transfers of genetic recreated or whatever and say if you use this language it -- if you modify it, it might or might not be.  




COMMISSIONER GALVIN:  Ernie, I don’t think we have a good idea of how we’re going to define what is intellectual property.  And so this is perhaps generic or you might apply the term vague to it if you wish.  I think it does set out some sort of a benchmark about what -- we’re not expecting it to take a quarter of any money that you make.  




DR. CANALIS:  I understand.  




COMMISSIONER GALVIN:  And so we don’t want 1 percent. We’d like to get a decent percent return.  I’m not sure, and we went to various agencies and asked them how you could define this.  And we looked at some of those models where if it’s within so many years you get so many percentages. You get so much percent on the first bunch of profits and then it gets -- I thought they were impossibly difficult sliding scales.  




So we thought we would set a benchmark and then have the applicant say, well, if there is an intellectual property -- I’m not sure how you decide this in a brand new field.  And it’s certainly not in my area of expertise to make that sort of decision. 




I think it gives us a point where people can say, well, if I do -- on this round if I develop some intellectual property and it’s identifiable as coming from funding from the Stem Cell Committee I’ll give you 5 percent of what I make.  And if I find the Rosetta Stone of genetics and it becomes a classic then every time I make some money from that you get 5 percent of that. But I don’t think we’re going to find the Rosetta Stone of genetic coding just yet.  And I’m not sure we’ll develop identifiable viable products now. 




We were very concerned about are we going to go back ten years from now and say, heh, Ernie, you developed -- we figured -- you figured that out back in 2006. Now you owe us 5 percent of a million dollars plus 9 percent compound interest.  So we’re trying to make this fairly simple and allow some of the applicants to -- just to indicate that if they make some money they’ve got to pay it back.  




Any further comments?  If not, I’ll call for a vote. All who are in favor of adopting intellectual property amendment as written, please, signify by saying aye.  




ALL VOICES:  Aye.  




COMMISSIONER GALVIN:  Opposed?  The motion carries.




Now, this is our last item for the -- or do we need to discuss the deadlines? 




MR. XIANGZHONG YANG:  The deadlines.  




COMMISSIONER GALVIN:  Okay, all right. Okay. Now, did we close the motion on considering the entire application, Henry, or is that still open? 




MR. SALTON:  At the last meeting the application reflecting the -- with the changes that were discussed at the last meeting was adopted. I don’t know if we want to just touch base to see -- or make sure if there are any minor changes in this draft as written.  And the only things that were left open condition upon an acceptable budget format, which I think is just the chart or something in the back. Is that the budget format we’re talking about, Nancy, I think?  




MS. NANCY RION:  Yes, there was one addition to that. That page, which -- it’s the bottom of page 14, we added projected revenues.  And the discussion prior to that was that whether the core facilities -- if there was a core facility program whether -- how that fit in here. But we decided that other under other direct costs, No. 4, will take care of anything else. 




COMMISSIONER GALVIN:  Now, it’s been six weeks since we last convened.  And there may have been some minor wording changes in the document. I think it would behoove us to spend a few minutes and have everyone look through the document and make sure there are no typos, that something has not happened and changes the meeting by punctuation changes the meaning or interpretation of what is said -- understood. And if the group does not mind, I will have us take about ten minutes to do that.  And remembering this is speak now or forever hold your peace because once we’re through this -- this is the document that’s going out and it will be very difficult to change it or recall it if we’re not happy or someone else spots a typographical error.  




MR. JULIUS LANDWIRTH:  I have one and it’s minor and it might be just me.  But page three -- 




MS. HORN:  -- are we on the record here?  Okay.  




MR. LANDWIRTH:  Where it talks about -- the paragraph that starts -- this is on escrows, funds which have not yet been -- an escrow has not yet been convened and so forth, the last sentence says, release of fund is contingent on escrow approval. I know that means on approval of the -- of an escrow that runs into complications on development.  But at first glance it looks as though the escrow has (indiscernible) -- unless I’m misreading -- I know I’m misreading that, but just as a (indiscernible) -- 




COMMISSIONER GALVIN:  -- would you like to suggest a change to that sentence?  




MR. JENNINGS:  Does it not mean the escrow must approve the project before the project can be funded?  




MR. LANDWIRTH:  Oh, is that what it means. 




MS. HORN:  I think that’s what it’s meaning.  




MR. SALTON:  Should we add at the end of that sentence approve -- add after the word approval of the project.  




MR. LANDWIRTH:  Of the project.  




MS. RION:  I apologize.  I didn’t hear that. Which page are we on?  




MR. LANDWIRTH:  We’re on page three. 




MS. RION:  Yes.  




MR. SALTON:  The third paragraph. 




MR. LANDWIRTH:  The third paragraph from the top.  This last sentence.  




MS. RION:  Yes.  




MR. LANDWIRTH:  Add the word release of fund is contingent on escrow approval of the project.  




MS. RION:  Okay.  Thank you. 




COMMISSIONER GALVIN:  So we’re adding the three words, Nancy, approval, comma, -- escrow approval, no comma, of the project. 




MS. RION:  Yes.  




COMMISSIONER GALVIN:  Okay?  




MS. RION:  Thank you. 




COMMISSIONER GALVIN:  You’re welcome. 




MR. JENNINGS:  On page one I’ve just noticed something that may have been there all along but I haven’t noticed before.  Under definitions the definition of nuclear transfer says, the replacement of the nucleus of the human egg with a nucleus from another human cell. That seems like an overly narrow definition. For example, it would preclude replacing nuclei of non-human eggs with nucleus from another human cell, which is something that -- does it matter which -- does it matter that this definition be precise?  




MS. HORN:  It’s the legislative definition unfortunately.  




MR. JENNINGS:  Oh, okay.  




MS. HORN:  You’ll have to take that up with them.  




MR. JENNINGS:  There is no point in debating it.  




MS. HORN:  Yes.  




MR. WALLACK:  I have a question on page four, number four, the last sentence again.  Is that the way we left it that proposed fees must be specified and approved by the institution?  




COMMISSIONER GALVIN:  You have a problem with the sentence that begins, proposed fees?  




MR. WALLACK:  Yes that sentence. I’m not sure if that’s how we left it and meant it to be, the proposed fees must be specified and approved by the institution, it says.  My only reason for bringing it up is does the advisory committee have anything to do with the oversight of those fees?  I don’t remember. 




MS. HORN:  We’re talking about fees for -- fees for service. And this in terms of a sharing. I suppose if it would get to that in terms of the committee’s interest in fostering collaboration and I’m not quite sure what the intent was there about having us looking at that. Nancy, do you remember page four, core facility’s awards of -- the first paragraph there.  What is the advisory committee’s oversight on that? 




MS. RION:  I think this would be -- 




COMMISSIONER GALVIN:  -- page four, where it says, four-core facility’s awards. The last sentence of the page.  




MR. JENNINGS:  I’m sorry, what?  




MS. HORN:  On page four, the core facility’s award, No. 4.  




MR. JENNINGS:  Yes.  




MS. HORN:  That proposed fee, it’s the last sentence of the first paragraph, could you explain what that proposed fees must be specified and approved by the institution.  




MR. JENNINGS:  So if you’re setting up a core facility that will charge fees for the use of that facility the application must specify what the fees will be.  And the institution that’s going to host -- must approve those. What you don’t want is a situation in which the individual investigator says I plan to charge them a dollar a time to use it and then later on the institution says, well, a dollar is not enough we want to charge a 100 dollars a time.  We want to make sure that the institution is on board with the proposed fee before we make a decision about funding or not funding.  




MR. LENSCH:  And I would further argue that this -- with a few exceptions in this Committee, the members of this Committee are not in a good  position to evaluate what a reasonable fee for service is whereas the institutions are. 




COMMISSIONER GALVIN:  Yes.  Are we all right with that?  




MR. WALLACK:  Yes.  




MR. GENEL:  Would that mean that any change in fees during a process of the grant would require some sort of administrative review?  




MR. JENNINGS:  I guess it would. 




DR. CANALIS:  -- you know, reasonable discounted services. I mean if we’re going to nickel and dime we’re going to go -- we’re going to go insane. I mean this is very routine.  




MR. LENSCH:  I agree with Dr. Canalis. 




DR. CANALIS:  I mean it’s so routine that -- 




COMMISSIONER GALVIN:  -- okay?  Let’s move on.  




MR. GENEL:  Just for the record, I just wanted to make sure -- 




DR. CANALIS:  -- it is routine.  




MS. RION:  I did have a question on that page.  I was unclear on page four under the core facilities the application is written as suggesting that the applications are limited to 20 pages.  Elsewhere we said 50 pages.  I wanted to -- your recollection as to what is reasonable for a core facility’s proposal.  




MR. JENNINGS:  Nancy, it’s in the minutes. 




MS. RION:  It is in the minutes that it’s 50 pages. But I just wanted to double check because I remember a discussion about that. 




DR. CANALIS:  I thought we -- I know the hybrids were 50 pages.  I thought the hybrid were 50 pages.  




MR. JENNINGS:  And that is true.  




DR. CANALIS:  Right? The hybrid -- but the core facilities -- 




MS. RION:  -- I think we talked about it being -- that it did not need to be -- we did not need to allow that much. But I’m not sure where the final decision was.  




DR. CANALIS:  We did not come up with 50 pages on core facilities. 




MS. RION:  That was not my recollection either, but -- 




DR. CANALIS:  -- I remember the hybrids, yes, but the core facilities I don’t recall at all. 




MS. RION:  Well regardless, what is your pleasure at this point?  




DR. CANALIS:  The group project award, how many pages is that?  




MR. JENNINGS:  That’s 50, right?  




DR. CANALIS:  The group projects are -- 




MS. RION:  -- the group projects is 50. 




MR. JENNINGS:  Yes, that’s 50. 




DR. CANALIS:  Because it’s not -- multiple projects, ten pages per project times four projects plus ten pages of administrative, right?  




MR. JENNINGS:  That was the -- 




DR. CANALIS:  -- and the hybrid were 50 pages.  




MR. JENNINGS:  And the number of -- the likely number of applications for core facilities is not very large, so I think this is not a very high stakes decision. It’s not like we’re going to be -- 




MS. KRAUSE:  -- you think they’re not going to be a lot of grants?  




MR. JENNINGS:  For core facilities?  




MS. KRAUSE:  Or core facilities.  




MR. JENNINGS:  Yes.  I mean I doubt that we’ll get a 100.  




DR. CANALIS:  You have 20 pages, you don’t have 50. 




MS. RION:  That’s correct. That’s why I’m asking. I want to understand whether you want 20 or 50 on core facilities.  




MR. WALLACK:  Charles, what’s your best recollection for her?  




MR. JENNINGS:  Six weeks ago, the conservative thing would be to do whatever is in the minutes, which we’ve just adopted.  




MS. RION:  I mean we clearly said 50 and hope that they are shorter.  




MR. GENEL:  For core facilities?  




MR. WALLACK:  Can I make a suggestion that if -- to be consistent with the minutes and our best recollection of the deliberations that we just put 50 pages in and hope that it’s less. I mean I would make that recommendation if it’s okay with you. 




COMMISSIONER GALVIN:  I don’t think that’s excessive, of course I don’t have to read them all.  So we’re going to make a change, 50. On the second paragraph of core facility’s awards the paragraph begins with requested funding, where it says, 20 pages we’re going to change it to 50.  Are we complete on page four over onto page five?  In particular on five, are there any comments about selection criteria A through G because we may be seeing these again in particular if somebody doesn’t feel like they are applied appropriately.  




I believe these are ordered as we discussed them and not rank ordered as to importance or value. And I’m not sure whether we should add a statement that they’re simply -- that this doesn’t reflect the potential ranking or importance of any one particular criteria.  And I’ll leave that to the group. 




MR. JENNINGS:  I don’t think it’s necessary to say that because it already says, shall include but not be limited to, so it’s really not a definitive -- 




COMMISSIONER GALVIN:  -- that’s fine because somebody who doesn’t get a grant may bring this to you and say, I have the highest ethical standards, why didn’t I get it?  




MR. SALTON:  On page five, the last paragraph, first sentence, I think it’s supposed to be the institution will then sign a contract with the institution that is in compliance with the requirements.  


MS. RION:  Say that again?  




MR. SALTON:  The current sentence, the last paragraph, first sentence. 




MS. RION:  Right.  




MR. SALTON:  That institution will then sign a contract that the institution -- I think it should be will sign a contract with the institution that is in compliance with -- the contract will be in compliance with.




MS. RION:  The contract will -- 




MR. JENNINGS:  -- isn’t -- 




MS. RION:  -- you can’t sign a contract with the institution -- with the institution. 




MR. JENNINGS:  Doesn’t this mean the institution will sign a contract to confirm that -- 




MS. RION:  -- to confirm. 




MR. JENNINGS:  That the institution is in compliance.  




COMMISSIONER GALVIN:  Or do you want to change it to the recipient?  




MR. JENNINGS:  Well, I guess the question is what is it that’s in compliance, the institution or the contract -- 




MS. RION:  -- the institution. 




COMMISSIONER GALVIN:  The institution must be in compliance with the requirements. 




MR. JENNINGS:  So then it should say -- 




MS. RION:  -- to confirm also.  




DR. CANALIS:  I don’t like confirm.  No, because it is a contract, I mean.  




MR. SALTON:  How about indicating that the institution -- 




DR. CANALIS:  -- I’d rather indicating much better than confirming.  




MS. RION:  Okay.  




DR. CANALIS:  It is a document. 




COMMISSIONER GALVIN:  Insert indicating in between contract and that.  




MS. RION:  Okay.  




COMMISSIONER GALVIN:  Okay.  




MR. JENNINGS:  If I could, Mr. Chairman, I’m sorry -- 




COMMISSIONER GALVIN:  -- yes, go ahead. 




MS. ANNE HISKES:  I have a question. Anne Hiskes, Chair of the Escrow Committee of the University of Connecticut. This is a nuts and bolts question about escrow approval required before release of funds -- escrow approval for a project.  Some of these projects are going to be for three or four years with a roll out of use of a human embryonic stem cell lines in increasing order of ethical sensitivity. So year one people might be using an IH approved line. Year two, non-NIH, pre-existing lines. Year three, they’re going to start creating their own lines. Year four, perhaps, move to nuclear transfer.  




An escrow committee won’t be in a position to approve a proposal for four years without seeing the consent forms for the donations of the embryos or eggs that are going to be used in year three or four. 




And so I’m wondering how this scenario plays out with the requirements that projects be approved prior to the release of funds.  It could certainly be the case, and we would expect, that PI’s have to file a continuation form after a year on -- analogous to a human protection board. So we could certainly approve projects seeing the consent forms and what the eggs are going to be used and the embryos are going to be used and etcetera, a year at a time.  But it would be exceedingly difficult to approve three years in advance that everything is done with the highest ethical standards. 




So I’m wondering if that poses a problem. 




MR. JENNINGS:  That’s normally how we would be releasing the funds for work to be carried out three years -- we’d be releasing the funds, what one year at a time in advance or six months in advance, right?  




MS. HISKES:  That’s right. 




MR. JENNINGS:  So presumably we would release funds for the work that was about to be conducted. 




MS. HISKES:  That’s right. 




MR. JENNINGS:  And to which you must have approval for whatever you’re planning to do within that time frame. 




MS. HISKES:  And so you don’t foresee any complications.  We would approve a year at a time and the money would be released a year at a time. And our approval would be for a project contingent on annual approval.  




MR. LANDWIRTH:  The instructions -- has to submit the procedures and policies, but you take that into account.  




MS. HISKES:  Right.  




MR. LANDWIRTH:  You’re going to going at this -- we’re going to look at each project as it goes up the scale that you described. 




MS. HISKES:  That’s right.  




MR. LANDWIRTH:  And that will be your particular escrow -- 




MS. HISKES:  -- and that will be perfectly fine.  




DR. CANALIS:  This is congruent with -- policies, you cannot approve a study beyond one year. 




MS. HISKES:  Right.  




DR. CANALIS:  So it’s the same.  There is the expectation that there will be a yearly or even sooner than a year review.  




MS. HISKES:  Right. 




DR. CANALIS:  I mean we would expect that. So on the continuation application, you know, we might require, you know, that there is evidence that these have been reviewed by the expert in the IRP. 




MS. HISKES:  Right. And I just wanted to confirm that people were aware. 




DR. CANALIS:  Yes, we would be going against the role very much of the IRP (indiscernible) -- 




MS. HISKES:  Right.  Good.  




COMMISSIONER GALVIN:  Page six -- 




MR. JENNINGS:  Excuse me, Mr. Chairman. One additional question on page five, under the section proposal review, it says, “the peer review committee will be guided by the National Academic guidelines for Human Embryonic Stem Cell Research”. It gives the URL and CTH sections.   So since we last -- I believe I’m right in saying that since we -- this Committee last met the National Academy has agreed to establish a standing committee that will review and eventually update those guidelines on a regular basis. Does anybody know more than I do about that?  Assuming I’m correct, I wonder whether it might make sense for us to say by the National Academy guidelines and standing -- and updates as issued by the National Academy Standing Committee on the Embryonic Stem Cells. 




MS. HORN:  I think we could add as amended from time to time.  That’s the language in the statute.  It doesn’t cover us if they decided to set up a separate national group to do guidelines separate and apart from the NAS guidelines. But it certainly would cover -- 




MR. JENNINGS:  -- but the NAS itself expects to update its own guidelines and has formed a standing committee for that purpose, it’s my understanding. 




MS. HORN:  Yes.  




MR. LENSCH:  And so if we insert there the word current between will be guided by the National Academy would that meet the standard. So if just reads the peer review committee will be guided by the current National Academy guidelines. So it specifies -- 




MR. JENNINGS:  -- current meaning current as of now or current as -- 




MR. LENSCH:  -- well, current is always as of now.  At the time that it -- 




COMMISSIONER GALVIN:  Okay.  




MS. HORN:  It’s more commonly phrased as amended from time to time.  




MR. JENNINGS:  Yes. That seems to give us more -- 




MS. HORN:  -- yes, and it’s consistent with the statutory language.  




COMMISSIONER GALVIN:  At the end of research as amended during -- 




MS. HORN:  -- yes.  




COMMISSIONER GALVIN:  As amended from time to time.  Has everybody got that?  




MR. JENNINGS:  And I think the same language occurs somewhere else. It actually occurs in the second paragraph on page three citing the same source.  




COMMISSIONER GALVIN:  You’re talking about the second paragraph on three?  




MR. JENNINGS:  Yes.  




COMMISSIONER GALVIN:  Stem cell research as amended from time to time.  




MR. JENNINGS:  Yes.  




COMMISSIONER GALVIN:  All set?  Any changes on page six?  Are you comfortable with page six?  Seven?  Now, page seven is the intellectual property clause, which we’ve just discussed.  Are we comfortable with page seven?  




Page eight? Page eight references the attachment on page 14, which is caption CT Stem Cell Research proposal budget attachment three.  




MR. JENNINGS:  Mr. Chairman, on page eight. 




COMMISSIONER GALVIN:  Yes.  




MR. JENNINGS:  Paragraph -- the paragraph numbered six, biographical sketches, the last sentence says, “for seat grant awards provide a biographical sketch for both the applicant and faculty sponsor or equivalent person”.  I think that’s become a little garbled. I think what it ought to have said is a biographical sketch for the applicant and if the applicant is not a faculty member then an additional biographical sketch for that faculty sponsor. I think that’s the intended meaning but it’s almost intelligible in the present wording. 




COMMISSIONER GALVIN:  Okay.  So you would like to add for both the applicant and can we shorten that clause a little bit.  




MR. JENNINGS:  I’m wondering if we could replace it and does anybody -- are we happy with the -- 




COMMISSIONER GALVIN:  -- and for the faculty sponsor if the applicant is not a faculty member.  


MR. JENNINGS:  Right.  Yes.  




COMMISSIONER GALVIN:  Will that make us happy?  




MS. RION:  I’m sorry, say that again.  And for the sponsor -- 




DR. CANALIS:  -- how about for the applicant and if appropriate for the sponsor.  




MR. JENNINGS:  Yes.  




COMMISSIONER GALVIN:  I didn’t catch the first part of that.  




DR. CANALIS:  How about for the applicant and if appropriate for the sponsor?  




COMMISSIONER GALVIN:  That’s an idea. 




MR. JENNINGS:  Is it specified elsewhere that it must be -- 




MS. RION:  -- the language is used elsewhere. I will find it for you.  




MR. JENNINGS:  Yes, on page three, it says, -- “post docs or equivalent may apply with the support of a faculty sponsor or equivalent”.  




COMMISSIONER GALVIN:  What is the change you want to make on three?  




MR. JENNINGS:  Any suggestion is just fine.  




COMMISSIONER GALVIN:  Can we go on to page nine?  




MS. RION:  I apologize. Back on page three, we really can’t use the same language, correct? Post docs or equivalent may apply with the support of a sponsor?  Is that all right?  




MR. JENNINGS:  That’s fine as it sounds. 




MS. RION:  It’s fine as it stands? 




MR. JENNINGS:  On page three, it’s fine. No change required on page three.  




MS. RION:  Okay, all right.  Thank you. 




MR. JENNINGS:  It’s just a clarification on page eight.  




MS. RION:  Thank you.  




MR. GENEL:  We changed that on page eight? 




MS. RION:  We changed it on page eight. 




MR. GENEL:  To what?  




MR. JENNINGS:  That the applicant and I think -- 




MS. RION:   -- applicant and if appropriate for the sponsor.  




MR. YANG:  I think -- for the applicant and -- 




MR. JENNINGS:  Yes. If applicable.




MR. GENEL:  So we’re saying in order to apply you must have a faculty -- 




DR. CANALIS:  -- page three, so the other one just, you know, include your CV and -- must include the sponsor’s CV that’s all.  




MR. GENEL:  If you don’t have a sponsor you can apply.  So the end is appropriate.  




COMMISSIONER GALVIN:  Kevin just asked me if we want minor points or major points.  I would like to remind you all that this document will be pursued with great care and come under great scrutiny. So is there anything -- and you will see this again perhaps a situation where you will not be as comfortable as this afternoon with somebody who believes that they have interpreted something one way and we believe we’ve written it another way.  So if we’re -- if there is anything here that makes you uncomfortable now is the time to say something.  




MR. KEVIN RAKIN:  This is very minor. Under travel, the 5,000, that comma after the five.  




COMMISSIONER GALVIN:  That’s fine.  




MS. RION:  Thank you.  




MR. JENNINGS:  You should be an editor.  


COMMISSIONER GALVIN:  There is always second career. 




MR. RAKIN:  Right.  




COMMISSIONER GALVIN:  Dr. Krause, did you have a statement you’d like to make at this time? 




MS. KRAUSE:  One of the things that’s not clear in the application anywhere but is of huge concern to us when we start to think about how to write these grants. And let’s just pretend for the simple -- simple example of I’m going to write an RO1, an individual grant for my lab for a million dollars over four years.  The most I can write is $250,000 per year in those four years, according to this.  




Year one, as far as I understand, is ’06 - ’07, because that’s when the money is getting released.  You just told me the year one is when you get the money.  


MS. RION:  My understanding is year one ends whenever the contract is signed. So it might be November ’06, it could be January ’07.  




MS. KRAUSE:  Okay. So year one is when it starts.  So let’s say for the sake of what you’re saying that happens in November of ’06.  Okay, so year one starts November ’06.  Between November ’06 and the end of October ’07, I get $250,000 for my lab. 




In the meantime between ’05 and ’06 and ’06 and ’07, 20 million dollars were allotted from the Connecticut funds for stem cell research. And yet only one quarter of what has been allotted to me can be used all the way through till October of ’07.  It’s a very inefficient use of the funds. The other $750,000 that’s coming to my lab as of November ’07 is sitting at Connecticut Innovations, or I don’t know where.  God only knows you have it, sitting somewhere.  




It would make more sense if we considered that year one there are 20 million dollars to disperse and in subsequent years there are 10 million dollars to disperse. Because otherwise it’s just an inefficient use of your 20 million, 10 million dollars of which is basically released at the end of June of this year, but you’re only going to use little drips of it inefficiently early on.  So that’s one of the concerns that I have in writing these grants and how it’s limited.  




DR. CANALIS:  I missed the point. 




MS. KRAUSE:  The point is I don’t want to have to write a grant for four years when the monies that are being released are being released in year one and two.  Year one is already over and I’ll be writing future grants in ’07 and ’08. So why should I write a smaller grant that’s only $250,000 a year per year for four years when I could be far more productive if I had more than $250,000 in year one and get things going.  What’s -- why the inefficient slow release when it’s all coming out of that initial 20 million?  




DR. CANALIS:  The Committee has already decided. I mean -- 




MS. KRAUSE:  -- but I just think it needs to be clarified what year one is.  If year one is ’05 - ’06 because that’s when the money was released, well that’s what I’m trying to clarify. 




DR. CANALIS:  I don’t think so.  




MR. JENNINGS:  What we mean by release, not just sort of -- buckets on the street. Presumably it’s sitting in some interest bearing account according to standard Connecticut policy, right? 




MS. RION:  Correct.  OPM.  




MS. KRAUSE:  So just clarify then what you mean that it starts when you sign the contract and -- 




COMMISSIONER GALVIN:  -- okay, some of this, Diane, is an artificiality recreated by something that was legislated and signed into being in one year and required several months to -- and had deadlines for assembling Committee members and having meetings and the like. Perhaps it would have been a little easier if the Legislature decided on January 1st exactly what they wanted to do and exactly what the compositions of the groups were. But I think maybe Cathy Kennelly could give us an insight on how we use these funds.  




MS. CATHERINE KENNELLY:  I just want to clarify one thing and my memory escapes me. Greg, maybe you can help me.  Year three the money starts coming from Stem -- from the Biomedical Research Trust Fund?  Year three the money starts coming from a different fund. And there is going to be a cash flow issue at that point because the money won’t be released until April, which is three months before the end of the fiscal year. So one of the things that we want to make sure happens is that the full 20 million isn’t necessarily given out in year ’06 - ’07 because you won’t have anything in the third year to give out until April of that fiscal year.  So that makes a difference in -- 




MS. KRAUSE:  -- I thought all of the funding that was funded was coming out of the 20 million from this batch of grants.  




MS. KENNELLY:  For the first two years the money -- 




MS. KRAUSE:  -- that’s different from what I’ve heard.  I’ve heard that all four years of my funding would come from that 20 million.  




MS. RION:  That’s right.  




MS. KRAUSE:  I’m not applying for year three funds. Year three funds will be released and I’ll still be using the money from the first 20 million.  In fact, I will only have used 250,000 dollars of it.  




MS. KENNELLY:  That’s right.  The other aspect is that you don’t have to write a four-year grant. You could write a two-year grant so that you have a lot more upfront money.  




MS. KRAUSE:  No, you are limited to 250,000 dollars a year for individual grants. 




MS. KENNELLY:  For individual grants, correct.  




MR. LENSCH:  So let me ask a question then, and I’m trying to understand the root of your concern because I’m not a financial -- and so would removing the annual budget limit satisfy your concern because we have annual budget limits on two grants here, the C grant which is smaller, the individual investigator grant. But none of the other grants specify an annual budget limit. And so if that -- what is our rationale for an annual budget limit for an individual project?  That is my question. 




DR. CANALIS:  That is not out of line with normal routine NIH grant applications. 




MS. KRAUSE:  This isn’t an NIH grant.  There is so many things about this that aren’t -- 




DR. CANALIS:  -- if I cannot speak just tell me and I will not even bother, I will not even say a word.  




MS. KRAUSE:  I’m sorry.  




DR. CANALIS:  No, that’s okay.  It’s your prerogative. I will not say a word.  But I would like strongly vote against a change.  And I will go on record on that, please, state me because if we do not have the freedom to speak when we are asked to speak then this Committee will go nowhere.  




MR. LENSCH:  So go ahead and speak.  




DR. CANALIS:  I would not.  You’ll torture me and I will not speak.  I will not.  Either we behave or we do not behave.  




COMMISSIONER GALVIN:  All right. We have an issue on the table, which seems to -- which seems to revolve around if an individual investigative gets a million bucks and they can’t -- they can only use $250,000 per year of the million for four years. And Mrs. Kennelly has mentioned that that was -- there is some -- something deliberate in that in that after the 20 million dollars that we’re discussing is awarded there will be a several month gap before a new funding source is -- releases more water into the troth, if you will, so we’ll have a 90 day or more period there where we won’t have any place to drink.




So what Mrs. Kennelly is saying in those grants, with those grants is that there is some deliberate effort to stretch the grant out over several years so that the individuals won’t run out of -- won’t run out of money.  Now, it appears there is some sentiment for saying, okay, we’ll give you a million dollars and if you spend 330,333 dollars a year for three years, that’s okay.  




So I think that’s some of the question. But perhaps some of the scientists in the group could comment. Go ahead, Mike. 




MR. GENEL:  Well, I’m looking at this very carefully.  What we say is -- for a group project, the awards may be up to four million and budgeted up to four years. But the budget is at the discretion of the applicant.  So if you the applicant wishes to budget two million dollars in the first year and a million in the third -- and spread the other out over two that’s certainly their prerogative.  There is nothing that says in here that the money needs to be divided equally over the course of the grant. Only that it’s budgeted over four years, but the percentage is not -- the percentage is not defined.  




MR. JENNINGS:  Actually that’s not true in the case of the investigator. It does say the yearly budget must not exceed $250,000.  




MR. GENEL:  Yes, okay, the yearly budget. 




MR. JENNINGS:  But what you said is true -- 




COMMISSIONER GALVIN:  -- I think that’s where we’re stuck.  




MR. JENNINGS:  Is there a rationale for this discrepancy?  




MR. GENEL:  Well, my apology. I don’t know why what we say for the group project would not be just as applicable for the established investigator.  




COMMISSIONER GALVIN:  Well, that’s what we’re discussing.  We have all these wonderful minds here so we should be able to solve that without a terrible amount of debt.  You probably solved some problems, Mike, that were even more difficult than this one.  




MR. GENEL:  I’m sure.  




COMMISSIONER GALVIN:  Let Willy have a shot here.  




MR. LENSCH:  If I may ask one more question just for clarification. I see this as a difference between how much money we’re going to spend per year and how much we’re going to commit per year. So the way that this is written over four years this program actually runs for 14 years, right, because you commit money in the 10th year that may be spent over four years. The difference would be if we spent 10 million per year then the program runs for ten years.  




COMMISSIONER GALVIN:  Okay.  




MR. LENSCH:  Is that -- 




MR. JENNINGS:  -- we don’t want to double our spending in year one.  We don’t want to spend in year one twice as far as we need to continue in years two through ten.  




MR. LENSCH:  That’s right.  But given that, when I look at this -- and especially considering Professor Genel’s point, if a person does apply for a two year grant then they are limited to less than a million dollars in their application the way that it’s written. And if it’s our intent to allow up to a million dollars for an individual investigator or grant I think that this problem is most easily solved by removing the annual budget restriction.  




DR. CANALIS:  I’ll tell you quite really the problem.  Number one, it’s very unusual for an investigator for a single grant -- I think there are going to have a real difficult time justifying, for instance, one million dollars in the first year and zero, zero, zero.  Okay. I mean the sort of even distribution is very routine.  If -- and it’s sort of within the expectations.  You know, a single investigator grant doesn’t incur so many -- so much upfront expense.  I mean if you use NIH as a model on routine budgets, on modular budgets they are equally distributed.  So this was sort derived from that concept.  




It’s sort of like the national norm.  So we want to break the national norm. That is okay, but -- and I would have a real hard time justifying to you that I’m going to spend tremendously uneven monies and to give you -- all these funds up front does not seem to be appropriate.  I mean what are they going to do. They are not even going to come up with -- we even debated about annual reports -- about bi-annual reports.  So we’re going to throw the money up front and not even ask for a report.  Give them the million dollars in the first year and then they don’t even have to write a justification for the other years. 




This is sort of like -- it’s a comfortable way to operate. Is this written in stone? No.  But it is what happens in the U.S.  




MR. LENSCH:  I think what you said has a lot of logic to it.  I think we still face a problem that if we basically limited the amount an investigator can apply for even if we have that same standard if they apply for a grant of less than four years. And that’s at least language that needs to be corrected.  




MR. GENEL:  May make a comment?  In all due respect, the NIH budget is based on annual appropriations. The point here is that the money is at hand.  And if an investigator wishes to apply for a million dollars and devote half of it in the first year for start up costs, perhaps, and then the rest over the rest of the time I think that’s their prerogative. The risk they run is that in their review they are penalized for -- they’re penalized for an unorthodox allocation of funds, which I think is at their risk.  




MR. JENNINGS:  Can I suggest one possible solution, which would be to say something along the lines, normally the -- normally the yearly budget should not exceed 250,000. If there are special circumstances we will -- we are willing to entertain front loaded budgets and these may be carefully justified.  




In the case of establishing a -- it’s clear that you need that because you will start off with all the capital costs of building the machinery and the operating costs year on year will be less.  There might be exceptional cases in which that is also applicable to an investigative grant. But in general -- 




DR. CANALIS:  -- the reason we didn’t put that limitation in the group project awards because they could include core facilities.  




MR. JENNINGS:  They might, yes. 




DR. CANALIS:  So -- and remember -- so there could be a significant outlay of funds up in front for the core facility.  




MR. JENNINGS:  Yes.  




DR. CANALIS:  So and even distribution for group project and for core facility awards did not seem appropriate. 




MR. JENNINGS:  Right.  




DR. CANALIS:  However, for the first two type of grants it seemed appropriate. There was a logic to this.  




MR. JENNINGS:  Yes.  




DR. CANALIS:  It was not out of -- out of the blue. It was logical to allow that.  And in the first -- you know, the individual investigator awards, whether they were seed grants or established investigator it was more comfortable to do it this way.  




COMMISSIONER GALVIN:  But let me add something. I try to manage this Committee with a very light hand, however, I -- as I read this, now, we’re really talking about, with expressing my great respect for Dr. Canalis and his opinions, we’re really talking about established investigators. And I personally feel that why do we have to put a limit on how much they spend per year.  We’re dealing with known people. We don’t think they’re going to go south with the money or that they’re going to rewrite Abner Doubleday’s baseball rules rather than do a stem cell project. 




And my inclination would be to say to use the money judicially without a specific dollar value per year, particularly bearing in mind that we will soon have a Committee of 16 individuals, plus myself in oversight. I really can’t imagine someone -- I suppose that maybe I’m still naïve at my age, but I can’t imagine someone doing something that was very far out of spec without the Committee having oversight. 




MR. LENSCH:  May I suggest some alternative language?  




COMMISSIONER GALVIN:  Certainly. 




MR. LENSCH:  So I would then suggest that we strike the sentence saying the yearly budget must not exceed $250,000 and instead we can insert a sentence speaking to our intent, but still allowing for some wiggle room. A sentence like, awards are encouraged to be evenly distributed over the duration of the grant.  




COMMISSIONER GALVIN:  Yes, Milt.  




MR. WALLACK:  Can I just pick up on what Willy said because I had thought along the same lines. I totally endorse taking out the yearly budget must not exceed $250,000.  Willy -- I had already more like the following and maybe access on a need basis.  




COMMISSIONER GALVIN:  I like Willy’s.  Can you remember it?  




MR. LENSCH:  I can. I have it written down.  




COMMISSIONER GALVIN:  Can you do 11 numbers backwards?  




MR. LENSCH:  Can I pick any 11 that I want?  I would just ask the question about inserting some language and I don’t quite know how to bring this up to the group since there has been a side bar.  




MR. SALTON:  Okay, well the other alternative is -- 




MR. GENEL:  -- why not use the same language we used for the program budget?  




DR. CANALIS:  If he wants to delete the statement that says you recommend that the applicants are encouraged an even distribution -- a yearly distribution of funds.  That’s what you said, correct?  


MR. LENSCH:  Yes. And I have specific wording and I would have concerns still about leaving the yearly budget amount in here because I think that the problem with it is that it effectively restricts the amount of money you can apply for in total if you want less than a four year award. And that would remain problematic by taking anything on in addition to that. 




And so I would suggest adding the sentence, funding is encouraged to be evenly distributed over the duration of the award. It’s a statement of intent. 




COMMISSIONER GALVIN:  How about the deletion first?  




MR. LENSCH:  So the deletion is the entire sentence, the yearly budget must not exceed $250,000.  




COMMISSIONER GALVIN:  Okay.  




MR. LENSCH:  Insert, funding is encouraged to be evenly distributed over the duration of the award.  This shows an intent. It has guidance from our Committee, but it allows an applicant to justify why they would want to do something different. Yes, budgeted is better.  




COMMISSIONER GALVIN:  So not even distributed, but even budgeted.  




MR. LENSCH:  Yes. 




COMMISSIONER GALVIN:  Has everybody got that?  




MR. LENSCH:  That’s a fiscally correct term.  




COMMISSIONER GALVIN:  Are you okay with that, Ernie?  




DR. CANALIS:  I’m fine.  




COMMISSIONER GALVIN:  Okay, good. So we proceed.  




DR. CANALIS:  And I may just clarify, there will be no change to the restriction for the seed grants, right, on the grounds that these are -- we want to give them the same latitude.  




MR. JENNINGS:  Nothing changes in when -- 




DR. CANALIS:  -- can we start on page one again?  




MR. LENSCH:  Let’s start before that. Why are we here?  




COMMISSIONER GALVIN:  Okay.  Eight?  No, we got over to nine.  Up to nine.  




DR. CANALIS:  We got that comma right in the 5,000.  




MR. RAKIN:  That was my contribution.  




MR. LANDWIRTH:  Mr. Chairman, I just want to make one comment so it gets into the transcript. I think on page nine the very brief section there with cost of sharing -- chairing of -- is going to warrant a little bit more work on the next go around. That’s an important issue -- but data sharing is an important issue that shouldn’t hold this process up. 




COMMISSIONER GALVIN:  Gotcha, very good. 




MR. LANDWIRTH:  The next time around. 




COMMISSIONER GALVIN:  Very good. Now, we did a lot of talking about indirect costs and a bit of horse-trading. And it seemed to me that we got to where we needed to be, but now we will certainly see this sentence again somewhere.  And I’d like everybody to take a minute out of -- to be sure that they’re -- that it’s clear and that everybody is comfortable. And I believe Dr. Canalis helped us with that and that it was -- had some definitions from routine NIH contractual languages, if I remember. 




DR. CANALIS:  Yes.  




COMMISSIONER GALVIN:  Yes, thank you.  So we’re on to page ten.  




MR. JENNINGS:  In the spirit of Kevin’s careful editing, Item 4, at the top of page ten, projects that involve use of human embryos and/or embryonic stem cells. Perhaps we should reinsert human just to make it further that qualifier because we don’t want -- we don’t care about mouse embryo stem cells, for instance.  




MS. RION:  Involves the use of human embryos or -- 




DR. CANALIS:  -- human -- 




MR. JENNINGS:  -- human embryo stem cells. 




MS. RION:  Under progress reports at the bottom of the page, it seems to me that it would read better to say, annual technical progress reports, switch those two words? 




DR. CANALIS:  Yes.  




COMMISSIONER GALVIN:  Yes, that’s very good.  




MR. GENEL:  Where are you? 




COMMISSIONER GALVIN:  Project reports, bottom of page ten, we’re going to switch around where -- in the heavy black lettering we’re going to change it to annual technical progress from annual progress technical.  It reads a little better that way, a lot better that way. Thanks.  




On the last page here, friends and neighbors.  




MS. RION:  On the last page under proposal it’s public records -- page number eleven, I apologize.  Proposal it’s public records, Department of Public Health asks that they be inserted in here. So in the middle of that paragraph without assuming any liability for inadvertent disclosure, Connecticut Innovations will seek to limit dissemination of such information only to its employees, selected employees at the Connecticut Department of Public Health, and then the rest of the sentence.  So I believe that allows -- 




COMMISSIONER GALVIN:  -- okay. 




MS. RION:  The Department of Public Health staff to review these. 




MR. SALTON:  I’m not certain why we need to have the last sentence in that paragraph in this document.  It’s really an internal administration issue.  


MS. RION:  I think it’s only to assure the proposers that non-disclosures will be used.  It’s proprietary information.  




COMMISSIONER GALVIN:  Well, what’s your objection to that?  




MR. SALTON:  Well, my concern is that, you know, in the private legal arena non-disclosure statements are fairly lock tight. And in this arena we’re dealing with the Freedom of Information requirements and so they’re -- the non-disclosure document is going to be one that reflects more of the open state perspective and it’s going to be, you know -- it’s going to be more of a limited document than a typical non-disclosure statement. 




I think you may be giving some assurance there that isn’t in complete conformity. You know, people have a perspective on non-disclosure statements, which don’t apply to state -- to the State of Connecticut and state officials, which you all are by statute.  So you’re public officials. The Freedom of Information provisions of law apply to you. We can’t -- so we have to fit ourselves within an exemption for freedom of information and refusing to disclose something. 




In a typical private sphere, people say everything is protected and you’ve got to break the shield to get in.  And here we have to bring something into the shield and justify its protection. So it’s really in the public arena it’s really the -- it’s -- everything is in the opposite, so to speak. 




It’s the -- so my concern is that an outside institution and their in-house counsel go, oh, non-disclosure statement, great, they’re going to be -- they’re going to lock up the Committee from the get go as far as disclosing goes. And it’s really -- it’s not reflecting the way the operation is really going to be.  




MR. LENSCH:  Would it be made sufficiently specific to say have signed a state approved non-disclosure document so it indicates that it’s -- 




MR. SALTON:  -- I think perhaps we can say sign a non-disclosure document which reflects the applicable state law.  




MS. RION:  Okay.  




COMMISSIONER GALVIN:  Sounds good. So we’re going to cross out everything from accordingly?




MS. RION:  No.  




MR. SALTON:  No, I think what -- if you want to keep it in I think you have to add to the end of that statement, non-disclosure document reflecting applicable state law.  




MR. RAKIN:  We’ve already signed that or we will.  




MR. SALTON:  We haven’t signed it.  




MR. LENSCH:  I signed it for you.  




MR. RAKIN:  Thank you. 




MS. RION:  Henry, just once again, which reflects -- 




MR. SALTON:  -- applicable -- reflecting -- yes, applicable state law.  




MR. LENSCH:  Yes, so just four words, reflecting applicable state law.  




MR. RAKIN:  Then why do you need the next paragraph?  The next paragraph implies -- makes some judgment about -- like this one about quotients of proposals.  




MR. SALTON:  I’m not -- 




MR. RAKIN:  -- I mean shouldn’t the first proposal have marked that was proprietary and privileged information?  




MR. SALTON:  That was one of the things that Nancy and I discussed that it would be useful for our administration of this whole process is that the proposal would have to -- would identify those things that they believe -- whether we’re going to -- whether the law will recognize that position is something else. But they should identify -- 




MR. RAKIN:  -- but the other way around is kind of -- 




MR. SALTON:  -- right.  




MS. RION:  So do we need to add a -- 




MR. RAKIN:  -- well, I’m wondering what -- 




MS. RION:  -- to that effect?  




MR. RAKIN:  Well, I’m wondering what this last part of it does because if they’ve marked it as proprietary and privileged there is a mechanism for holding it back. 




MS. RION:  My assumption is -- 




MR. RAKIN:  -- in the second sentence. 




MS. RION:  There is a place on the cover page to -- the first box at the bottom of page 12 is proprietary and privileged information for the whole -- the entire proposal. And Henry and I were talking about if there were specific pages, sections that -- 




MR. RAKIN:  -- right, so your second sentence right under the proposal is probably right where it says there.  If the institution -- you’re going to hold it in confidence then why do we need the last second paragraph.  




MS. RION:  I see what you mean. 




MR. RAKIN:  Which kind of makes it -- almost as if you though you -- somebody has to make a judgment if that’s an invention which is not a nice responsibility to have.  




MR. SALTON:  I agree with that. I think that last -- that last sentence in that section should come out.  




COMMISSIONER GALVIN:  The one beginning portions and ending -- okay.  It’s out. 




MS. RION:  We are removing that paragraph. 




COMMISSIONER GALVIN:  Yes.  




DR. CANALIS:  The second paragraph.  




MS. RION:  The second paragraph, yes. 




COMMISSIONER GALVIN:  Okay?  Are we finished with page eleven?  Do we have another comment? 




MS. HORN:  I have one more comment.  The second sentence at the top of the page, failure to comply could result in deferral of subsequent installment payments or termination of support and forfeiture of funds.  My recommendation there would be just to clarify that that applies to both types of reports.  And say something like failure to submit required reports.  My concern with the way it’s phrased right now is that the failure to comply might just say that let’s put a fiscal report.  So it would encompass both reports.  




COMMISSIONER GALVIN:  So comply is in to -- 




MS. HORN:  -- to submit required reports.  




COMMISSIONER GALVIN:  Yes.  Okay.  Now, we’re over on Attachment 1.  




MR. YANG:  Well, Attachment 1 and Attachment 2 are simply titles of the proposed projects for Attachment 1. Title of projects for Attachment 2, we used a consistent term. Which one should we use?  Title for project or title for proposal?  




COMMISSIONER GALVIN:  Do you want to put proposed on Attachment 2, Jerry?  




MS. RION:  Or just eliminate it. 




COMMISSIONER GALVIN:  Or eliminate it from Attachment 1.  




MS. RION:  I don’t think you need it.  




MR. JENNINGS:  That’s gone. 




COMMISSIONER GALVIN:  Title of project and title of project.  




MR. JENNINGS:  And I think we need another space for the name of the faculty sponsor in the case of seed grants. 




MS. RION:  That means it has to be a little smaller.  Where is that?  




MR. JENNINGS:  That’s in Attachment 1 right at the top.  




COMMISSIONER GALVIN:  PI name, slash sponsor?  




MR. JENNINGS:  I’m thinking another name for sponsor.  




MS. RION:  That would be another line?  




MR. JENNINGS:  And applicable signature .




COMMISSIONER GALVIN:  Okay. Underneath PI name?  




MR. JENNINGS:  I don’t care where it goes, but -- 




COMMISSIONER GALVIN:  -- sponsor’s name. 




MS. RION:  Where applicable?  




COMMISSIONER GALVIN:  Yes.  




MR. JENNINGS:  It should say what type of grant this is.  




DR. CANALIS:  What’s an -- 




COMMISSIONER GALVIN:  -- put that underneath title of project?  




MR. JENNINGS:  Yes, category of project. And maybe in parenthesis, Seed grant, investigator, core. Or you could just have check boxes, check one. There is five different possibilities.  




MS. RION:  So we should really have that at the very top.  Are you suggesting that?  




DR. CANALIS:  Yes. Are you putting a collaborator name there?  




MS. RION:  I don’t remember.  




DR. CANALIS:  I don’t understand what we need.  




MS. RION:  We were encouraging collaboration.  




DR. CANALIS:  I mean there has to be an institution that somebody -- there is an PI and an officer that signs it. I find adding collaborators and then again PI name, it gets very confusing and as an applicant I do not know -- I don’t understand the reason for all that.  




MS. RION:  I think we were encouraging collaboration.  




DR. CANALIS:  Yes, but that’s in the body of the application. 




MS. RION:  But you only want one PI. 




DR. CANALIS:  It’s not what I want. I mean normally you have a PI and you have an officer. 




MR. JENNINGS:  So how are we handling cases in which we have a collaborator -- a proposal for a collaborative grant in which there are things happening at several different institutions?  Do we not need sign off from each institution?  Do we treat these are -- 




DR. CANALIS:  -- if that institution signed the same form.  You’re going to have a subcontract from Yale to -- 




MR. JENNINGS:  -- is that how we’re doing it?  We’re doing it as a subcontractor?  




DR. CANALIS:  I’m asking.  




MR. LENSCH:  It would seem reasonable to just say to be completed by every principle investigator. And then -- 




DR. CANALIS:  -- so you want this just like this?  




MR. LENSCH:  Yes, they could make a copy and -- we’ve identified in describing the awards that one person should be responsible for every project. But that every lead investigator on a group project should also fill this out and it might be as simple as making a little paragraph saying to be completed by each investigator.  




DR. CANALIS:  Yes, but as it stands I find it confusing. 




MR. LENSCH:  Yes, I would strike the -- and this is assuming that we would strike the part that says, collaborator name and has the redundant information that instead we could have a paragraph just saying, to be completed by every investigator. 




MS. RION:  So a separate cover page for each additional investigator? 




MR. LENSCH:  Yes.  




MR. JENNINGS:  But this isn’t the only place that we capture the information, right? This is just sort of taught line information for administrative efficiency.  




MS. RION:  That is true. 




MR. JENNINGS:  The proposal as a whole will have the information about the collaborations and the break down of budgets between institutions in the case of -- 




MR. LENSCH:  -- okay, then I would still argue that the collaborative part should come out and then if one person is going to be named it’s the person in charge of the group project, which we’ve already specified has to be present.  




DR. CANALIS:  I have to ask, why couldn’t you have the same form for each institution? Say you have two collaborating institutions, you’re going to -- with Yale and a collaboration with Wesleyan, Yale signs -- do you see what -- there is going to be a PI at Yale and an officer at Yale. There is going to be a PI at Wesleyan and an officer at Wesleyan. We can use the same form. The body is going to describe their roles.  I’m trying to keep life simple. You know, I mean I don’t care how it’s done.  I just -- 




MS. HORN: I think part of the purpose of this form was to have everybody involved at a top level certifying that these -- 




DR. CANALIS:  -- no, no.  Yes, but you have different -- every institution completes -- every institution -- 




MS. HORN:  -- right, so that -- 




DR. CANALIS:  -- involved with have a PI and an officer with the same language.  




MS. HORN:  Um, hmm. 




MR. LENSCH:  I think the concern is that even considering that this is an insufficient form because it only allows space for one collaborator and there could be multiple collaborators.  




DR. CANALIS:  Yes, there could be three institutions.  




MR. LENSCH:  It’s insufficient.  




DR. CANALIS:  You could have an attachment and one to be completed by each institution.  




MR. YANG:  I think the idea is to have -- 




DR. CANALIS:  -- then you have a very tight language that everybody is going to comply with. I don’t care. It makes no difference to me. I just -- 




MR. JENNINGS:  -- if we do it that way there must still, as per instructions on page four, group projects may have multiple principles, but one individual must be identified as the lead investigator and the primary contact person.  




DR. CANALIS:  Yes.  




MR. JENNINGS:  And so we want to make sure it’s not ambiguous where that -- if each of them fills out parallel forms we won’t know who is the principle principle.  




DR. CANALIS:  But there is still one person, one body that is going to do the -- 




MR. JENNINGS:  -- no, I know that. But I’m just saying we want to -- we want it structured so that that’s -- that person is identified.  




MR. GENEL:  Except for I’m hearing is that where multiple institutions are involved it’s been suggested that the sheet be duplicated at each institution.  




DR. CANALIS:  Yes, for the insurance. 




MR. GENEL:  Right, for the insurances. But if you have a project with five principle -- five investigators it’s only the principle investigator at one institution who is designed this.  So there will be one form.  




DR. CANALIS:  One body, but there is also an officer.  




MR. GENEL:  Well, the officer would sign the cover sheet, but he would not sign five cover sheets because the required investigators at that institution -- 




DR. CANALIS:  -- I wouldn’t do that, Mike, no.  




MR. GENEL:  Well, I’m just trying to clarify.  




DR. CANALIS:  Yes. 




MR. LENSCH:  So what if we do this, just practically.  Strike the part under collaborator and name and if it’s -- we add the instruction to be completed by each investigator and institution, period. For projects with multiple investigators, the lead investigator should be indicated.  Then everybody has the same paper and the person who is responsible for everything has to be indicated.  And it allows the form to be compressed too.  


MS. RION:  Any chance, Willy, that you could repeat that?  




MR. LENSCH:  Yes.  So -- 




MS. RION:  -- I got most of it.  




MR. LENSCH:  As an instruction at the top, to be completed by each investigator and institution. For projects with multiple investigators, the lead investigator should be indicated.  




MS. RION:  Okay.  




MR. LENSCH:  And we may insert that same language on page 13 under the title there because I think we face this same issue.  




MS. RION:  Yes.  




COMMISSIONER GALVIN:  That brings us, unless there are -- 




MR. SALTON: I have one other suggested change, which is at the bottom of page 12 there is a number of check off boxes.  One of which is proprietary and privileged information. And I’d like to suggest that in addition within parentheses identify such portions of the application and then close parentheses.  




MS. KRAUSE:  How?  




MR. SALTON:  You could just put a mark on -- say something, this page is proprietary information or give us a separate page that says information contained on pages so and so and so forth. Put it in your header.  




MR. JENNINGS:  Can I also comment on those check boxes?  Should they not match?  We have on page 9 to 10 we have a section not scheduled considerations, which are actual financial, environmental impact, future -- DNA, use of human subjects, shouldn’t those check boxes match that list? 




MR. LENSCH:  See controlled substances make you loose your restraint.  




MR. SALTON:  They could certainly match and then just have the additional box, proprietary and privileged information. And then some specific language, parenthesis, identifies such portions in the application body.  




MR. SALTON:  That’s right.  




DR. CANALIS:  You can just have -- DNA, you do not need the word moleculars.  




MS. RION:  Could I have a conversation with someone following this meeting to make sure that we have the boxes and those -- the four pieces working together?  




MR. RAKIN:  Sounds like you, Charlie. 




MR. JENNINGS:  I would be delighted. 




MS. RION:  Thank you.  I don’t want to be redundant, but I understand --




MR. JENNINGS:  You’ll follow me on the way out of the door, all right?  




MS. RION:  I will do that.




MR. JENNINGS:  I’ll be the one running for the door.




MS. RION:  Thank you.




COMMISSIONER GALVIN:  I think we’ve made all the necessary corrections on the half page 13.  And it takes us up to the 14th and final page, CT Stem Cell Research proposal budget.  




MR. YANG:  Excuse me, on the -- principle investigators do you use a plural or singular form?  Principle investigators -- 




MR. JENNINGS:  -- parenthesis around the “S”.  




MR. YANG:  Can you have two PI or one PI? 




MR. JENNINGS:  Investigator, parenthesis, “s”, how about that?  




MR. LENSCH:  Well, I would suggest that if we’re going to include the language we did on the previous page that each person will have to do this anyway and so it should become singular.  You’re taking collaborators there is nice because it should hopefully match up with the individual pieces of paper we get.  




MS. KRAUSE:  What’s meant by grant funding -- for example, are you talking about three grad students and one working for half a year and then you would say it’s whatever 24 and 30 months.  You just add up however many months there are for that kind of person?  Is that what you mean?  




COMMISSIONER GALVIN:  You’re looking at the first vertical column.  




MS. KRAUSE:  Yes.  




COMMISSIONER GALVIN:  To the right of paragraph A, senior personnel where it says, grant funded person -- months.  




MR. JENNINGS:  And then the category at No. 4 for others that they will be listed individually.  And you presumably specify there how many person months they will contribute.  




MS. KRAUSE:  So we’ll just put for each individual -- 




MR. JENNINGS:  -- that’s how the matrix is set up.  




MS. KRAUSE:  Okay. I didn’t see it that way.  I thought it was like putting in five other -- and just add up how many -- 




DR. CANALIS:  -- what do you -- 




MR. JENNINGS:  -- you’re right.  




DR. CANALIS:  What is meant by funding requests on the second column?  




MS. RION:  Oh, that’s the general request for funds from us.  




MR. JENNINGS:  What? 




MS. RION:  If they want a million dollars and this is the cumulative page they would write a million dollar.  At the bottom for total cost it would be a million dollars and then the pieces of that would be in the funding request.  Funding request is what they’re asking for -- that’s how many -- whether they’re going to be working with 60 percent of the time or 10 percent of the time on this grant. 




MR. GENEL:  So it’s -- 




MR. JENNINGS:  -- and the contributions by institution is how much money in addition to the institution is contributing.  




MS. RION:  Yes.  So they’ll probably put their indirect costs -- after -- additional indirect costs as well as any other contribution there.  




MR. LENSCH:  Would it be helpful to add on an example completed budget sheet, a generic one for this grant?  I mean for the application because these little questions do come up all the time. 




MR. JENNINGS:  Well, then somebody has to go to the effort of coming up with those little -- which would be an additional delay.  




COMMISSIONER GALVIN:  Yes.  




MR. YANG:  Well, Attachment 3, page 14, if you have two institutions involved it will be very, very difficult to just put them all on one page. Normally if you’re going to have a separate page at least have one category that says contract funding, because then you have not -- you cannot have too many (indiscernible) -- go over -- I would suggest adding one column which states contract grants and have another (indiscernible) -- two universities collaborating.  Involve funding over two universities (indiscernible) one page.




COMMISSIONER GALVIN:  So you would add a -- 




MS. RION:  -- a line for contracts?  




MR. YANG:  Yes, well, federal grant USDA, you have items it says contracts -- the total there and then there is another page. It goes through another university.  They will forward and give it back to you as their CI. 




MS. RION:  Correct, okay.  




MR. JENNINGS:  Yes, this has no mechanism for showing how the funding is broken down between institutions in the case of multiple institutions.

 


MR. YANG:  That’s right.  What I am saying, unless you have UCONN and Yale collaborating, how do you figure out each item? 




MR. LENSCH:  Could that be addressed by inserting the language under the header to be completed by each institution?  




DR. CANALIS:  This is not a good -- this is not a very good form.  And you also have limits on the over -- you put it on page nine, you know, you allowed 25 percent for the primary institution, but you allow only up to 25,000 dollars for the subcontractor. And then you go to the budget page and that is not covered.  And all this additional columns and contributions and non-contributions by others is going to be very -- if I were to complete this it would be very confusing to me.  




COMMISSIONER GALVIN:  Yes.  




DR. CANALIS:  I find it very, very odd. I’m sorry, and I’m not calling -- I bet they get a lot of calls because -- what do I put in each column and -- 




COMMISSIONER GALVIN:  -- do you know a suggested solution?




DR. CANALIS:  NIH form, keep it simple.  Yes, we could -- 




MS. KRAUSE:  -- we vote for that.  




COMMISSIONER GALVIN:  Can we do something with that or do we need to have another meeting to consider the formats?  It’s virtually the only thing that’s holding up getting proposals.  




MR. JENNINGS:  I think if we can avoid having another meeting to go through this again I think that will be highly desirable.  




DR. CANALIS:  If you just said one liner he’d fund it in -- I would be okay with that. 




COMMISSIONER GALVIN:  If you said what, Ernie? 




DR. CANALIS:  Just one, you know, funding request per year in total then I would understand what is meant.  




COMMISSIONER GALVIN:  Funding request for a year in total.  




DR. CANALIS:  Yes. It’s all the other columns that add -- the bottom line is how much money are you asking for.  




COMMISSIONER GALVIN:  Okay.  




DR. CANALIS:  Per year in total.  Who cares about the rest unless the legislature tells us that we have to care.  




MR. JENNINGS:  They did.  




MS. HORN:  Does the Committee not want to see what the proposal is from the collaborators and other institutions and how that’s broken down.  




MR. JENNINGS:  I think we’re required by statute, aren’t we, to take those things into account. 




MR. LANDWIRTH:  You may not want to know the other contributions in this level of detail. 




MS. HORN:  In this level.  




MR. WALLACK:  Why can’t we leave everything as it is and just add what -- that one column that Ernie is talking about?  




DR. CANALIS:  It just would be a single column.  




MR. WALLACK:  Right. That’s a better way to do it.  




COMMISSIONER GALVIN:  I think we have a question from a member of the audience. Yes, sir. 




MR. MANDELKERN:  If I’m out of order, please, rule me so. But I think I’m the only patient represented in the room of a disease to be -- in a little more than 30 days this law will be a year old. The people who were looking forward to the start of work in the hope that progress could be made on research -- I’ve sat through meeting after meeting where progress has been made on how carefully can we dot the line, cross the “t”, before any work commences. 




I would appeal before eight more members are added to this Committee and this whole process will take another year and the money will mold further and more people will die every year from diseases that are not attended to because the burden is completely on the state and private sources now with the abdication of the federal government.  




I would appeal to all Committee members to keep this in mind that there are people who have looked to the work of this Committee for progress, not the endless nitpicking and delay.  




COMMISSIONER GALVIN:  Thank you for your comments.  I appreciate that.  We are, however, dispersing public funds and we have to do so with great care and foresight and the very last thing that we want to do is to commit a procedural error which will not allow us to disperse the state funds. 




MR. MANDELKERN:  I appreciate that. 




COMMISSIONER GALVIN:  And in a legal fashion. So your comments are well taken.  




MR. WALLACK:  Bob, can we -- with the recommendation that what we’re talking about now is to be able to take care of this page and just leave everything as it is and just add the one column?  




COMMISSIONER GALVIN:  I think that Dr. Canalis came up with an excellent solution.  




MR. LANDWIRTH:  Then there would be no -- there would be no statement about public funds? 




DR. CANALIS:  You could have a liner for that, you know.  You could put -- 




MR. LANDWIRTH:  -- a horizontal line, but -- 




DR. CANALIS:  -- you could put a note, please, provide detail if there is any contribution. 




MR. LANDWIRTH:  That’s fine.  




MR. LENSCH:  On page nine of the instructions, paragraph D at the bottom of the page, it says, “include in the budget explanation justification, a detailed description of the contributions from the institution or collaborators”. And then it says, “as designated on the budget page”. 




DR. CANALIS:  You could take that last line and then you could -- they could add it -- they could add a paragraph indicating the contributions of the University of Connecticut or Yale University they are contributing 20 percent of the overhead because we’re only covering 25 percent. They are contributing X number of dollars in whatever.  




MS. RION:  May I then clarify this.  We’re going to remove the final three columns on the right hand side.  




DR. CANALIS:  Yes.  




MS. RION:  Is that correct? 




DR. CANALIS:  Yes.  




COMMISSIONER GALVIN:  Okay, that’s contributions by institutions, by collaborators and funding, other funding sources.  We all understand that? Okay?  




MS. RION:  All right. And then -- 




COMMISSIONER GALVIN:  -- so far, so good. 




MS. RION:  And then we’re adding -- 




DR. CANALIS:  -- provide a statement regarding contributions by -- institution collaborators and other funding sources.  




MS. RION:  Just put all of that into one?  


DR. CANALIS:  You could put a statement, yes, what are the contributions.  




MS. HORN:  Just take the language from the page nine. 




MR. SALTON:  It’s on page nine of Paragraph B, budget explanation, justification. It says, include in this section a detailed description of contributions from the institution and collaborators, not just put period. And take out the last five, six words, as designated on the budget page, take those six words out. So they’ll have to -- a part of their detailed application might be the details on their contributions from other sources.  




MS. RION:  That’s perfectly fine if you want.  I would suggest that you might want to consider one line perhaps, you know, maybe it’s J down here at the very bottom that says contributions -- other contributions or whatever so that you can go to one place and get the total contributions rather than having to look at it.  




MR. GENEL:  Well, that’s fine.  




MS. RION:  Is that all right?  




MR. GENEL:  Yes.  




COMMISSIONER GALVIN:  Thank you.  




MR. GENEL:  Rather than having it broken down.  




MS. RION:  Right.  




MR. LENSCH:  “J” should read what specifically?  




MS. RION:  Total contributions -- 




DR. CANALIS:  -- by institution, collaborators and other funding sources.  




MS. RION:  From other sources.  How about total contributions from other sources?  




MR. GENEL:  Well that could be down by those three. It doesn’t matter.  It’s just if you have a one liner at the bottom that’s a lot different than having it broken down.  




COMMISSIONER GALVIN:  Right.  




MR. GENEL:  Artificially the way it was here.  




MS. RION:  That’s right.  




MR. GENEL:  Which is what -- 




MS. RION:  -- okay. So there will only be two columns on this. Something, which indicates how much time, the individuals will be spending on this grant and then the funding request.  




MR. GENEL:  Well, it’s essentially an FTE, those are full time employees.  




MS. RION:  That’s right.  




MR. GENEL:  Especially after -- 




MR. RAKIN:  But how does the time someone is spending go against A through H?  




MR. GENEL:  It would only be -- 




MR. RAKIN:  -- I think -- columns -- 




MS. RION:  -- yes, those columns should be blank from B on.  




MR. RAKIN:  And what is “I”, projected revenues, what does that mean?  




MS. RION:  We added that.  




MR. JENNINGS:  Use of fees. 




MS. RION:  Fees for service.  




MR. RAKIN:  But does it get deduced from H or how does it -- it just stands alone as a line. 




MS. RION:  It stands alone. 




MR. RAKIN:  Okay.  




MR. WALLACK:  Or should we put something in parenthesis there, Bob, to indicate that instead of questions from the applicants?  




MR. JENNINGS:  The three people at this group have asked what that means.  




MR. RAKIN:  Yes.  Well, after “H” you need a gap and then “I” stands alone as a separate line.  




MS. RION:  I think “I” and “J” probably. 




MR. RAKIN:  And “J”. 




MS. RION:  Yes.  




MR. RAKIN:  So that -- and maybe “H” is then bolded or bigger type or something.  




MS. RION:  Oh, sure.  




MR. JENNINGS:  And, Nancy, if I may somebody pointed out that just about Line “F” it says, two or other direct costs.  Should that not be bold and read total direct costs?  In other words, we add all the direct costs -- 




MS. RION:  -- oh, sure.  




COMMISSIONER GALVIN:  Do we all understand those changes or does Nancy need to go over them again?  Jerry? 




MR. YANG:  Yes.  Let me -- all the comment and request for attempting to agree with that -- yet this table needed -- make it clear, however, I don’t think we should have another meeting to discuss the issue. My suggestion is whether you see I or Nancy you -- contact with UCONN, Yale, or OFC about this (indiscernible) what’s involved when you have such a form.  You need to add one item for such a form -- Nancy rather than the Committee. But I think it’s good to have a uniform form that they can follow when they do a signature rather than have one city out of three universities sign OFC can handle that.  So I think Nancy can contact with UCONN and Yale or OFC and if they collaborate -- do they budget it together or separately? 




MS. RION: I believe we’ve -- the suggestion was that it’s for the budget is to be completed by each institution. We were going to add that. So there is a different budget page for each institution.  


MR. YANG:  If you can -- if you’re not in contact with them -- 




MS. RION: Okay. No, I think that works.  




COMMISSIONER GALVIN:  Okay?  Now, we’re at a juncture where we’ve reviewed the entire document.  Some changes have been made of, I would say, a moderate -- of moderate nature.  Probably the most significant change has been with the million dollar awards to individual investigators, which we no longer have a $250,000 a year limit.  And now we’re at a juncture where we can -- we can vote on this request for proposal or if the members sitting here want to wait until it’s in final printed form we will have to have another meeting.  




MR. WALLACK:  Well, I would move that we accept -- that we accept the application as amended and that we have a vote to proceed with the release of the application.  




COMMISSIONER GALVIN:  Do I have a second for that motion?  




MR. JENNINGS:  Second. 




COMMISSIONER GALVIN:  Okay. Do we have any discussion?  Now, I want -- I want to be sure that everybody is heard here. If somebody is unhappy and wishes to wait until they see the printed copy, then we need to know that because once it’s out, it’s out. You’re unhappy.  




MR. LENSCH:  Well, actually we’d just like to say something for the record at this time and that is that I recognize we would be far from our task today if it weren’t for the wonderful work that Nancy Rion and her staff put into this document before we sat at this table.  


COMMISSIONER GALVIN:  Absolutely.  Okay now, Nancy had a comment. 




MS. RION:  I do have a question. The one thing that we did not talk about was a date. The dates I chose are -- were arbitrary on my part.  So the submission deadline -- 




COMMISSIONER GALVIN:  -- yes, I’m okay with that, but I think we have to decide whether we’re not -- whether we’re going to finish and vote on this today. 




MS. RION:  Okay.  




COMMISSIONER GALVIN:  Or -- and I don’t mean -- 




MS. RION:  -- before you decide -- 




COMMISSIONER GALVIN:  -- and I’m not trying to stall you.  




MS. RION:  All right.  




COMMISSIONER GALVIN:  I just want to make sure that everybody who is voting is completely happy and understands the changes.  Because once we vote on it finally the document is going to be gone into the public domain and then it will be too late for anyone or more than one of us to say, I didn’t understand what that change meant because we can’t retract the document very easily once it goes out.  




MS. RION:  I would be happy to offer to -- these changes are not extensive, to try to do these this afternoon, to send them out to you tomorrow. If you could get back to me by tomorrow afternoon then we could post it tomorrow afternoon assuming that everyone is fine with that.  




COMMISSIONER GALVIN:  The problem with that is that would constitute a public meeting and we would have to notify -- 




MS. RION:  -- you’re absolutely right. 




COMMISSIONER GALVIN:  The general public -- and it would have to be made open to the general public. So I think unfortunately we have a limited number of choices today. One is to vote on Dr. Wallack’s proposal, which we’re now in the debating and talking about stage. We could move a vote. But I really want everybody here to feel that they’re being heard and that they’re comfortable with this because I think I’m beating the point to death, but I can’t -- it’s not going to be -- we can’t recall this and say, two of the members of the Board didn’t understand the changes until they were -- when they saw it in print and they can’t go along with the changes. So we have to ask you to return the documents and start all over again. I don’t want to do that. 




I don’t want to have another meeting either, believe me.  I’m not a meeting person.  And I don’t want to have another one. But I don’t want anybody to feel that they’ve been disadvantaged or didn’t understand the changes that were made.  




MR. WALLACK:  Bob, consistent with what you’ve said and Willy’s comments about Nancy Rion and Connecticut Innovations, I feel very comfortable and that’s why I made the motion with proceeding with the vote today.  




COMMISSIONER GALVIN:  Okay. Is there anybody else who would like to comment?  Okay?  




MR. LENSCH:  I’d echo that sentiment and also the sentiment expressed by Bob.  




COMMISSIONER GALVIN:  Okay. The -- go ahead.  




MR. YANG:  Well, I would -- we don’t have to have another meeting and as we talked earlier, Nancy can make the correction and agree to check -- make sure they are accurate -- that’s all we need. 




COMMISSIONER GALVIN:  And I -- Jerry, I personally feel that the only inaccuracies would be punctional errors or things that didn’t -- didn’t read properly that could be -- minute corrections. It would not change the real content or intent of the document. 




The motion on the floor is to accept this request for a proposal as written and as amended. Does everybody understand what we’re voting about? 




MR. WALLACK:  Yes.  




COMMISSIONER GALVIN:  Okay. All in favor indicate by saying aye. 




ALL VOICES:  Aye.  




COMMISSIONER GALVIN:  Opposed?  The ayes carry. This is the request for proposal.  




Now, do we need to go over some dates to release it? Today is the 9th.  Our potential date for releasing it is the 10th. I don’t want to rush Nancy and her crew.  Can you do that by tomorrow?  




MS. RION:  Sure.  




COMMISSIONER GALVIN:  Okay.  Letters of intent are due in 20 -- in 21 days.  And proposal submission is due in 51 days.  I’ll ask the stem cell scientist here is that enough time for people to get their proposals in or on the June 30 date do we need more time bearing in mind that these -- we have no idea how many proposals we’re going to have and they have to go to the peer review committee and then come back here.  




COMMISSIONER GALVIN:  What do you think, Dr. Krause?  




MS. KRAUSE:  I’ll let David take over. 




MR. DAVID GOLDHAMER:  David Goldhamer from UCONN.  I think it’s cutting it close. It’s really on the edge. I think in the previous meeting you had stated that there would be a two-month window between the RFA being available and submission. So that extra ten days I think might help.  




COMMISSIONER GALVIN:  So you’re talking about going to July 10th.  Is that a -- does somebody have a calendar so we know -- 




MS. RION:  -- I do.  




COMMISSIONER GALVIN:  It’s a Monday, okay.  So the deadline would be 4:30 p.m. on 10 July 2006.  




MR. YANG:  What about the letter of intent?  




MS. KRAUSE:  That doesn’t matter, June 1 is fine. 




MR. YANG:  Okay. 




COMMISSIONER GALVIN:  Okay. 




MS. RION:  The only other date which is mentioned is on page five under proposal review, decisions regarding funding are anticipated in September 2006.  And the, are anticipated is -- that’s open, there is no commitment there. But I don’t know whether it’s realistic or not.  




MR. JENNINGS:  I think it’s -- I think it’s nice to give ourselves a little bit of pressure by saying that’s -- but for the public a semi-commitment.  I think we do want to make sure it’s reviewed -- 




MR. GENEL:  -- well, we’ve already moved the applications forward ten days. Why don’t we move that date to October 1st?  




A VOICE:  Which date is that?  




MR. JENNINGS:  September 30th -- 




MR. GENEL:  -- or September, whatever. 




MR. JENNINGS:  But I’m saying just in September it could be the last day.  




MR. GENEL:  I think it’s very unrealistic to say September.  




MR. SALTON:  It says in September. 




MR. GENEL:  In September, yes.  




MS. RION:  If -- 




MS. HORN:  -- I think that was based on getting it done in April.  




COMMISSIONER GALVIN:  Are we okay with the dates?  




MR. WALLACK:  We’re fine.  




MS. RION:  Okay.  




COMMISSIONER GALVIN:  If we get it out the 2nd of October I don’t think we’ll be flogged. 




MR. WALLACK:  Well, if I may suggest this document seems to me to be such a good document that in order to retrieve funds for Connecticut we may want to patent this and then distribute it throughout the nation.  


COMMISSIONER GALVIN:  I think so. We probably should have done that with a drug reimportation study document as well.  We were the first in the country and we sort of realized -- like we’ve done a lot of other -- but there is an excellent document as well. 




I’m going to resume our schedule and go to Item 3, update on legal and ethical considerations. And Stacy and Marianne will work with us on this.  




MS. STACY OWENS:  Good afternoon.  Fortunately, I can be very brief because the bottom line is things are good.  And what I mean by that, ultimately I’ve been informed that each of you have in fact received a copy of the advisory opinion that was issued by the Office of State Ethic -- Citizens Ethics Advisory Board.  And although initially it seemed as though things were bleak fortunately we’ve been able to take steps in having legislation proposed and passed that would make everyone that’s on the Committee able to remain and participate in all of the proceedings that take place. 




But for the issues relating to any of those entities for which you may have some financial interest. Ultimately, I was prepared to summarize for you the steps that had been taken up and to the point of the advisory opinion. But considering each of you have already received a copy of that opinion, I don’t think there is any need. 




I will say that it was issued and although initially it seemed -- it did highlight what could politely be deemed oversights for the initial public acts in terms of the waiver language.  And that is what initially -- essentially has been added to the new public act, I believe it’s 06-33.  And not only does it add the waiver language, but it also adds language for additional members.




So that’s basically the update. And as I stated all is well. And thank you for allowing me to serve you. And if there is any other ethical questions in the future I will be at your disposal. 




COMMISSIONER GALVIN:  Thanks, Stacy.  Marianne, do you have any additions to that? 




MS. HORN:  Just in terms of implementation of the new law and actually would have taken place under the old law, we will be asking people to update, fill out a conflict of interest form as they do with all research review.  And before you receive a grant application sign a confidentiality agreement with us or with CI. 




And that is -- so that should be ready for the next meeting. We’ll develop that and it’s very much based on what NIH does.  If there -- if there are any questions or concerns we’ll have Stacy take a look at them and make sure that we are well on the side of being very transparent and very conservative in terms of who can vote on an application and who might be best to recluse themselves.  




We’re still waiting for the formal legal opinion from the Attorney General on the issue of what does direct and indirect payment mean in terms of payment for eggs -- for donor eggs.  




And that’s all I have.  Are there any questions or comments? 




DR. CANALIS:  How are you going to define conflict?  Like and I have a faculty appointment at the University of Connecticut School of Medicine. 




MS. HORN:  Um, hmm. 




DR. CANALIS:  Is that a conflict or there has to be a financial conflict? 




MS. HORN:  It has to be a paid position. You’re in an unpaid position? 




DR. CANALIS:  Yes.  




MS. HORN:  Okay.  That’s -- we’ll have that all down in the disclosure form and then we’ll take a look at it.  




DR. CANALIS:  So you will provide advice to us on what grants we should or should not review.  




MS. HORN:  Yes.  




DR. CANALIS:  Okay.  




MR. JENNINGS:  What is the time line for appointing the new members of the Committee?  We were invited earlier to nominate names if we have any thoughts, what is the time line for doing so?  




MS. HORN:  The legislature has to do it by -- or the particular members of the legislature have to do it by July 1st of 2006, so very soon.  




MR. JENNINGS:  Okay.  




COMMISSIONER GALVIN:  Now, we will proceed to some items we wanted to -- some items we wanted to discuss.  And particularly Item 6 on your agenda, an update on the status of the peer review committee and the peer review process.  And Marianne and I did a little bit of talking about that earlier on in the day. And one of the things we talked about is are we going to look at these applications initially and screen them, which I would suggest, to make sure that they have a reasonable compliance with format.  In other words, if we get to something that doesn’t fit the format and is way out of line with the format I don’t think that we’re going to be looking at whether the type is exactly the same as what did we say -- 




MS. HORN:  -- 12.  




COMMISSIONER GALVIN:  I mean if it’s 10 or 14, I don’t think we’re going to discard the application because of that.  Marianne and I, at least I felt, that we may have to have some applications that we may choose not to deal with. And my suggestion would be that the people who can’t keep the -- can’t get the application in on time, the next morning or the day afterwards I don’t think is appropriate.  If it says, if we say at the close at 4:30 or on the 10th of September that doesn’t mean 9:00 on the 11th or noon on the 12th and, you know, the dog ate it that type of thing.




And I think we would want to look at some other -- look at some of the applications to make sure that they’re not manifestly inappropriate. Perhaps you could embellish that a little bit.  




MS. HORN:  Thank you, Commissioner.  The Commissioner and I were talking about the peer review process and the advisory committee’s role with regard to reviewing the applications.  And it seemed to us very sensible to have the Committee take a look at the applications. You’ve just spent a long period of time designing the application and making sure that we looked at the law. Making sure that all of those priorities are reflected in the application. And so that if we get a grant that is way out of line with those priorities you folks should be the ones to take a look at that rather than the peer review and decide whether those that are questionable should go on to the peer review. We don’t want to waste their time reviewing grants that in the long run are not going to be funded because they don’t meet the statutory requirements or the priorities as established by this Committee.




COMMISSIONER GALVIN:  And we thought there was -- there is a considerable amount of leeway there, but I think one has to take into consideration that the legislative intent was to advance the study of human embryonic stem -- a study of stem cell using human embryonic lines which were not -- which were not permitted, were not available or permitted because of federal statutes. And to at least have a direction towards producing something that would benefit the citizens of the State of Connecticut and perhaps provide a significant financial remediation, but would also foster development and cooperation between various entities dealing in the state.




And so I think Marianne and I talked about would we entertain a grant from somebody who wanted to teach high school students about stem cell research.  I think that’s an unlikely candidate. Would we seriously entertain a grant from somebody who had been a metrological engineer, say, and told us that now he’s very much interested in stem cells and he would like a hand to get started. I think that some of those applications would, if not rejected out of hand, be down at the bottom of the list.  




However, there is considerable leeway in that, but we would at least expect them to be on time and formatted and constructed in such a way as to be understandable so that the individuals reviewing them would not have to sit for an hour and try to figure out what the applicant wanted.  




MR. WALLACK:  Bob, I fully endorse what you’re suggesting. Could that happen through, as we did with the IP situation, through basically a work group and then have that work group after they’ve made their first look -- taken their first look at it come back to a meeting of us and we can sign off on them and then pass them on to the peer review committee? 




COMMISSIONER GALVIN:  I think it will need a considerable representation from this group of eight and theoretically the next group of eight will be on board at the same time.  I would just like to have some general agreement.  Someone may come up with a very wonderful project for let’s just say a fictional small junior college that would like to establish in their human biology department a stem cell research project and would like a $100,000 for it. I think that’s a really good idea and I think there are a lot of really good ideas. But I don’t think that this dispersement is -- should be -- is indicated for those types of peripheral, worthy, yet peripheral operations.  




MR. WALLACK:  I’m endorsing what you’re saying. 




COMMISSIONER GALVIN:  Yes.  




MR. WALLACK:  I’m just making a suggestion that perhaps the workshop way of approaching it might be helpful. 




COMMISSIONER GALVIN:  Yes, I think that’s fine.  That’s fine.  Now, of course, once we finish with it they will -- if we could winnow out some of the ones that are manifestly inappropriate or just plain inappropriate. They will go to the peer review committee. Hopefully we will get rapid response from that committee. We’ve noticed that a diminution in the contact we’ve had with some of the members. We’re -- I think I’ve had a couple of occasions we’re sending communications out to some members of that community of scholars and we’re -- we’re transmitting, but they’re either not receiving or not transmitting back to us.  So we’re -- we have some concerns that we may have do some things about that.  And perhaps Marianne might want to comment. 




MS. HORN:  Sure.  We have lined up our first peer review committee meeting, which is going to be a teleconference call May 24th.  And we have lined up from Spain to California, so I think it’s 11:00 on May 24th. If anybody wants to attend that conference call they’re very welcome to. It’s open to the public and we’ll have a site at the Department of Public Health where people can come in and listen into that conversation.




This will really be the initial conversation that we’re having with the peer review, so a lot of it will be what you folks did on your first meeting, just kind of getting a lay of the land and meeting one another, albeit it telephonically.  




We are going to go over that they have -- they have a requirement to develop guidelines and a rating, scoring method for the grants where as they review them for scientific and ethical merit. So we’re going to recommend -- make some recommendations and see what they come back with in terms of the guidelines.




And then they also have to take a look -- and we’ve asked them for their consideration of the NAS guidelines as they are written at this point. And whether they would recommend to you folks and to the  Department of Public Health recommending any of the guidelines or all of the guidelines as regulations. So that will be another fairly lengthy discussion that we will at least start with them on the 24th.




Once you folks, if you’re agreeable to the process of doing the initial review, just to call out anything that is absolutely not worth sending on because it misses the mark, not worth sending on to the peer review we will send the applications to the peer review and off for their consideration. They will come back to you with recommendations from them on the scientific and ethical merit.  And then you folks will weigh in on whether this -- these grants meet your criteria for the funding, all of the things that you have already listed in the application. 




One of the other things that the Commissioner and I spoke about this morning in terms of the type of subcommittee that Dr. Wallack was mentioning developing beyond the application listing of the criteria, developing your own kind of guidelines for rating and scoring the applications. So just keep that in the back of your mind that when these grants come back from the peer review, whenever that is, we have to give them a reasonable amount of time to review them. So sometime later in the summer, early fall they’ll come back to you for your review.  So at that point I think we should have some guidelines and a way of scoring them that is objective and can be justified.  




MR. JENNINGS:  Marianne, if I may, I have a couple of questions. So do I understand there is no -- at this point there is no draft of the framework for the peer review as questioned -- for the peer review reports.  You are going to ask them to fill up that themselves.  




MS. HORN:  The guidelines?  




MR. JENNINGS:  So -- no, I understand that there are guidelines. You know, they have to score scientific merits and I think -- what is the structure of their report?  Is it simply to check boxes or will there be a written evaluation and pretext and how long do we ask and -- I’m asking how much of that has been developed?  How much of that are we asking them to determine themselves or determine the -- 




MS. HORN:  -- well, I certainly have some ideas to present to them in terms of what the NIH uses in terms of its grants. We also have an internal biomedical grant system at the Department and they have developed a rating and scoring system. So I can provide them with a couple of examples. 




I personally envision them coming back to us with something that gives a description. Similar to what New Jersey did. I think similar to what California has done with their grants where you have a summary and a rating of the grant that would come back to you folks.  




MR. JENNINGS:  I mean we -- this Committee is going to have to make the final decision, as I understand. 




MS. HORN:  Yes.  




MR. JENNINGS:  So we want to make sure that what they provide to us comes to us in a form that we can make sense of when we have to make those decisions.  




MS. HORN:  Okay.  Well, then perhaps you and I can have a conversation sometime so that I’m better informed as we lead the peer review.  




MR. JENNINGS:  I’d be happy to. But I mean given that they are all very busy people, I imagine the more we can feed them with something that is light and makes sense for them the faster the process will go.  




MS. HORN:  Exactly.  




MR. JENNINGS:  I would certainly be happy to talk off line.  




MS. HORN:  That would be great. And certainly whether the NIH model would be one most people are familiar with regardless of whether they’re in Spain or Scotland.  




MR. JENNINGS:  Yes.  




DR. CANALIS:  Would the summary statement of the scientific review be provided to the applicants?  




MS. HORN:  Yes. 




DR. CANALIS:  And are you envisioning a mechanism to rebut because those are going to come out very quickly and I mean people who get funded will be happy. The ones who do not get funded will be very unhappy. So if you are going to share the reasons, if you plan to do that, will allow rebuttals? 




MS. HORN:  Again, I’d be looking for your input about what the standard practice is.  I think the closer we follow already established mechanisms the more comfortable everybody will be with the process. Is that typical, if you get a -- 




DR. CANALIS:  -- you usually do not get anywhere with a rebuttal with NIH. But -- 




MS. HORN:  -- but you’re provided with an opportunity to submit one?  




DR. CANALIS:  It’s a possibility. In the final decision, the meeting when you make the final funding decisions is that open to the public?  




MS. HORN:  Yes.  




DR. CANALIS:  then these deliberations are going to be open to the public.  




MS. HORN:  Yes, Attorney Salton and I have been talking about that and -- 




MR. SALTON:  -- some portions may not be depending on what is being discussed in evaluating the application.  So for example, if there is going to be discussion about some portion of the application that’s deemed confidential, then there is a process for closing that portion of the meeting. So for example, if an institution came forward and said, well, we have this portion of the application that said things are proprietary, trade secret, then that part -- that’s going to take place in this Committee you want to really discuss that in detail and there is a process closed to the public.  




DR. CANALIS:  But the rest is open. 




MR. SALTON:  The rest is open.  




MR. JENNINGS:  And the identity -- I mean obviously the name -- the membership -- the committee is public, but will the specific reviewers comments on specific applications be public  -- 




MR. SALTON:  -- I don’t know if -- I leave that to Marianne. I don’t know if you’re going to get them in that form.  You may have a committee and they’re going to go this is our -- this is our proposed response to Application No. 121. They vote, yes, we adopt it as a committee and that’s -- you’re going to get the committee’s response, not committee member 1, 2, 3 and 4.  


DR. CANALIS:  So the applicants could be -- could witness the decision making process.  




MS. HORN:  Um, hmm. 




MR. SALTON:  That’s right.  




MR. JENNINGS:  Are the deliberations of the peer review committee subject to the same transparency regulations?  




MR. SALTON:  Yes.  




MS. HORN:  I think so.  




DR. CANALIS:  So an applicant could come here and argue with this Committee.  




MR. SALTON:  Well, you don’t have to entertain.  It’s not a public hearing. This is a business meeting and someone could -- just like you can go to and sit in a room and listen to the legislature debate an issue, you don’t get to get on the floor and argue with the legislators about what’s going on.  Although some people may, but not on the record.  




DR. CANALIS:  But those rules need to be -- made very clear because the applicants that come could argue in their favor very effectively.  




MS. HORN:  Okay.  




DR. CANALIS:  So if whether we allow the argument or not needs to be said upfront. Okay? They can attend and listen, but they cannot influence the decision-making process or they can influence the decision making process.  But everybody needs to be treated equally and needs to know this up front because it could become a real difficult situation. 




MR. SALTON:  Right.  Absolutely, a good point. 




MS. HORN:  Well, we’ll spell that out because I know this is different from the consideration -- 




DR. CANALIS:  -- I don’t care how you slice it, but everybody needs to know up front how we’re going to slice it.  




MR. SALTON:  Right.  




MR. YANG:  I agree.  Whether we have Advisory Committee on the guidelines and all of these different issues to go to public.  But the grant proposals -- all the proposals I can tell you are confidential proposals. So we need to ask the application that your proposal is not confidential.  (Indiscernible) environment -- it will go to the public.  Are we allowed to do that?  




MS. HORN:  Well, the portions that are confidential will not be released to the public and the discussion of the portions that are confidential will not be discussed in public. There will be a motion to go into executive session, just as there is at any public meeting when a confidential item is being discussed.  So that’s how we envision this playing out.  




MR. RAKIN:  Well, what if the major part of the application is confidential?  




MR. SALTON:  I’m sorry.  




MR. RAKIN:  What is like a major part of the application is -- is confidential? 




MR. SALTON:  Well, it’s not the quantity, it’s the quality.  The term is confidentiality.  That’s the -- so and one of the things we did in this process -- the applications -- or the item that you just adopted was to ask the applicant to identify, from their perspective and then we’ll have to look at it further, what you consider to be confidential in this application.  I mean the budget numbers are not going to be confidential.  And resumes are not confidential, but they may say, well, this is a process that we on pages 9 through 15 we consider this to be confidential and that will be what we focus on and evaluate.  




MR. YANG:  The proposal -- the title is not confidential, the summary -- the summary -- not confidential -- but the decision for funding -- funding is not confidential or the total proposal content is confidential -- every one -- do you say confidential or not?  Every applicant proposal is confidential.  




DR. CANALIS:  It’s not -- that’s not how it is stated.  




MR. YANG:  In a federal funding situation all -- 




DR. CANALIS:  -- that’s not how you have it stated. 




MR. SALTON:  It’s not that way here.  




MR. RAKIN:  Well, someone would have to elect to mark every page confidential.  




MR. SALTON:  And that’s just our position, that’s not necessarily going to be the position of the Committee at the end of the day.  If you marked your resumes are confidential that doesn’t mean they’re confidential in our application or the Freedom of Information law, which may be when someone submits an application and says, we would like to get copies of the resumes of the investigators on this thing. Well, the fact that the applicant thinks that the resumes are confidential we’re not necessarily going to honor that. 




COMMISSIONER GALVIN:  No, you’re not. 




MR. SALTON:  We have to exercise our -- the Committee has to exercise its responsibilities to apply the Freedom of Information laws in good faith and that’s what we have to do.  




COMMISSIONER GALVIN:  Diane?  




MS. KRAUSE:  I appreciate everybody’s comments. They’re really, really insightful on everybody’s part.  The Freedom of Information is also relevant to federal grants. I mean we have Freedom of Information at the federal level. And federal grants are not public. And even the summary is not public until and unless that grant is funded.  




And similarly, I think the whole idea of peer review, which is anonymous. I don’t know that the people who reviewed my grant.  And I don’t who said what about it is key to their review. Otherwise, if somebody knows I’m listening in or Jerry is listening in, they might say something different.  My hope would be that there would be someway to do this so like with an NIH grant the grants themselves are considered confidential.  And that the review is -- however it is, it’s confidential, not open to the public.  




MR. JENNINGS:  I certainly share Diane’s concern. I’ve worked as -- for many years, there is a strong correlation between open review and positive review. It is generally very difficult for reviewers to say their honest negative opinions if they know that they are going to be identified to the authors or applicants. I think it’s a real issue.  




MR. BILL HATHAWAY:  May I say something just briefly on a pragmatic purpose?  I’m not going to be (indiscernible) examining Peer Review Committee’s decisions individually -- but collectively I’d like to see that -- I think that would be public information coming back, elective input of the committee, plus I think any grant proposals that I’ve seen in the Freedom of Information will be clearly public.  So when you’re asking the public for money, that proposal in total is open.  




MR. JENNINGS:  A funded proposal. 




MR. HATHAWAY:  A funded.  




MS. KRAUSE:  Even that has all your unpublished data in it.  




MR. HATHAWAY:  Well, and let’s be real also, you know, I’m not interested in what free agents you’re using.  




MS. ILZE KRISST:  As an administrator who sometimes gets beaten up by -- I guess one question I’d ask is do -- the peer review committee are they aware that the process is totally open and public?  So I guess I would check that out to make sure that they’re all, you know, aware of that.  




And the other thing I was going to mention, especially since the state is putting an emphasis on sort of say, return on investments or -- and what -- in order to do that you have to protect your intellectual property.  And in order to protect intellectual property it has to be confidential. And I think that’s a very important piece.  




MS. MYRNA WATANABE:  Yes.  In terms of what Bill has asked for as a member of the press I can ask until I’m blue for a grant proposal from the federal government.  I cannot get it. All I can get is if the -- if the person who has sent in the proposal wants to release the proposal to me, they will do that. 




MR. HATHAWAY:  You realize there are differences between state and federal.  




MS. WATANABE:  Right, right.  But I’m just saying that on a federal level I can’t get that.  


MS. KRAUSE:  We’d better learn what those differences are because a lot of people might not want to apply if their grants are going to be publicly accessible.  




MS. HORN:  Well, certainly under the state Freedom of Information there are exemptions from disclosure for trade secrets and that kind of thing. And so any argument that this information is proprietary -- 




COMMISSIONER GALVIN:  Mike?  Go ahead, Mike.  




MR. GENEL:  We’re getting into very delicate territory that has the potential of undermining the entire program.  And may I suggest -- 




COMMISSIONER GALVIN:  -- that’s correct. 




MR. GENEL:  May I suggest that we seek a ruling from the attorney general perhaps or from the Ethics Commission regarding -- 




MS. HORN:  -- the FOI.  




MR. GENEL:  I’m sorry. 




MS. HORN:  The FOI Commission.  




COMMISSIONER GALVIN:  Freedom of Information.  




MR. GENEL:  Freedom of Information, in terms of to what extent the procedures that are used for review of federal grants that we’ve just heard can be applied to the review of grants submitted to this program and to what extent they cannot be applied. Because I think that I fear that you’re going to loose your peer review committee or a good portion of it, to begin with. And I think we’re going to have some very difficult meetings here in the fall unless we get this clarified.  




COMMISSIONER GALVIN:  I think you’re correct and, Henry -- Attorney Salton brought up some -- the fact that we should probably frame before we leave this afternoon, frame the type of questions we would like the distinguished Attorney General to delineate for us.  I’ll get you in one second. 




DR. CANALIS:  No, sorry.  




COMMISSIONER GALVIN:  I think what Mike is saying is what I’m feeling is now we’re at a point where the whole project could be very easily derailed. If I were an international scientist and I was told that everything I did would be revealed, I might say I’m not -- I’m not getting paid for this. Why would I want to be on this Committee?  And then we’ll have to go find another bunch of international experts who probably would have the same sort -- general sorts of feelings.  




And I think we’re at a junction where the opportunity to encumber the dispersement of funds is becoming obvious to me that there are lots of ways to prevent the dispersement of funds. In particular I didn’t get my grant approved.  I want to rebut your findings and you can’t release any money until -- we wouldn’t be able to then release any money until the series of individuals came in and explained to us why their grant should -- that was not approved should have been approved.




So, we could either -- we have a very real risk here from two sources. One we could dither around indefinitely.  




MR. GENEL:  And we have.  




COMMISSIONER GALVIN:  Yes.  I’m not a ditherer and I don’t like dithering. And I would rather -- I would very much rather not do that.  Or we can get to the -- we have to -- I want you all to remember, there is going to be twice as many of us here and the additional eight will not have the benefit of dealing with us and Dr. Wallack’s stimulating and Willy’s great judgment and Henry’s patience. And Ernie and I trying -- and Jerry and everybody else trying to straighten things out.  So there is going to be a learning curve for those people. 




But we’re not going to have eight people here, we’re going to have 16.  And if we start to have to, you know -- if we get a 100 grants and we approve five of them and then we get 95 people that want to come back here we’ll be here indefinitely, some of us will, some of us may be elsewhere.  




Dr. Canalis.  




DR. CANALIS:  The only concern I have is the anonymity of the scientific review process.  I think it -- you know, there are -- it’s going to impair a fair scientific review if you reveal the reviewer. It’s going to be very tentative to the -- I would be very tentative to criticize a project if you know that it’s me doing that.  And then you could end up having unfair reviews depending not on the science, but depending on your reviewer’s level of comfort of being identified.  




That’s a concern I have.  




COMMISSIONER GALVIN:  I think you’re -- you’re entirely correct.  




DR. CANALIS:  That is the issue.  




COMMISSIONER GALVIN:  That’s the issue and I would say that this is what has destroyed peer review in our hospital.  So that rather than doing peer review of physicians in hospitals, where it should be done by your colleagues, we end up in the Health Department doing peer review on -- in essence, on physicians. And nobody wants to say anything because we’ve had some difficult cases and they -- the people want to know who reviewed my case.  




And they say, well, I can’t tell you who he is, but he’s -- he’s a very charming fellow. He’s about 5’9” and he’s got graying hair and he’s bilingual and -- by the time they get all through they know it was Ernie or Jerry or me or whoever or Mike. And so people just don’t do it. Or if they do it they say, gee, you know, Ernie is a friend of mine. I don’t want -- you know, it’s very difficult if I’m going to be identified as the person who said, I think that Diane’s project is better than Ernie’s.  And then Ernie comes to me and says, why did you do that?  And that’s -- we have some -- we’re at a very critical juncture here.  




MR. SALTON:  Could I just make a suggestion?  




MR. HATHAWAY:  Could I just say one thing? 




MR. SALTON:  Please.  




MR. HATHAWAY:  For a pragmatic purpose, I have no interest -- and I don’t think most -- in the individual deliberations of any peer review. Okay?  There is no interest.  And I do have an interest in knowing what the recommendation of that peer review was to you. 




MR. SALTON:  Oh, sure.  




MR. HATHAWAY:  Correct? 




MR. SALTON:  That’s fine.  




MR. HATHAWAY:  So that’s clear.  




MR. JENNINGS:  And it’s not just about -- 




MR. HATHAWAY:  -- then you have to deal with the issue of how much are those individual -- because if you have a committee of eight members that’s dispersing state funds I don’t see how you can get away in saying, we’re not going to tell you who the eight members are.  Do you know what I mean?  Then it’s up to -- 




MR. JENNINGS:  -- that’s already public information. 




MR. HATHAWAY:  That’s already public. So then that’s -- that’s where your issue -- that’s what -- 




MR. SALTON:  -- if I could -- 




COMMISSIONER GALVIN:  -- I think our -- excuse me.  I think our issue is the difficulty in having Charles review something that Mike has done. 




MR. HATHAWAY:  Right.  




COMMISSIONER GALVIN:  And then be confronted.  




MR. HATHAWAY:  Sure.  




COMMISSIONER GALVIN:  Because of the -- because it’s easily -- an easily identifiable person.  And so the easiest way out of that is to say, I don’t want to do that because Mike is a nice guy and I don’t want to get him mad at me.  




MR. HATHAWAY:  But the recommendations always, no matter what you say, comes in the form of a collective decision.  




COMMISSIONER GALVIN:  Yes.  




MR. HATHAWAY:  Correct?  




COMMISSIONER GALVIN:  Yes.  




MR. JENNINGS:  Yes, but I think we may want to know what the individual committee members recommended on individual projects because those committee members have been chosen to have diverse expertise.  And you want to know whether the negative review is coming from somebody with whom this is their core confidence or somebody who is right at the periphery of their expertise. That is important information to ask when we make our final decisions. So I think -- 




MR. LENSCH:  -- we would argue that that degree of confidence is something that we cannot have solely, that the public does not have.  




MR. JENNINGS:  I’m sorry, say that again? 




MR. LENSCH:  We cannot I think reasonably expect to know what the decision of individual committee members are and yet exclude the public from that same information.  




MR. JENNINGS:  Well, I think that’s a question that we maybe need to put to the Attorney General. If we can have that, I think that would be very desirable because it will make it much easier for us to make wise decisions if we can know information that the public can’t know.  




MR. LENSCH:  I’m thinking that it would be wrong for us to have that information that is not available to the general public.  I think that it suggests micromanagement over the peer review committee. I think that the peer review committee has been put in place and if we trust their collective judgment -- 




MR. JENNINGS:  -- but the peer review committee is going to have plenty of our time forming a collective judgment because we’re talking about people in California, in Spain, in Edinborough, in Boston. I mean these -- they’re not going to get around the table and form a collective opinion in the way that this group can.  


MR. SALTON:  I think they’re going to have -- they’re going to have telephonic meetings that will be public meetings like this one.  




MR. JENNINGS:  But we know how hard that it is.  




MR. SALTON:  Well that may be actually more relaxed than some of the people in this room.  




COMMISSIONER GALVIN:  Dr. Canalis and then Dr. Genel. 




DR. CANALIS:  The Council of NIH, which is sort of equivalent to this group, received a collective decision which is called the summary statement and lists of individuals that participated in their review. The individual reviewer for each grant is not disclosed because it’s not necessary also. I mean who cares who did the individual review. At the end you’ve got a collective statement. And it became collectively then you preserve anonymity and conflict. 




COMMISSIONER GALVIN:  Ernie, let me ask you a question.  




DR. CANALIS:  Please.  




COMMISSIONER GALVIN:  And this is out of ignorance. 




DR. CANALIS:  No, no, no.




COMMISSIONER GALVIN:  If we get 20 grants that are going to the peer review committee does each -- somebody suggested that each member of the peer review committee had to review each and every grant.  I thought that if there was 20 I’d send, you know, four to you, four to you, four to you.  




DR. CANALIS:  Yes, that’s right because it’s not realistic.  




COMMISSIONER GALVIN:  Okay.  




DR. CANALIS:  People are not going to do it.  




COMMISSIONER GALVIN:  So each reviewer will review one fifth of the grants.  




MR. JENNINGS:  You may want two people -- 




DR. CANALIS:  -- the norm is to have two reviewers for each grant, sometimes three depending on the number of grants. But you have two -- let’s say you have two reviewers.  




COMMISSIONER GALVIN:  Okay.  




DR. CANALIS:  Per grant.  




COMMISSIONER GALVIN:  Okay.  




DR. CANALIS:  And you have six members, so, you know, you have a third, a third and a third. 




COMMISSIONER GALVIN:  We can only have five by statute.  




MS. KRAUSE:  We might need to change that.  


COMMISSIONER GALVIN:  You can’t do that.  You can’t change the statute until next year.  




DR. CANALIS:  That’s true.  




COMMISSIONER GALVIN:  So we would have to have a system where since we have an uneven number somebody is going to get more or less. 




DR. CANALIS:  That happens and --




MR. JENNINGS:  Ten each -- with a statutory five members the point -- a colleague is an adjunct -- 




COMMISSIONER GALVIN:  -- no, but that’s not provided for in the law.  However, if I sent Jerry Yang five applications for where the next home run would be hit out of Fenway Park and he didn’t have time or I sent him 50 and he had time to do five and or some number and he used of his trusted associates with that and then he signs it -- signs off that I have reviewed this, that to me means he’s reviewed the material and is cognitive of the material. Does that mean -- I don’t think that each of the five peer review people have to read and digest every single word and every single financial nuances.  But I think your signature attest to the fact that you -- 




MR. JENNINGS:  -- you take responsibility.  


COMMISSIONER GALVIN:  That you take responsibility and you’ve done a careful review in whatever way you want to do it. 




MR. GENEL:  Mr. Chairman, only because I must be out of here before 4:00, may I make a suggestion that this be the -- a primary topic for our next meeting.  


COMMISSIONER GALVIN:  I think you’re correct. 




MR. GENEL:  And may I also make a plea that the Attorney General be asked to comment on the relevance of the federal policies as peer review of grants and to what extent they are applicable here. Now, some of them have already been described. The -- my recollection is that at the Council level the -- those grants that are not funded are not necessarily -- are not made public.  It’s the funded grants that are made public and I think -- and with full respect to the interest of the media in our deliberations I think we have to look very, very carefully and to what extent the federal application process, which is time honored and has been effective, can be within the law and within the rationale and the rationale for the act be incorporated in our review process.  Else I’m afraid that we will not get either a fair review because we will loose peer reviewers or we will not get the applications that we’re seeking because people are very, very reticent about submitting applications that may not be funded and yet are made public. I think these are all issues that need to be very carefully looked at.  




COMMISSIONER GALVIN:  Very well said.  Since you’re leaving, when would you like to -- we have several opportunities to meet again.  




MR. GENEL:  I can either -- either of the dates that were suggested.  




COMMISSIONER GALVIN:  May 23rd, I think is early, June 6th, June 20.  




MR. JENNINGS:  I have a conflict June 20th.  




COMMISSIONER GALVIN:  I’m sorry.  You can’t?  




MR. JENNINGS:  I can’t do it.  




MR. WALLACK:  Can we go with June 6th? 




MR. JENNINGS:  6th, yes.  




COMMISSIONER GALVIN:  6th looks good. How about you, Dr. Canalis?  I think it’s very important for you to be in attendance.  You’re not going on another vacation are you?  




DR. CANALIS:  I never do that.  




COMMISSIONER GALVIN:  Yes.  




DR. CANALIS:  It would be out of character.  




COMMISSIONER GALVIN:  I think it’s important for the entire group to be here.  There are an awful lot of -- an awful lot of new territory here and we need all these good minds.  




MR. WALLACK:  Mr. Chairman -- 




COMMISSIONER GALVIN:  -- are you okay with everything?  




DR. CANALIS:  I think I’m okay. 




COMMISSIONER GALVIN:  All right.  




MR. WALLACK:  Before -- Willy was indicating his appreciation for what Nancy and CI did for getting us through the application.  I think it’s appropriate to mention and recognize for the minutes and for the record that Willy and Charlie did an enormous job by leading us through that whole process also and -- 




COMMISSIONER GALVIN:  -- yes.  




MS. RION:  I’m handing out, I believe, the document that contains all of the suggestions you made.  




MR. JENNINGS:  Thank you.  




MS. RION:  But know that this was very fast. I may have missed something, but give me an e-mail early tomorrow -- early tomorrow if you see something that I missed.  But I wanted to get it to you so that you can give me your feedback. And the only piece -- question that I have, Charles, is you know our little boxes that we didn’t have that conversation. So those haven’t changed. But everything else I believe has been incorporated.  




MR. JENNINGS:  Thanks, Nancy. 




COMMISSIONER GALVIN:  And in view of the fact that Dr. Genel has to move along and I believe maybe Dr. Canalis as well, I think this is probably as good as place as any for me to entertain a motion to adjourn and return on the 6th of June.  




MR. JENNINGS:  So moved. 




COMMISSIONER GALVIN:  Second?  In favor?




ALL VOICES:  Aye.  




COMMISSIONER GALVIN:  Good-bye.  




(Whereupon, the meeting was adjourned at 3:52 p.m.)
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