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CHAIRPERSON ROBERT GALVIN:  Good afternoon.  I will call the meeting to order, and we will proceed to approval of minutes from the July meeting.  Has everyone had a chance to review those minutes?  Are there any changes, deletions, or additions to the July meeting’s minutes?




MR. ROBERT MANDELKERN:  Dr. Galvin?




CHAIRPERSON GALVIN:  Yup.




MR. MANDELKERN:  I have a question.  On page one, it talks about the creation of the two three-member subcommittees.  Have those been appointed, or will the whole committee be apprised of them, or what?




CHAIRPERSON GALVIN:  That’s agenda item four.




MR. MANDELKERN:  So that will cover the whole area.




CHAIRPERSON GALVIN:  Any other discussion on the minutes from the July 2009 meeting?  If not, I will entertain a motion to approve those minutes.




DR. MILTON WALLACK:  So moved.




CHAIRPERSON GALVIN:  And second, please?




DR. GERALD FISHBONE:  Second.




CHAIRPERSON GALVIN:  Is that a second?  Okay.  All in favor of approval of the minutes from the July meeting, indicate by saying aye.




VOICES:  Aye.




CHAIRPERSON GALVIN:  We will now go to item number three, RFP review, and you’re going to handle that, Chelsey?




MS. CHELSEY SARNECKY:  Yeah, I’ll start.




CHAIRPERSON GALVIN:  Okay.




MS. SARNECKY:  So, good afternoon, everybody.  What I sent to you last week is the most recent version of the RFP for the 2010 round.  We sent around the document and track changes, so you can see the changes that DPH and CI made the week prior when we first reviewed the RFP.




We tried to incorporate some changes that we had a running list of during the year, and there are a few committee members that also had some tiny changes that we tried to incorporate, as well.




Hopefully, you all had a chance to review it, and I thought that this would probably be a good time to hash out any concerns that any committee members have, or any additions, deletions, suggestions, or comments.




If anybody wants to come forward, that would be great.




CHAIRPERSON GALVIN:  Marianne, do you have a summary of those changes?




MS. MARIANNE HORN:  I think it would probably be best if we just walked through.  They’re not particularly major ones.  I think all the committee members, who did a review and sent us their comments, we did our best to incorporate those into the document, so some of the changes are minor, and some will require a little bit more discussion, in terms of whether we want to continue with the priority, or whether we want to continue with the criteria that we have in here.




And a few logistical changes that we have come across again and again, about the technical reports, filing the timing of that, so we can get the second year funding out more quickly.  Not dramatic changes, but things that I hope will make the process flow a little bit more quickly.




On the first page, we just changed the dates to reflect a new letter of submission date, which is now October 30, 2009.




DR. ANN KIESSLING:  Excuse me just a second, Marianne.  There’s some rattling very near the phone you’re speaking into, and it’s difficult to hear.




MS. HORN:  I think we’ve identified the source.  So the proposal submission deadline has been moved to December 4, 2009, very close to the dates that we had last year.




The next change was, and, Chelsey, please, and, Dan, leap in here if I miss something, we did put in a little language, because, as we were writing this, we weren’t sure that we were actually going to have funding, or funding that was secure, so we put it as anticipated that up to 10 million dollars will be available for grants through June 30, 2010, and it looks at this point as if our funding has come through, so we are still anticipating that 10 million, up to 10 million dollars will also be available.  That’s the only change I see on page one.




MR. MANDELKERN:  Up at the top, there’s a translation that was put into the --




MS. HORN:  Yes.  Thank you.




MS. SARNECKY:  I think, actually, if I remember correctly, not to interrupt, translational was included in the previous RFP from the previous years.  We just highlighted it to -- I think, if I remember correctly, our concern was if translational encompasses clinical research, so I didn’t know if we had to specify translational and/or clinical, or if it was just fine as that.  I believe we determined that translational was okay?




MS. HORN:  The conversation was whether we wanted to fund more clinical research, and I think that’s the discussion there.  Certainly, our legislation would encompass that and to hear from some of the scientists about whether this language would encompass clinical research in the translational if we wanted to make any change.




We just left it there, but highlighted that that had been a discussion.




DR. WALLACK:  Where is that?




MS. HORN:  It’s right at the beginning, the second line.




MR. MANDELKERN:  In the preamble.  In the preamble.




DR. WALLACK:  So, Marianne, last year, we put translational in for the first time, and my sense is that it would be the next step to make specific reference to what you just said about the clinical implementation, just to make it clear, not only to those people who are going to be putting in the grants, but to the general public, that we will continue to have an eye on the down-the-road aspects of this, and that is the clinical application.




MS. HORN:  Any other comments?




DR. MYRON GENEL:  Isn’t that a little premature?  If you noticed how I said it -- but what you said won’t be captured in the preamble.




DR. WALLACK:  The only reason that I’m making mention of that, certainly the translational I think we’re all happy that we have in there, and there are other states, CIRM, California, for example, who is specifically now talking in terms of clinical application, so my suggestion, whether we accept it or not at this particular point, it’s okay either way, I think, but I just want to put on the table the thought that we understand that the clinical application at some point is what we’re all after, therefore, I’m making the suggestion that we begin to include that in the RFP, again, to open that discussion and, again, for how it hopefully can be interpreted by the public, especially the legislators. 




DR. GENEL:  My suspicion is the California initiative they’re exactly the same reasons, rather than for the state of the science.  I think it’s more of a public relations statement than it is a scientific statement.




MR. MANDELKERN:  I appreciate what you’re saying, Milt, but I think, in view of the reality, that the first clinical trials that Geron was supposed to start after a 22,000-page submission to the FDA was kicked out before three people could be enrolled in the trial, I don’t think we should get too far out in front of the parade.




I think some, you know, awareness of it in the committee is good, but in view of what’s transpired, I think we should just hold with the translational at this point.




DR. WALLACK:  I certainly wouldn’t disagree with what you’ve said, and I certainly would not want to go to the mat on this particular issue.  The only reason that I’m bringing it up is because I want to -- I’d like to think that we continue to stay out in front of what’s going on in this field, and, in that light, at least having the discussion about that this year, whether we accept it or not, I’m okay with, but I certainly want us to be aware that the real reason that we exist, in addition to the basic science, is for the clinical application.




I’d be happier if it was included.  I certainly wouldn’t, like I say, go to the mat, and I wouldn’t want to extend this conversation any further.




DR. RONALD HART:  This is Ron Hart on the phone.  Translational, of course, includes things like pre-clinical animal studies, which wouldn’t require FDA approval to begin, or a regulatory approval to begin, but would be considered part of a translational strategy.




DR. KIESSLING:  This is Ann Kiessling.  I think I brought this topic up at our last meeting.  Who was talking first?  Was it Ed Wallack?




CHAIRPERSON GALVIN:  Milt, yeah.




DR. KIESSLING:  Milt?  I’m sorry.  Milt.  I don’t know if anybody had a chance to look at the California Institute for Regenerative Medicine’s website, but they put out an RFP, which they call Disease Team Research, and the goal of that was to develop a joint clinical and basic science program that might be ready for FDA safety trial, not anything else but safety trials, within a four to five-year period, and that RFP had a wonderful response, and I think it really stimulated the entire California community to go out and have doctors in the basic sciences talking together around an idea that was really solid, that they could really get behind it.




I’m actually still in favor of somehow including that concept in this year’s request for application, and, as I look over the RFP, I wonder if it would be timely this year to replace our group project with the concept of Disease Team.




DR. HART:  Or at least add that as a sub-category for group projects.




DR. WALLACK:  Milt, again.  I would be in favor of doing, Ron, what you just indicated.




DR. HART:  Yup.




MS. HORN:  So can we leave the language in the preamble there as it is and address the group project and disease teams when we get down to there?




DR. GENEL:  That would be what I would favor.




MS. HORN:  Okay.  Okay, then, seeing nothing else on the first page, over on the --




DR. GENEL:  I’m sorry.  Are we going to stick with the language, as anticipated, or can we delete that now?




MS. HORN:  Well I think there was some discussion back at our office that given the nature of the budgetary process going forward, that there were times that we were somewhat uncomfortable having a statement, that 10 million dollars will be available.




We’ve learned that lots of things that we thought were secure are not.  So far, we’ve been very lucky.




DR. WALLACK:  Can I just pick up what Mike said, please?  I have heard from some researchers that would this continue to be an exercise in futility putting the applications in, if, in fact, the money isn’t going to be there, because it is an extensive process for them to put the applications in. 




So could we have a clearer message, that maybe anticipated and substitute the word it is our understanding, and, that way, we’re still not saying that it’s definitely there, but I would vote to, I would put a motion to amend that to say it is our understanding, because it is our understanding that the money is there.




CHAIRPERSON GALVIN:  I don’t think we have that understanding.  The money may be there.  It may be not.  I think that the budget is by no means secure, that we’re into a period of implementation language.  They can take the money back tomorrow morning.  I don’t think they will, but they might.




DR. WALLACK:  So, Bob, to give comfort to those researchers that may have a hesitancy, I mean would there be a problem in putting the word in, because that’s our current feeling at this particular point?




CHAIRPERSON GALVIN:  Well it’s not my feeling.




DR. FISHBONE:  I think that anticipated --




CHAIRPERSON GALVIN:  Yeah, we think we’re going to get it.  We haven’t heard any news, you know, the Board recision is being passed around, and there’s a great deal -- this budget is not solid yet.




DR. FISHBONE:  There’s an issue that Milt and I were discussing just before the meeting, and that is the question of the lawsuit that’s been brought up against the NIH, and that they may end up with their funding being on hold until that decision is decided.




DR. WALLACK:  Jerry, if I might, I think the next page is reference to the federal funding.




DR. FISHBONE:  Yeah.




DR. WALLACK:  So maybe we should bring that up in part of that conversation.




DR. FISHBONE:  The only reason I’m bringing it up is that it’s not like the other sources of funding out there are guaranteed.  In other words, if somebody were saying I don’t want to bother to do all this paperwork, we’re probably in a better position than the federal funding might be at this time.  That was the only reason I bring it up.




MS. HORN:  I think anticipated is probably better at this point than any kind of understanding, because we don’t understand exactly where we are, but we do anticipate that we’ll have some money.




MR. MANDELKERN:  Both cases depend on the next -- anticipated in both areas.




MS. HORN:  Correct.  Okay.  Anything else on page one?  Page two, the first change was just updating a reference to the National Academy’s guidelines and clarifying that the release of the funds that the ESCRO committee approval must be received prior to the execution of the assistance agreement and release of funds.




We had not the execution of the assistance agreement in there, and that is really what triggers the release of the funds.




MR. MANDELKERN:  What page are you on?




MS. HORN:  I’m sorry.  I’m on page three.




MS. SARNECKY:  It might be different, because of the track changes.  It might shift the page.




MS. HORN:  Oh, no.  I’m sorry.  I just had them out of order.  I apologize.  Okay, so, who may submit?




MR. MANDELKERN:  Well there’s something on top of that, overview.




CHAIRPERSON GALVIN:  No changes.




MS. HORN:  Oh, yes.  This is the discussion that Dr. Fishbone was referencing, and that is funding for our priority.  We just wanted to revisit this.  Is our priority still to be given to human embryonic stem cell research that is not currently eligible for federal funding?  




We left it in there, feeling that there was still certainly some research in Connecticut that is not eligible for federal funding under even if the guidelines are allowed to be used and funded, so we thought it was okay to leave it in there, but wanted to bring it to the committee for discussion about any change.




DR. HART:  This is Ron Hart, again, on the phone.  The issue there, of course, is that we’re in a little bit of a gray area now with federal funding, but they are funding traditional human embryonic stem cell work, pending approval of cell lines, so, at this point, to limit it to things or to make it sound as though it’s limited to things that aren’t currently eligible makes it sound very limited.  




It seems as though we ought to amend this a little bit to the ongoing reality of the federal funding situation.




MS. HORN:  Other comments on that?




DR. FISHBONE:  Yeah.  Do we know what the current fundability is for the federal government?




DR. HART:  I know that, from my own experience, that I’ve gotten an NIH grant approved that includes human stem cells and have been told not to start with the human stem cell portion of the work until after the lines are approved, but the funding had been approved.




DR. ANNE HISKES:  I would like to add something, something that has not been eligible for federal funding and is not eligible under the current NIH revised guidelines, is a derivation of new stem cell lines, so if we want to continue funding, say, for example, a core that new stem cell lines, it’s going to have to rely on non-federal money.




If we want to do new stem cell lines of diseases, disease models, or for genetic diversity, that, again, cannot be funded by federal money.  I think that’s an argument for maintaining that priority.




DR. HART:  Are you sure that that’s absolutely true, that that derivation is specifically excluded?




DR. HISKES:  Absolutely.  You cannot hurt an embryo that has -- that’s from the Dickey-Wicker amendment, anyway.




DR. HART:  Oh, that’s right.




DR. HISKES:  So, you know, that’s a real sticking point, genetic lines are eligible for federal funding in the research using nuclear transfer with humans.  Gami(phonetic) is not eligible for that money, but they’re a derivation of new stem cell lines from whatever embryonic stem cell lines, however those embryos are created, is not fundable by federal money.




DR. HART:  That, actually, then, will probably include, as you’re saying, a stem cell core, and relatively few other groups would be deriving their own lines.




DR. HISKES:  That is correct.




DR. WALLACK:  Through the Chair?




CHAIRPERSON GALVIN:  Yes.




DR. WALLACK:  Can I ask Anne?  Anne, if we were to do that, Milt speaking, in a second line, talking of priority, would you then say the funding of new embryonic stem cell lines and the result in human embryonic stem cell research, would you add that?




DR. HISKES:  You’re talking about revising?




DR. WALLACK:  Yeah, the second sentence.  I’m talking about, from what you just said, would you think about revising the text, so that when you talk about the priority will be given, insert in there before human stem cell research the development of new human stem cell lines?




DR. KIESSLING:  This is Ann Kiessling.  I want to support what Anne Hiskes is saying, that, at this point in time, it looks as though many of the lines (phone line breaking up), so it’s very possible that research that’s ongoing in Connecticut that has been federally funded until now will not be eligible. 




Some of the lines are not going to be eligible for federal funding in the future.  I think this language, as it’s written right here, is fine.  I think that we’ve always reviewed these grants knowing that this was the priority, but I think the science has sort of always outweighed this particular priority.




DR. HISKES:  That’s true.  We don’t really know where the decision is going to fall in some of the earlier derived stem cell lines on which our researchers have so heavily relied.




MS. HORN:  So what I’m hearing is that we just keep the language as it is now, and we can always change it and refine it, and, certainly, as we get down to the individual grants, you can say more about what you might be interested in funding.




DR. HISKES:  Or you could say one, well, yeah, a priority allows for other priorities, so it’s just one factor that goes into the mix.




MS. HORN:  Yes, and it’s listed under the criteria that we look at.  As Ann Kiessling just said, I’m not sure it’s been something that we have spent an awful lot of time on just yet, but probably will become more important going forward, so let’s leave that language as it is.  Yes?




DR. DAVID GOLDHAMER:  Can we talk about the next sentence, about animal models?  That sentence, to me, the last sentence of the overview, animal models are not excluded, sounds too negative.  Since pre-clinical animal model research is considered translational and we want to promote translational research, that sentence just sounds -- has a negative tone that may not be what is meant there.  We can discuss that, but, to me, it sounds too negative, and perhaps that line just doesn’t need to be there.




DR. HART:  It’s just that animal models will be considered, but applicants will need to demonstrate.




DR. GOLDHAMER:  That would be better, yes.




MR. MANDELKERN:  How does that sound, Marianne?




MS. HORN:  Yeah, is everybody comfortable with that language?  Okay.  And I know our concern was that we didn’t want to have just, you know, early stage animal models as we were putting this RFP together.  We were really wanting to get into applicability to humans. Okay, so, we’ll change that language after animal models will be considered.




DR. HISKES:  I’m going to go to another meeting now.




MS. HORN:  Okay.  




DR. HISKES:  And I’ll call back when it’s over.




MS. HORN:  Very good.




DR. HISKES:  No later than 2:30.




MS. HORN:  Very good.  Thank you.




DR. HISKES:  If you’re still there.  Bye.




MS. HORN:  All right.  The next paragraph, unless I’m missing something else, under who may submit, we just re-ordered the sentences.  We didn’t add anything new.  We just re-ordered them, so they flowed a little bit better.




When to submit, we changed the dates to reflect this year’s calendar, and I think that’s it, Chelsey, on that page two?




MS. SARNECKY:  That’s all I see.




DR. FISHBONE:  Could I?




MS. HORN:  Further discussion on page two? Yes?




DR. FISHBONE:  Could I ask what extraordinary circumstances are we considering?  




MS. HORN:  The extraordinary circumstances we had talked about was, perhaps, if there were a piece of equipment that it was ridiculous to spend that amount of money, so it was kind of cost saving.




In terms of personnel, I think we had discussed holding a pretty firm line, and if there was somebody with a great deal of expertise, they should bring that expertise to Connecticut.  That was what we were trying to do.




DR. FISHBONE:  It’s largely equipment that might not be available.




MS. HORN:  Page three.  This is back to where I was saying we just changed the citation, so it’s a little easier to actually get to what we were looking at, and this is talking about establishing the ESCRO Committee in accordance with the National Academy’s Guidelines for Human Embryonic Stem Cell Research, and that is still what we are doing here in Connecticut.




Again, I mentioned that we are clarifying that the ESCRO Committee approval has to be received prior to the execution of the contract, the assistance agreement and the release of funds, and those two places where the execution of the assistance agreement is inserted is just to clarify that you must have that -- everything in place before you execute the assistance agreement and then we release the funds.




Any further discussion on page three?  Chelsey, at the end of the first line, under types of awards, we wanted to have a general discussion about priorities?




MS. SARNECKY:  Yup.  I think, over the past year, there had been questions.  Do we keep the core funding, because we have the core at UConn, we have the core at Yale?  Do we increase the seed funding amount?  Do we decrease any other funding amount?  Then I think just a reiteration.  Do we want to change any funding maximums?




I think, like I said, over the past year, especially at the grant review meeting, we had some people say, oh, if only this were X amount of dollars, or if only we could give them this, so I didn’t know if that was something that the committee wanted to discuss and kind of get on the table and see if any changes wanted to be made.




MS. HORN:  So, at this point, just to review, we have the seed grant awards.  We have established investigator awards, and these can be up to 500,000.  The seeds can be up to 200,000.  The group project awards, they may be up to two million dollars, and then the core facility awards, and they may be up to 2.5 million dollars.




MR. MANDELKERN:  Well, on the seeds, since the language says at least 10 percent, that guarantees a minimum, without putting a ceiling on it, so I think, in terms of the seeds, I don’t see that any other language would be necessary, because I think that language covers it by giving you a floor and no ceiling.




MS. HORN:  Now I know, as we’ve discussed the seed grants last year, there were some concerns about whether somebody was really an established investigator or it was really a seed grant and what role the priority post-docs should be given and whether we were favoring them, or was there any kind of a priority being given to those people.




DR. HART:  Can I ask a question about past strategies for seed awards?  Have you intended those to include established investigators that were looking to get into stem cell research for the first time?




MS. HORN:  Yes.  It currently says established investigators new to stem cell research may apply for seed grants.




DR. HART:  Was there ever any either requirement, or encouragement, or reward for obtaining training in the use of stem cells to start a seed grant?




DR. WALLACK:  Doesn’t Ren-He and his core address that very subject, I think?




MS. HORN:  They do provide some training, in terms of working with stem cells on the stem cell lines that they have and have derived.




DR. HART:  Is this out of the core facility?




MS. HORN:  Yes.




A MALE VOICE:  At UConn.




DR. HART:  Is that a requirement, or does that specifically encourage or anything like that?




MS. HORN:  Collaboration is certainly encouraged.




DR. HART:  Okay.  I mean it just seems to me as though, someone really looking for applications from people that you want to encourage to use stem cells in a direction of research, there really should be a very strong encouragement to be trained and to demonstrate training for these kinds of awards.




MR. WARREN WOLLSCHLAGER:  This is Warren. Can I just?  The committee did talk a lot about whether or not funds could be used for training, and I don’t know that the committee was talking about this specific training and how to utilize embryonic stem cells, but I thought the language of the statute was pretty clear on not mentioning training.




MS. HORN:  It just talks about research.




MR. WOLLSCHLAGER:  Right, and I think, in previous discussions, the committee decided not to specifically fund training, but I don’t know if that’s the case, or if my memory is accurate, but I’m pretty sure.




DR. WALLACK:  I think you’re absolutely right, but my comment was, though, that Ren-He and his core has, in fact, been providing training, not only at UConn, but I know, and, Paula, you’re on the line, I think, I think he’s provided training at Yale, as well, if I’m not mistaken, so we have our cake and eat it, too, in a sense.




DR. GOLDHAMER:  If I could just add a bit there?  So the policy of the UConn core is to train the first two individuals from a particular lab at no cost to that lab, and then additional training costs it might be 500 or some fee, so, in a sense, so training is covered, and I guess it’s essentially paid for by the core grant, at least initially, so it’s really I think is a good idea.




It gets people in perhaps to a greater extent than would otherwise be if a first and second person required that upfront expenditure.




DR. FISHBONE:  Could I ask?  Are those mainly technical people that are being trained, or are they post-doc fellows, or established?




DR. GOLDHAMER:  They are everything from post-docs, graduate students, I had an undergraduate in my lab trained, who is actually now going to go to graduate school to study stem cells, so the whole gambit, probably mostly students and post-docs.  I don’t know everybody who has been trained, but more post-docs and students than technicians, for instance.




DR. FISHBONE:  What about an established investigator, who wants to get into the field?




DR. GOLDHAMER:  I can get all of those numbers, but I don’t know, specifically.




DR. FISHBONE:  I think that’s available.




DR. GOLDHAMER:  They absolutely could come.  I just don’t know the breakdown.




MS. HORN:  So is there any wording we wanted to add to the seed grant?




DR. HART:  The question is is there any value in adding a not requirement, but encouragement, saying that either arrangements with an existing core facility or some other appropriate training will be favored, or would be helpful in this application process, just to let people know that they should seek this out and think about it before they write their proposal?




DR. WALLACK:  I think that would probably be inconsistent with the original statute.




DR. HART:  Okay.




DR. WALLACK:  But, having said that, we’re still, as we’ve been discussing, somehow connecting with the benefit of the training, without putting it into language.




DR. GOLDHAMER:  I will say, as a practical issue, that I don’t know of a single lab at UConn, who didn’t have prior experience with embryonic stem cells, who also did not have the training.  In other words, anyone who wanted to get into the field and didn’t have prior training did take this course.  




No one tried to do it on their own, unless they were already pre-trained, so I think, you know, in practice, this is happening anyway.




DR. HART:  Given those limitations and given that statement, then, I drop my whole line of questioning.




MS. HORN:  Okay, thank you.




DR. GOLDHAMER:  If I could comment on some wording in the seed grants, we did have, at the last review session, there was some discussion and perhaps disagreement about, you know, where post-docs lied in the hierarchy, whether they received priority, or they were a tier or two down from other categories, so we may want to look at this language, well come to a decision, as to where post-docs and other categories of investigators fall, do any get priority.




The one that seems to have clear priority, and I’m not really sure why it’s here, is it says junior researchers and hospitals and companies are particularly encouraged to apply.  




It implies that they have priority over post-docs in a basic science lab at a university, and I’m not sure what the origin of that was, but I don’t think that’s our intent, so I would suggest that that statement be removed, as one.




And then the other issue has to do with established investigators.  It says established investigators new to stem cell research may apply.  I’d rather -- it seems to exclude established investigators who are not new to stem cell research, but who have new ideas and can’t compete for larger grants, so I think, actually, it’s more bang for your buck if you have a trained stem cell researcher, who has a good idea and needs a little bit of money to take that next step and apply to the NIH or for a larger grant, that I think there’s a big potential payoff in that.




I understand, philosophically, why junior investigators and why established investigators, who are new to stem cell research, are listed here, but it sounds, again, as if established investigators, who are not new, are excluded, and in practice, again, that’s not the case.




We have funded established investigators not new to stem cell research, so maybe we should say established.  I don’t know offhand how I would change it, but perhaps that language should be changed to not imply that more experienced stem cell established investigators are not excluded.




DR. HART:  You’re saying established investigators new to stem cell research, who are developing new research directions.




DR. GOLDHAMER:  That’s good.  




CHAIRPERSON GALVIN:  I think, as we -- it’s Bob Galvin speaking.  As we develop this -- I heard a lot of things last year that were mildly disturbing, about so and so was very worthy, because he was so and so’s post-doc, then I heard a lot of things about good old Eddy, or good old so and so, who is a really nice person.  That’s, I think, a little too intimate, and maybe we could clean that up a little bit this year.




I’m not as interested in someone’s personal following as in the work that they can do.  I have some objections to saying someone, who is a postdoctoral student, is good, because of their mentor.  Maybe they are.  




I think that the subtitle on that is that their mentor will help them, which may or may not be the case, so I think we have to get a little less personal on good old Freddy, or good old Billy, or Mary Lou, or whoever.




MS. HORN:  So in the review process, keep it a little more objective.




CHAIRPERSON GALVIN:  A little more objective.




MR. WOLLSCHLAGER:  Could we go back, David, to your question on the second sentence, junior researchers?




DR. GOLDHAMER:  Right.




MR. WOLLSCHLAGER:  That was inserted last year, specifically in response to concerns that we weren’t proactively reaching out to the non-institutional sector.  I understand your concern, but I think that was even brought up in one of the audits that was done through CASE, and, so, there was an effort to really highlight the non-institutional sector.




That may not be an appropriate way to do it, but --




DR. GOLDHAMER:  I do understand.  I do understand.  It reads to me, though, as if they kind of have the highest priority of that group of eligible persons, who could say junior researchers in academia hospitals, you know, in, you know, we can list the various places that one might find a junior researcher and make it clear, that they’re all kind of on equal footing and all encouraged to apply, rather than --




DR. GENEL:  Why not just change that to say particularly encouraged to apply and just simply say this includes, this would include junior researchers in hospitals and companies?




MS. SARNECKY:  That was going to be my point.  Mike, maybe you could just say, to kind of soften the language to your point, but to keep the language in there, in terms of the audit, say something, like Mike said, junior researchers and hospitals and companies are also encouraged to apply, instead of particularly, so that kind of lessens the, you know, you must apply --




MR. WOLLSCHLAGER:  So you might switch the order, then?




MS. SARNECKY:  Yeah.




MR. WOLLSCHLAGER:  So the first one would be more inclusive about established.




MS. SARNECKY:  Exactly.  So, you know, after the first sentence, we could put -- let’s see.  I guess we could just move the junior researchers and hospital sentence down a few sentences to, like Warren said, to kind of take care of the established piece first, and then underneath say they’re also -- these junior researchers in these hospitals and companies are also encouraged to apply, so it sets the same standard for each applicant, yet it doesn’t push on the issue like David had mentioned.




DR. WALLACK:  I would endorse Chelsey and Mike’s feelings about that, also.




CHAIRPERSON GALVIN:  Anyone else?




DR. GENEL:  Have we agreed to how we would regard an application from a postdoctoral fellow?  We’re dancing around it.  Are we saying that we would accept it, or are we saying we would not?




DR. GOLDHAMER:  My opinion is we should accept it, and they should be one of the categories of a junior researcher.  I would perhaps, you know, like to see more senior post-docs, rather than someone just starting out, get, you know, senior post-docs getting priority over junior, but if we had language that encouraged junior researchers and had post-docs included under that category, then it would imply that they were on equal footing with other types of junior researchers.




My personal opinion is that, yes, it should be open to post-docs, but based on their own merits and training environment and not based on, you know, the concerns that --




DR. GENEL:  I agree with that, but I’m not so sure I wanted to explicitly state that.




DR. GOLDHAMER:  Which part of that?




DR. GENEL:  Post-docs.  I’m not so sure I want to explicitly state post-docs.  I think that’s something, if we get an application from a post-doc, I think we certainly would review it, in the same fashion that we would from somebody who was perhaps an assistant professor or what have you.




What I’m really trying to tease out is do we want to explicitly say something about post-docs, or agree among ourselves that we would review them, without prejudice, if they were listed as a post-doc.




DR. GOLDHAMER:  I think the term junior researcher is sufficiently vague, that if we don’t explicitly state post-doc, post-docs may not know if they’re eligible.




DR. GENEL:  Yeah, I know.




CHAIRPERSON GALVIN:  I, personally, have some problems visualizing a postdoctoral fellow as a completely enfranchised individual.  I certainly wouldn’t consider an intern as doing a fellowship in infectious disease to be an infectious disease specialist, and now we start to say, well, we’re going to have more and less -- we’re going to have several categories of post-docs, junior ones and more senior ones and senior ones, so I think we get into some artificialities here that I don’t think is -- 




DR. GENEL:  Which is why I would prefer just not to say anything about post-docs and treat it when we review the applications.




CHAIRPERSON GALVIN:  Let’s face it.  When you approve a junior post or post-doc, you’re probably approving his mentor, or her mentor.




COURT REPORTER:  One moment, please.




MS. HORN:  We were off the tape there for a moment.  Could you just repeat your last comment?




DR. HART:  A mentor may certainly submit a grant just to fund a single post-doc, as well.




CHAIRPERSON GALVIN:  Well I think that we should have within the group we have sufficient knowledge and expertise to make a decision about an appropriate postdoctoral individual, without spelling it out in detail and somehow figuring out what does junior mean?  First year?  How would we regard somebody doing their second postdoctoral fellowship, should that happen?




I think we can sort those out as a group at the time.




DR. GOLDHAMER:  As I was making that distinction between junior and senior, I realized that that would be problematic to have in the language, and I would not recommend having it, so it’s my personal opinion that I could justify funding a senior post-doc, who is looking to then transition to an independent career, more so than someone who is just starting off in a lab, but I agree that it would be difficult to kind of parse that.




MS. HORN:  So the consensus is to take that language, the post-doc language, out.  Okay.  It is done.




DR. GOLDHAMER:  My opinion still is that something about post-docs should be in there.  I think we’ll get inundated with queries about whether post-docs are now excluded if we don’t have some language about post-docs.




MR. WAGNER:  Just from point of reference, when we actually review the grants, I mean, 99 percent or 90 percent of it is the peer review, so if the science or the ability of the, perspective ability of these people to accomplish these goals, if the peer reviewer doesn’t think or thinks they can or doesn’t think, I mean, the majority of that lies in there.




I mean we’re only discussing six to eight grants that fall in that maybe category that end up getting funded or not getting funded.  How specific do you want this?  You should argue it on the merits of the grant and the science proposed and then whatever their support circle is, as opposed to saying he’s got four years, he’s got six years, he’s got two years.




I think you’re going to open yourself up, just from a public standpoint, as it is a public meeting, to discuss whether those things are pertinent or not.  I don’t think we should beat this to death, considering, when we get there in March or April, we’re really going to be talking about four grants that, you know, Dr. Galvin said we should be able to make a decision on.




CHAIRPERSON GALVIN:  And we’re only getting our grants -- let’s face it, 90 percent of our grants come from two sources, and everybody on board at those two sources know what’s going on after three and a half years, so I don’t think we would exclude anybody with a good idea.




MS. HORN:  Okay, so, we’ll leave the language alone.




DR. GENEL:  So we’re going to leave the language as is?




MS. HORN:  As is.




DR. GENEL:  Fine.




MS. HORN:  All right.  Good to be flexible.  Anything else on page three?




DR. WALLACK:  Yes.




MS. HORN:  Okay.




DR. WALLACK:  But I think it will be brought up on page four.  There’s a reference to the core facilities in your opening paragraph on the type of awards, so do you want to pick up on that discussion on page four?




CHAIRPERSON GALVIN:  Yes.




DR. WALLACK:  Okay, so, I’ll wait for page four.




MS. HORN:  Okay, perfect.  We’re on page four, so let’s just leap to that, because it really has a ripple down effect, in terms of how much we have available for other grants.  Let’s have a discussion, then, on the core facility awards, the continuation of those, the amount of money, anything additional that you’d like to add to the core facility awards.




DR. WALLACK:  So, yeah.  So what I would put on the table for discussion, at least, is whether or not we want to still stay committed to the possibility of funding for 2.5 million dollars for core facilities.




I will share with you my own bias on that, and that is that I think that having gone through the last few series of awards and considerations of awards, that there were grants there with great peer review marks, great anxiousness on our part to want to fund, and yet we didn’t have enough available funds.




So I understand from the institutions the need to have expansion and possibly even enhancement of their core facilities, and I certainly have no problem with leaving that consideration in from a personal standpoint, but I question whether or not we would want to leave the idea that we would consider new cores at least for this year, and I would suggest that perhaps we consider taking out that consideration of new cores, number one, and, number two, in light of the first remark that I made, about the existing funding, perhaps cutting back the amount of funding for expansion, and I would add enhancement to a less significant number, and I would personally make the recommendation that 2.5 be scaled back to a million dollars, not the 2.5.




CHAIRPERSON GALVIN:  I think those are excellent comments, Milt, and I think the question is how many cores do we want and need?




DR. WALLACK:  That’s my point.




CHAIRPERSON GALVIN:  And we’re talking about shared core facilities for stem cell researchers, and we’re in an itty-bitty state, where the two universities aren’t more than 45 miles apart, and Wesleyan is probably in the middle of the two, and do we need more core facilities, and I think maybe Bob can support this.  Maybe he can’t.  He might thumb his nose at me.




I think the idea of the whole program was to get new ideas, develop them, and then translate them into something palpable and curable, in order for cures, and I think our feeling was, and you can correct me, Milt, if I’m misquoting you, our feeling was that we had to do a certain amount of this core building.  




In order to start the machine running, we had to put in a certain amount of fuel and basic parts.  Are we not now at the portion where we should be, the place where we should be looking for innovative ideas, but, also, trying to refine some of the things we’ve done, so that we can get into an applied part of the program, which we’re a long ways away from.  We all know that.




DR. WALLACK:  I totally agree with that, and that’s exactly why I would strike the word new from that consideration, number one, and, number two, I would make the strong recommendation that we scale back the expansion, and, again, I would add an enhancement to a million dollars.




I think that’s still generous, but it still does, Bob, what you’re suggesting, and that is it allows much more of those dollars to be available for exactly what you’re suggesting, the innovative research.




Frankly, Gerry was pointing out earlier that this can be a place, Connecticut, where people may not be able to be funded by NIH for any variety of reasons, and it may be attractive.  We may be able to attract people.  So for all of those reasons, I would strongly make that recommendation.




CHAIRPERSON GALVIN:  Good point.




DR. KIESSLING:  This is Ann Kiessling.  As I recall, both of the cores that we have now funded are fully funded for at least another two years.  Isn’t that correct?




MR. MANDELKERN:  Yes, and they’ve both been enhanced, also.




DR. KIESSLING:  Would it be possible to simply delete that from this year’s RFA?




DR. WALLACK:  Last year, Ann, I think it was Yale, if I’m not mistaken, that came back, and they made the argument that they needed enhanced core funding, and I think part of it had to do with the IPS technology, if I’m not mistaken.




MR. WAGNER:  The Yale core did a no cost extension for an entire year to develop the IPS, so their funding will end next March.




CHAIRPERSON GALVIN:  Mr. Mandelkern?




MR. MANDELKERN:  If my memory serves me, we funded a Yale core and a UConn core.  We then enhanced or expanded the Yale core and then followed last year with an expansion or enhancement of the UConn core.




CHAIRPERSON GALVIN:  We did.




MR. MANDELKERN:  Since we have two cores, both expanded and enhanced, I’m not a scientist, but the only other core that I can dream of is an SCNT core, which now is beyond the pail of anybody’s imagination, so since that core has been eliminated, I don’t see why we have to continue enhancing and enlarging.




I think we should save the money for established and possibly groups.




DR. GENEL:  Well I think that’s something I don’t think we should decide now, but we ought to decide when we have the request and the applications in hand and then can make a balance.  




I think it would be sufficient to tone down the language, as suggested, eliminate new, and simply say that applications for expansion or enhancement of existing cores will be accepted, without setting any finite, without setting any limit on that, but to just simply indicate that we were open to applications.




Without seeing exactly where we are now with the funding of the two cores, I can’t really make any kind of logical decision, as to what would be right, so if we either -- if we can’t decide this now, then I would say we ought to go back and look at it more carefully, then, at the next meeting.




DR. WALLACK:  So I would think that what Mike said is very good.  Could I, just to give the researchers some sense of where they are in this whole maze, which that would not give them, could we add one word?  We would consider moderate funding, or is that -- just so that they understand that the 2.5 is not what we want to do.




DR. GENEL:  Well I think, if you take out the 2.5, I think it becomes self-evident.  That would be the way I would look at it.  I really don’t care.




DR. GOLDHAMER:  If the core category stays in there, I think there should be a dollar limit put there, so people can gauge whether this is something that they want to pursue.




My question, though, is I know the UConn core was renewed last year.  It wasn’t an expansion.  It was a renewal.




MR. WOLLSCHLAGER:  What did Ren-He get?




DR. GOLDHAMER:  He asked for 2.5 and he got 1.9.  So that was his renewal.  The question is where is Yale in their renewal cycle right now?  Are they going to be coming up for renewal?  That’s different than expansion and enhancement.




MS. SARNECKY:  I don’t believe -- I don’t know if Paula Wilson is still on the line.




DR. PAULA WILSON:  I am, and, no, we are not planning to renew it this year.




MS. HORN:  2010 I think they’re up.




CHAIRPERSON GALVIN:  Okay.  Bob Mandelkern, did you have a comment?




MR. MANDELKERN:  Yes.  You’re saying that UConn was not expanded last year?




DR. GOLDHAMER:  No, they weren’t.  It was a renewal to maintain essentially current capabilities, and they asked for 2.5, I think, and got 1.8 or 1.9.




MR. MANDELKERN:  On top of the original.




DR. GOLDHAMER:  But that original was gone, though.  This is a renewal.  




MR. MANDELKERN:  The original was gone completely?




MR. WAGNER:  They extended it a year.




DR. GENEL:  Why don’t we simply say some funding will be available for -- some funding will be available for expansion or enhancement of existing cores?




DR. GOLDHAMER:  I like that idea and Milt’s, as well, making it clear, that money is limited. I think there should be a dollar limit, but I think it’s probably better not to exclude the category all together, because maybe someone will come up with some core that has just been made.  You just don’t know what someone is thinking about.




There might be something out there that we really feel is important to have.  It may not be, but at least we have the possibility of seeing something.




MR. WAGNER:  Would you want to put a ceiling on that?  So, right now, it says up to 2.5.  If you take 2.5 out there, then somebody is going to write a grant for five million.




DR. WALLACK:  Dan, I would go with some funding, not to exceed one million dollars.  Not to exceed one million dollars.




DR. FISHBONE:  The only problem I find with each of these groups, when you put a particular sum in, everybody comes in --




CHAIRPERSON GALVIN:  Asking for a million dollars.




DR. FISHBONE:  -- requesting that sum, whatever it is, and, so, I like the thought of some funding would be available.




CHAIRPERSON GALVIN:  Reasonably vague, because if you say there’s a million dollars available, you’re going to get, no matter what, the two institutions are going to come up with million-dollar grants each and be very disappointed if they don’t get them, but I think that the institution should know that this is not a year where they’re going to get a million, or a million and a half, or a million-nine.  That’s just not going to happen.




DR. WALLACK:  So, Bob, put in some, then?




CHAIRPERSON GALVIN:  Some.




MR. WOLLSCHLAGER:  Can I just clear?  I certainly support that, but if we say some funding will be available --




CHAIRPERSON GALVIN:  May.




MR. WOLLSCHLAGER:  We’re going to say may be available?




DR. GENEL:  May be available.




MR. WOLLSCHLAGER:  Okay.




CHAIRPERSON GALVIN:  Yup.




DR. GOLDHAMER:  But if you don’t specify a dollar amount, they’ll have no idea whether or not this is something that’s feasible and they should write or not.




CHAIRPERSON GALVIN:  Everybody knows what we talk about here.  This is public meeting.  If somebody from either institution said I didn’t understand that, I mean I would find that incredible.




DR. WALLACK:  So, David, you’re going to go -- I would like the figure in, but I can deal without it.  Having said that, like Bob just said, you’re going to go back to your group, Paula is going to go back to her group, and you’re going to interpret for your group what they really mean.




Hey, guys, if you think you’re going to come in with two million dollars, we’re not going to look at it.  Not going to look at it.




DR. GOLDHAMER:  I think the -- stand on its own and not require kind of --




MR. WAGNER:  We just wrote in here how we’re not giving the money away to Yale and UConn.  It’s for everybody.  So if there’s somebody out there not associated with one of the two of them, some money to start a core --




DR. WALLACK:  But we said no new cores.




MR. WAGNER:  So we’re not funding any new cores?




DR. WALLACK:  Right.




MR. WAGNER:  So, then, we should write that.




DR. WALLACK:  We did.  We said take out new.




MR. WAGNER:  Okay.




DR. WALLACK:  That has to go out.




DR. GOLDHAMER:  I was arguing something.




DR. WALLACK:  I would move, for the record, that we strike the word new cores for this round of funding from this RFP.




CHAIRPERSON GALVIN:  Okay.




DR. GENEL:  Well that’s fine, but without the new, that would mean we would be open for applications for either new or old, so I’m fine just taking the new out, because if somebody has a brilliant idea of some new technology and they want to do a core, well, then, fine.




I doubt it.  I don’t think it’s very likely.  That’s why I would favor having the wording as open as possible with at least some implication that, yeah, we’re open to it, but it’s not very likely.




DR. WALLACK:  I’d be open to some moderate sum amount for enhancement and expansion, but I think the whole purpose, at least what I brought up originally, was to accept that second part, but to deny the first part, meaning the new, for this go around.  




We can come back next year, but, for this go around, I would be happy seeing it struck from the application entirely.




DR. GENEL:  Well, then, we ought to be explicit.




MR. MANDELKERN:  The comment I have is, from a scientific point of view, I would ask the scientists on line or present what new core is there conceivable.  Now I know research means you don’t know the answer, but considering what there is out there, is there any conceivable opportunity for a new core in Connecticut?




DR. GOLDHAMER:  Boy, you ask a tough question.




DR. KIESSLING:  This is Ann Kiessling.  I remain in favor of not funding any core facility this year, unless one of the cores that we’ve already funded is in trouble, so I’m in favor of deleting that from this year’s RFA and having all of the available funds go to research.




DR. WALLACK:  So, Ann, you would endorse the idea or second the idea of not having any new core facilities this year, then, right?




DR. KIESSLING:  That’s correct.




DR. WALLACK:  So, Bob, that’s a motion. Seconded.




CHAIRPERSON GALVIN:  Okay.  There’s a motion on the floor to change our RFP to indicate that no new core facilities will be funded during this iteration. Does everybody understand that?  Okay.  Motion moved and seconded.  Any further comment?  We’re talking about not granting any new core facilities monies in this year, in the money that will be discussed in 2010.




It doesn’t mean in 2011 we can’t change it.  




DR. KIESSLING:  I’d like to follow that up with the observation that if some new technology develops, we will get a grant application from an investigator to explore that technology and make it available to everyone.




CHAIRPERSON GALVIN:  Okay.  Any other comments?  If not, we’re voting on whether to exclude new core facilities from the 2010 grants.  Yes?




DR. GOLDHAMER:  I just had one other comment.  I think you’re right, that probably that I don’t foresee someone coming in with a core facility and new core facility that’s so compelling that we feel like we have to fund it.




My only issue was why exclude it upfront when you don’t know what’s out there?  We’re under no obligation to fund it, so why exclude it?  




And I do agree with Ann, though, that the most things that I could think of would be in the development phase, and they would be more appropriate as a research grant, rather than a, you know, an established core with already established technologies and so forth, so I think the kinds of things that could arise might be more appropriate as a research grant than a core, but my initial point was why exclude it?  




We’re under no obligation to fund it.  There might be nothing, but it’s possible we could be surprised.




MR. MANDELKERN:  If I may just expand on your point there, I would go beyond that and exclude it, because I don’t see any point in leading people down the road.  Let them know that there will not be the funds, so there will be more focus on established and seed and possibly group, which we haven’t even discussed, so I would vote to excise completely from that.




DR. FISHBONE:  This is Gerry Fishbone.  I would have a concern that we’re not shooting ourselves in the foot by excluding the possibility completely.  Maybe, if we just take out the whole thing about core facilities, you know, then you’re not either for or against it, but just to say categorically that we’re not going to do anything new in cores just may be a little short-sided.  We don’t know at this time, so I would agree with David, that, you know --




MR. PAUL PESCATELLO:  This is Paul Pescatello.  I agree with Gerry and David, that I think we want to leave ourselves as much flexibility as possible.  We can word it, so that we are not bound to fund a core, but leaving that open, so that when we review them in the spring, we have I think more options for us, more choices.




DR. KIESSLING:  This is Ann Kiessling again.  Maybe I’m just speaking from the standpoint of an investigator, but I think, if there is the opportunity to apply for core funds, I think the existing core directors will be under some obligation to do that for their institution.




CHAIRPERSON GALVIN:  You can bet on that.




MR. PESCATELLO:  -- have to make a compelling case, that with all the research out there to be done, that their core facility, you know, trumps that research, or should get a significant cut of the pie, but we’re perfectly free to say, you know, our priority is different, even after they made their best case, but somebody might make a really good case, and we might say we want to fund that, but we don’t want to be in the position that we did something now, early fall, that makes that impossible.




DR. KIESSLING:  It takes a couple of months to pull an application together like that.  I guess I’m just thinking of the standpoint of the best use of everybody’s energy. 




CHAIRPERSON GALVIN:  Amen.




MR. PESCATELLO:  Our job is really, you know, the best use of the taxpayers’ funds, not the workload of the researchers.




DR. KIESSLING:  That’s funded by taxpayer funds.




DR. WALLACK:  So, first of all, we have the experience here of having had an issue like this in the past.  We dealt with the whole issue of the hybrid category, and we struck that hybrid category.  It probably is something that we’re very happy that we did, number one, so that I have no problem at all in striking this, in favoring this motion of eliminating new cores.




We’re not touching anything to do with the enhancement or expansion of other facilities, so if there’s a requirement that’s still there, I would like to leave it there.  




The other thing is that, I think Bob said it or Ann, or Ann alluded to it, if I want to use the taxpayer dollars to the greatest efficiency, I want myself, personally, and I think the statute talks to this issue, to have them address the subject of specific research that would clinically help a patient down the road, and I would like the environment, if you will, the context be set, so that the researchers understand that’s what we’re looking for.




They have their cores, we’re willing to continue them, but we don’t want new cores.




CHAIRPERSON GALVIN:  I think what you’re saying is, and if I could perhaps summarize a little bit, I think what we’re trying to say is that, from our standpoint here in mid September, it appears as if the day of funding cores with large aliquots of money has gone by and that we can’t sit here, sitting here now, envision, as Mr. Mandelkern says, a need for a third core.




I think we’re all fairly much in agreement with that.  I think that David’s comments are that we don’t want to paint ourselves into a corner, where if some genius comes up with, you know, refutes the Einsteinium theories and comes up with some special project, we don’t want to put ourselves in a bind, where we can’t consider that.




So I think it’s a question of putting in the language.  We’re really not going to encourage core allocations or core grants, however, if we saw a good one, we’d look at it, and I think that’s what we’re looking at, is a way to put that into the --




MS. HORN:  So core funding is not a priority in this particular round of funding.




CHAIRPERSON GALVIN:  Yeah.




MR. PESCATELLO:  Certainly, just today, we created a record of how, you know, weak our enthusiasm is for core facilities, but by leaving it out and barring it from application -- I mean I think they have a point, that researchers could look at this record and see that unless they have a very, very compelling case, we made it pretty clear we’re very -- we’re not implying to fund this.




CHAIRPERSON GALVIN:  Could say something like core facility grants will be reviewed.




DR. KIESSLING:  Well maybe you could use some language that Paul just suggested, that core facility grants will be considered only for some novel compelling reason or something, because I don’t want institutions to be able to put pressure on their core directors to say, you know, you’ve to apply for them.




CHAIRPERSON GALVIN:  They’d never do that.




DR. WALLACK:  What Ann just -- I think that was Ann.  What Ann just said is probably a good compromise.




CHAIRPERSON GALVIN:  Okay.  Okay, so, what’s the compromise language?




MS. HORN:  So if I can just clarify, you are leaving in the language about support for already established cores.  In terms of an opening statement, we’re going to say something along the lines of core funding is not a priority for this round of funding, and yet the committee -- new core facilities grants will be considered only for novel or compelling reasons.




DR. WALLACK:  We don’t need the word new, but that core facility grants would be -- Ann, help me out.  Would be considered for --




MR. MANDELKERN:  Awesome scientific development.




DR. KIESSLING:  I think the word novel here, so it would need to be that core funding would be considered for novel core needs that do not currently exist.




CHAIRPERSON GALVIN:  Or of unusual merit. Novel or unusual merit.




A MALE VOICE:  Extraordinary?




CHAIRPERSON GALVIN:  Yeah.  




DR. KIESSLING:  All research is extraordinary.  




DR. HISKES:  Anne Hiskes is back.




MS. HORN:  And we’re still going.  We’ve made it to page four, Anne.  We’re really rolling here.




DR. HISKES:  Okay.




MS. HORN:  Core funding would be considered for novel or -- for grants of novel or unusual merit.




DR. KIESSLING:  Well I would say for novel core needs that do not currently exist.  I think that’s what we all want to make sure, that we can fund it.  If something unusual happened and one of the cores really needed something, he doesn’t want us to rule that out.




I don’t want the core directors to be in the position of having to do this just because it’s there.




DR. WALLACK:  You know, Ann, could we do unusual, novel and unusual merit?  Do we have to go further than that?




DR. KIESSLING:  Sure.  Whatever.




DR. WALLACK:  So novel and unusual merit, that’s as far as we’re going, Marianne.




CHAIRPERSON GALVIN:  Okay.  You’re going to have to change your motion, amend your motion.




DR. WALLACK:  So I amended my motion, I already did, and it’s going to read what Ann -- why don’t you read my new motion, then?




MS. HORN:  Okay.  There are several other parts of the paragraph, but what we’ve discussed so far is core funding is not a priority for this round of funding.  Applications will be considered for additional support of already established cores that will be made widely accessible to the Connecticut stem cell research community and that are likely to advance stem cell research throughout the state, blah, blah, blah.




And then core funding could be considered for novel or for -- I’m sorry.  Core funding could be considered for applications.




DR. WALLACK:  I think you have to say additional core funding.




MR. PESCATELLO:  I would say core funding may be considered.




MS. HORN:  Yeah.  May be considered for an application of novel or unusual merit.




DR. WALLACK:  Right.  That’s a nice motion.




CHAIRPERSON GALVIN:  Okay.




DR. FISHBONE:  I’ll second it.




CHAIRPERSON GALVIN:  Okay.  Go ahead.




DR. GENEL:  I think that second sentence I would suggest you add some funding, rather than funding may be, just some, because I think the implication is that, I think, is that it’s -- yeah.




DR. WALLACK:  I accept that amendment.




MS. HORN:  So some additional funding?




DR. WALLACK:  Some additional funding.  So the amendment was made, the maker accepts the amendment, and we’re legal.




CHAIRPERSON GALVIN:  Okay.  We ready to vote?  All in favor?




VOICES:  Aye.




CHAIRPERSON GALVIN:  Opposed?




A MALE VOICE:  I abstain.




CHAIRPERSON GALVIN:  One abstention.  Okay.




MS. HORN:  Thank you.  So we’re moving over onto page five.  This is the group and established investigator awards.




DR. GOLDHAMER:  Yes.  I would like to talk about the established investigator awards.




MS. HORN:  Okay.




DR. GOLDHAMER:  It is my opinion, and I’ve also queried various investigators around the state on this point, I think the size, the limit of the award for the established investigator awards is significantly too low.  At 500,000 dollars total means 400,000 dollars direct cost.  




Usually spread out over four years means 100,000 per year, so this, essentially, is a seed grant for established investigators, and that amount of money is enough to fund one person in the lab, and it’s not sufficient to satisfy what this category was, you know, initiated in the first place for.




It’s not a way to make rapid progress on a project.  You need at least two to three people working on a grant.  It doesn’t have to be of RO1 size, but it at least should approach the size of an NIH grant.




And I know, in earlier iterations of the RFP, I think initially it was a million, with 800,000 direct, and then I think it crept down from there.  I really feel strongly that if we’re going to have this category, that it really is quite a bit too low to be of use.




DR. WALLACK:  I would totally endorse, David, what you said 100 percent, and endorsing it is consistent with the conversation, the discussion that we had over the last half hour, because what that conversation was all about is doing exactly what you’re talking about, and the only thing that I think we ought to ask the scientists, I mean, to go back to a million, doesn’t it mean we have to fund the million?




I mean what is the figure that would be appropriate, either from Ann, or from you, or Dr. Hart, or whoever is on the phone?




MS. HORN:  Dr. Arinzeh is, also.




DR. GOLDHAMER:  I’ll give you my opinion first.  I think a million is probably a good number.  That means 800,000 direct.  We don’t, as you said, don’t necessarily have to give the full amount, but there are projects that really will need that amount, 200,000 per year for four years, to make good progress on this type of grant.




DR. WALLACK:  Then I would move a million dollars be the limit, the top limit for senior investigators.




DR. HART:  This is Dr. Ron Hart on the phone again, and I absolutely agree with the sentiment completely, but I think we ought to think a little further down the road, as well.  I think for this year, the idea of doing a four-year, one-million-dollar project for established investigators is totally appropriate.




A year from now, as the NIH situation becomes clearer, it might be a good idea to think about projects that are larger per year awards with shorter duration to be considered as either bridge grants or pilot grants for researchers to either obtain NIH funding or to bridge between two NIH projects during review periods, and that would be very, very effective at leveraging state funding to get more federal funding.




MR. WAGNER:  These grants don’t have to be four years.




DR. HART:  Right.  Exactly.  As time goes on, it may be good to think about encouraging shorter term, higher budget transition grants to obtain outside funding.




DR. FISHBONE:  As a separate category, then, probably, as a new category.




DR. HART:  My concern is that this category stays at one million dollars four years going forward.  What you will end up getting are grants that cannot cut it at NIH being funded by this project.




DR. WALLACK:  So we can do it this go around and then reexamine, in light of what you were just saying, going forward.




DR. HART:  I agree.




CHAIRPERSON GALVIN:  So that means you would only have eight grants other than your new investigators.




DR. WALLACK:  You don’t have to fund a million dollars.




CHAIRPERSON GALVIN:  Well David just said you can’t do it unless you funded a million dollars, either by the million dollars, or you go back and say, well, we don’t want to pay that much, but he just said you can’t do it for less than 200,000 dollars a year for four years, which is 800,000 grand, minus your indirect cost, so you can’t have it both ways.




If you accept what David says, that’s what you’ve got to do.  If you say, well, even though he said a million dollars, we’re going to give you 600.




DR. WALLACK:  We’ve never funded, as far as I can recall, a grant to the total extent that the applicant asked for.  We either cut it 10 percent, or we did something with it, so that, for example, at 500,000 dollars, you know, I can’t fund 700,000 dollars.  At a million dollars, I can fund 700,000 dollars.  




I have flexibility to enhance the individual researcher’s request.  I don’t have that flexibility at 500,000.  I’m trying to create that flexibility.




CHAIRPERSON GALVIN:  Yeah, but I think my second point on this would be are we here to become financiers of two major universities’ research programs, or are we here to flush out a lot of good research and fund it and then begin to have a second piece, which takes that research and turns it into, translates it into something doable, or sellable, or reparable?




I don’t like what we do at the end, as we approve some of these grants, and then we start madly running around, looking for another million dollars, and start knocking money off of the grant.




If it’s a million-dollar grant, give them a million dollars.  If it’s not, give them what the grant is worth.  Or, if you don’t want to give them the grants, just tell them they’re major league universities.  They’ve have to dig into their own pocket.  I think there’s some philosophical things here, but I think I heard David fairly clearly, is that you’ve really got to step up to the plate.  




You’re either going to fish or cut bait.  The 500,000 isn’t enough, the million is what you need, and giving somebody to say, well, we’re not going to give you 500,000, we’re going to do better than that, we’re going to give you 675,000.43, and you’ll have to go find the remainder of the money from other sources.  Yes?




DR. KIESSLING:  This is Ann Kiessling.  When we signed one of these four-year projects, is that money sure?  Year two doesn’t depend on a new budget request, does it?




CHAIRPERSON GALVIN:  Ann, once the contract is signed, the money is fenced.  You can’t do it.  There was a concerted effort to -- I think we had 12 million dollars on the books that people were very desirous of using to throw into the budget gap.  You can’t do that.  A contract is a contract.  Once you sign the contract, you’re obligated for all four years, and that money is fenced.




DR. KIESSLING:  Okay, then, I would like to voice my concern about one of the major problems with NIH funding is that it’s not long enough, and I personally, as much as I have occasionally wanted NIH bridge money, I really think that that’s the institution’s problem.  I don’t think it’s Connecticut Stem Cell Program’s problem.




So one of the things, if anything, that would be useful to a senior investigator is to be able to count on five years of funding, because then you can actually plan your project.




One of the big problems with NIH is three years of funding is enough to get you up to speed, and then, if it doesn’t get renewed, you’re into this huge bridge problem, so my recommendation would actually be to go even a little bit higher, perhaps 1.2 million for five years, and that’s going to give Connecticut investigators a very strong edge over NIH funded investigators.




CHAIRPERSON GALVIN:  Yeah, but we will then have, Ann, a very small number of grants.




DR. KIESSLING:  Well we’re just talking about a few senior investigators, though, correct?




CHAIRPERSON GALVIN:  Well if a few is five and you give them a million-two each, that’s six million dollars, and two million to new investigators is eight, that only leaves us two million for anything else.




MR. MANDELKERN:  What else is there?  I would strongly think that the conversation we had about cores one could almost assume that there won’t be many applications for core grants this coming round, so if we’re talking of seed and established, are we still talking of group or not?




If group is not considered, then you do have to have sufficient money for significant established, as Dave said, and plenty for seed.




CHAIRPERSON GALVIN:  Well I think we have -- if we get to first base, I think first base or maybe even second base is accepting what I think all of us have kind of tacitly accepted, that Dr. Goldhamer’s remark about 500 isn’t enough and a million is over four years, I think that gives us a starting point.




Now we’re talking about a million dollars, or are we talking about a million dollars that gets kind of whittled down to 750,000, which is a place midway between David’s suggestion and what we’re already doing now, so I think we have to agree on the size of these grants, and I have no reason to dispute his logic, unless somebody else does, and say maybe that’s not what you need.




Are we starting off from a million dollars over four years?




COURT REPORTER:  One moment, please.




CHAIRPERSON GALVIN:  Okay?




DR. FISHBONE:  Could I ask a philosophical question?




CHAIRPERSON GALVIN:  Yes.




DR. FISHBONE:  We’ve reached the point, after four years of allocation, that we ought to know where we’re going to get the best bang for the buck, and I’m going to ask is it in the original legislation that 10 percent of the money must go to seed grants, or is that something we decided on?




CHAIRPERSON GALVIN:  No.  That’s us.




DR. FISHBONE:  Because I think maybe at this time we ought to be thinking of whether we want to support a little more established investigators and not just keep inviting anybody who wants to get into stem cell research to do it.




I would imagine that within the state most of the people with an interest in doing stem cell research are in the field already, so if we felt that it was more important to do the established investigators, you know, maybe we should consider a slight reallocation of percentages.




CHAIRPERSON GALVIN:  I think you are correct, and I would also add, and this is my own personal opinion and not the opinion of the Governor or anybody else, that this could be the last year we have any money, as the budget deficit is worse next year than it has been this year, and we were able to retrieve the money twice this year, and I’m not sure that that can happen next year, so this may be our chance to get some established people rolling, even though we may not be here, there may be a pause before we get anymore money, and that could be a couple of years.




I would agree with Gerry and with David’s dollar amount.




DR. WALLACK:  I would go back and endorse David’s suggestion about a million dollars.  Bob, you bring up an extremely good point, and that is that the whole issue of how we manage the process on that last day of allocating those last dollars is something that we have to come to grips with, and I think that at another session, such as this, we ought to have, before going into that April meeting, we have to have an agreement pertaining to, Bob, what you’re saying, and I would be very happy to be part of that discussion, as everybody I believe at this table would.




Having said that, I think that, for this RFP, I would endorse the idea of a million dollars at the top limit.  How it eventually works out, if somebody is going to get 875, it won’t matter if that’s the real figure, not a negotiated figure, but a real figure.




CHAIRPERSON GALVIN:  A real figure.




DR. WALLACK:  A real figure that we think that that project should have, so that’s why I would endorse it.




CHAIRPERSON GALVIN:  I would agree, because if somebody -- I’m sure people sit out there and figure, well, I’ll ask for a million, and I’ll get 800, and, so, if David sits down and sharpens his pencil and says I need 873,200 dollars and we give him 650, you know, I don’t think that’s going to get the job done. Yes?  Mr. Wollschlager?




MR. WOLLSCHLAGER:  Thanks, Commissioner.  I certainly agree with that million-dollar figure, as well, but just to go back to Dr. Fishbone’s point, I do think that by setting the 10 percent for the seeds as a floor, you sort of are locking yourself into funding seed grants, A, that may not rise to the scientific merit of some of the established grants, and, B, may not be able to be supported by additional funding downstream, so you’re encouraging seed grants to support new fledgling researchers, who may not be able to be supported downstream, so I would agree and would suggest maybe making that a ceiling, rather than a floor.




DR. WALLACK:  No more than.  No more than.




DR. GOLDHAMER:  Why not just take that 10 percent out and not specify what percentage?




CHAIRPERSON GALVIN:  Good point.




MR. MANDELKERN:  Because there was a very strong feeling that we wanted to encourage in the first one, two, three, four years.  We wanted to preserve at least 10 percent of the funds for that purpose.  That was not in the legislation.  That was asserted in our RFP, if I’m correct.




DR. WALLACK:  So could we put this together and say, then, no more than 10 percent?  Because I think Bob is exactly right, that if you go to some of the retreats and you see 250 young researchers out there, we’re making an impression, and I don’t believe that we’ve seen all those folks in the field yet.  They’re still coming in.




You’re right, Gerry, that you want to maybe redirect it, so by saying no more than 10 percent and by upping the limit to a million dollars, I think we bring together the whole subject the way we’re comfortable with.  David, is that your motion, to do a million, and, if so, could you also, then, put in the component of no more than?




DR. GOLDHAMER:  Yeah.  I’d like to talk about the no more than for a second.  Again, I think that restricts us in a way that maybe we don’t want to be restricted.  Some of the seed grants are better than the large grants, and we don’t want to have to set that limit at 10 percent if 15 percent brings in a couple of grants that are highly meritorious.




I would rather see no percentage and we fund the best science.




CHAIRPERSON GALVIN:  Okay, so, we’re going to end up looking at established investigators and new investigators primarily.  We’ll probably have a smaller total number of grants, maybe.




MR. MANDELKERN:  Dr. Galvin?




CHAIRPERSON GALVIN:  Yes.




MR. MANDELKERN:  As I recall, at the last round of funding, there were seed grants with incredibly good peer review scores that we couldn’t get near funding.  I mean we had to put some of them on reserve, and then we were able to call some of them up, but the seed grants that were submitted were outstanding in some of their scores, so I definitely would not like to see a ceiling of 10 percent, because that would limit us to, what, 10 grants, and we’ve had many more meritorious seed proposals than that in the past four years each grant round.




DR. WALLACK:  So if we make no reference to the percent and then do the million dollars for the established --




MR. MANDELKERN:  I would rather see no number than a cap number.




DR. WALLACK:  Okay, so, why don’t we do it that way?




CHAIRPERSON GALVIN:  That sounds like a motion, but I think this is probably the year where we want to make sure that start up work with promise continues and then see what happens.  Maybe the economy is getting better.  Maybe the financial austerity, you know, will lift.  Maybe the banking industry will make a full comeback.  Maybe the moon is made out of green cheese, etcetera.




DR. HISKES:  Maybe the hiring freeze will be lifted, and we could hire new research --




CHAIRPERSON GALVIN:  Oh, no.  You’ve got to get along with what you got.  Don’t you know that?  The presuppositions, that we’ve all been dogging it all these years and having --




DR. HISKES:  Yeah, yeah.




CHAIRPERSON GALVIN:  Yeah, but would you make your motion, David, or do you have it, Marianne?




MS. HORN:  Yes.  I believe the motion is that we will have funding for established investigators, may it be up to one million dollars and maybe expended over four years, and that there will be a limit on seed funds of 10 percent will be taken out.




DR. WALLACK:  I would second David’s motion.




CHAIRPERSON GALVIN:  Okay.  Any further comment?  Motion moved and seconded.  I’ll have Marianne read it once more, so we all understand it, including me.




MS. HORN:  Requested funding for established investigator awards may be up to one million dollars, including indirect costs and may be expended over four years.  




The limit on seed funding of 10 percent is eliminated.




CHAIRPERSON GALVIN:  And, of course, we understand that doesn’t mean if somebody puts in a 600,000-dollar grant that he’ll be looked at askance or she, okay?  Any further comment?  The motion has been moved and seconded.  All in favor, indicate by saying aye.




VOICES:  Aye.




CHAIRPERSON GALVIN:  Opposed?  The motion is carried.




DR. WALLACK:  Did Mandelkern abstain?




CHAIRPERSON GALVIN:  I don’t know.




MR. MANDELKERN:  No, I voted with the motion.




DR. WALLACK:  I’m only kidding you, Bob.




CHAIRPERSON GALVIN:  We’re just putting you on.




MR. MANDELKERN:  Oh, I doubt it very much.




CHAIRPERSON GALVIN:  All right.




MS. HORN:  Okay, so, group project awards, let’s round out the discussion.




MR. MANDELKERN:  Since we don’t have a nickel left.




MS. HORN:  We don’t have a nickel left.




MR. MANDELKERN:  I move we skip the area.




CHAIRPERSON GALVIN:  I move we skip the area.




MR. MANDELKERN:  Are you seconding me?




CHAIRPERSON GALVIN:  Yes, I am.




MR. MANDELKERN:  In jest?




CHAIRPERSON GALVIN:  No.  I think that if we don’t have any money, why are we discussing it?




MR. WAGNER:  I guess my only thought would then be, if the individuals can get by on a million, can a group get by on two million?  Do you need to raise that ceiling or not?




MR. MANDELKERN:  If memory serves me, I don’t believe we’ve funded a core since year number one. Am I right, Warren?




MS. HORN:  A group.




MR. MANDELKERN:  Group.  I mean a group.  I don’t think we’ve funded a group since year one.




MR. WOLLSCHLAGER:  No, I think that we have.




DR. KIESSLING:  There was one at Yale, I think.




A MALE VOICE:  I think the Parkinson’s grant was a group grant, wasn’t it?




MR. MANDELKERN:  No.  That was a grant under Dr. --




DR. KIESSLING:  I like the idea of the group, that you grant a synergy between projects.




MS. HORN:  There was a suggestion earlier that we insert some language about disease teams, comparable to what California did.  I don’t know whether you have the funding to do that.




MR. WOLLSCHLAGER:  This is Warren.  Could you just insert a single sentence or something after the established investigators, encouraging individual investigators to collaborate, to somehow allow for established investigators to team up together and come up with a single application?




CHAIRPERSON GALVIN:  Okay.




MR. MANDELKERN:  That sounds doable to me.




DR. KIESSLING:  I would like to put in one more pitch for language like disease teams, like a disease-oriented translational study to be encouraged or something like that, so there’s a very focused application between basic scientists and clinicians.




DR. HISKES:  You’re talking about under established investigator awards or under group projects?




CHAIRPERSON GALVIN:  Group projects.




DR. HISKES:  Well I think that would be a very appropriate focus for a group project.  It’s something you would really need a group grant to do well.




CHAIRPERSON GALVIN:  Do I hear a motion? Hearing none, we’ll move on.




DR. FISHBONE:  I’ll move that.




CHAIRPERSON GALVIN:  Okay.




DR. FISHBONE:  Ann, did you want to move it, Ann Kiessling?




DR. KIESSLING:  If I were to make a motion, it would be to replace with the concept of disease teams.  I don’t think there’s enough enthusiasm on the committee to do that right now.  




DR. HART:  How does a disease team differ from a group project?  Is it a type of group project?




DR. KIESSLING:  Well, if you look -- we can do it anyway we want, but I think that there’s been enough basic science done now, and I think that the field has moved forward, so that the idea is that if you can -- a collaboration now between basic sciences and clinicians on specific disease, that you actually probably have the resources to develop (phone line breaking up) and preliminary clinical work to provide more -- to push people who are thinking about applying for an FDA trial within a few years.




Now that may seem kind of out there, but I think there are enough approaches around now that there’s certainly some which that’s going to work.




DR. FISHBONE:  Are you suggesting just adding that to the group project language?




DR. HISKES:  The second sentence starts priority will be given to projects involving collaboration across disciplines that are institutions, and then adding the clause particularly to projects that involve collaboration between basic research scientists and translational clinical studies, something like that.




DR. KIESSLING:  I think it needs to be a disease-oriented project.




DR. HISKES:  So, particularly, to projects focused on a disease and involve collaboration between basic and clinical research and then period.  Let’s see. And then you can just have period, then the new sentence, proposals should include explanations of the need for collaboration, blah, blah, blah, so that can just be a separate third sentence.




So the second sentence has as an additional clause the focus on diseases and collaborations between basic researchers and clinical researchers.




DR. FISHBONE:  We’re going to spend this 10 million dollars five times, at least.




CHAIRPERSON GALVIN:  Yeah.  I think that Mike’s comment is well taken.  We just don’t have that kind of finance to be able to do all these different things we’d like to do.  




DR. HISKES:  But it is an encouragement to get this kind of proposal submitted.  Again, we want a maximum flexibility to fund the best science, so if there’s a really good disease team project that could really make its mark on the field, maybe we would prefer to put our money there, rather than to, you know, X number of established investigator awards.




DR. KIESSLING:  That’s certainly my thinking.  I think what this does is it accumulates a lot of discussion between basic scientists and clinicians, not even necessarily clinicians who normally (phone line breaking up) stem cells might be useful for that, they haven’t really gotten engaged (phone line breaking up) to everybody, that it’s time now to start thinking more seriously about translation.




MR. PESCATELLO:  I agree.  I think that you just putting in a group grant headed project description, this idea, gives people reason to think about it, and if we get a good proposal, you deal with it.  If you don’t get any good proposals, no one has a good idea.




CHAIRPERSON GALVIN:  I’m not in favor of this.  My rather crabbed way of looking at things would say that we’re going to get a couple of these and spend hours discussing them, about where they fit in, and are they premature, or are they not premature, and we’re going to spend a lot of time discussing these kinds of things, whereas perhaps maybe that’s something for the next funding iteration to encourage that.




I think, if you put it in the grants, we’ll get the grants, and we’ll spend a lot of time, and I have a hard time holding that group together for one work day, never mind, you know, a second one.  I think they can get encouragement from other sources, rather than submitting a grant that perhaps we wouldn’t really seriously consider.




There’s, of course, always the point that somebody will come up with something absolutely unique, like an intraocular contact lens and things like that, which were undreamed of before they were discovered, but I think that’s a little premature, and I don’t want to spend researcher time and evaluator time discussing something, which may be a little too soon and may be the object of a different thrust and a different funding year.  Mike?




DR. GENEL:  Well this may sound like I’m speaking from both sides of my mouth, but I think one way of accommodating I think the desire to put some nuances regarding clinical would be to amend, to add a phrase in the third line, where it says priority will be given to projects involving collaboration across disciplines, and then including basic and clinical, or especially basic and clinical and/or institutions.




In other words, it’s just amending, clarifying, or amending the disciplines to explicitly indicate basic and clinical.




A MALE VOICE:  Can you say that again?




DR. GENEL:  Well it reads now these awards are intended to support coordinated approaches to ambitious strategic goals that are beyond the scope of a single laboratory.  Priority will be given to projects involving collaboration across disciplines, especially basic and clinical, and/or institutions, or, if you don’t like especially, sounds like it’s a little bit too much, including, including basic and clinical.




I’m amenable to either.  I just think that that puts some phraseology into the RFP that I think is what we’re talking about, without making, trying to make it into more of a priority than I think it deserves.




CHAIRPERSON GALVIN:  I’m not opposed to that.  Dr. Wallack?




DR. WALLACK:  Can I just pick up on what Mike said?  I’m very much in favor of what you said, and I think it picks up in some more moderate way what Ann is driving at, both Anns are driving at, so I would endorse that, but could we, then, also go back to page one, where it says translational stem cell research?  




Could we then say, to be consistent with what you’re saying, translational stem cell research, and I would add which could result in clinical application, and that would tie together from the beginning to the end that whole thought?




CHAIRPERSON GALVIN:  Translational research translates into clinical subjects.




DR. WALLACK:  What I’m trying to say is that it gives a little bit more emphasis on the clinical by putting that out there.  I don’t know.  I can vote for Mike’s suggestion without my going back to the first sentence, but I would recommend we consider both.




CHAIRPERSON GALVIN:  Okay.  Folks, we have to get moving along.  




DR. GENEL:  Why don’t we act on each separately?  Why don’t we just act on each separately, and then we can go from there?




DR. HISKES:  I’m in favor of the compromise wording.




CHAIRPERSON GALVIN:  That’s Mike Genel’s wording?




DR. HISKES:  I believe so.




DR. KIESSLING:  This is Ann Kiessling.  I’ll take anything I can get.  (Laughter).




CHAIRPERSON GALVIN:  Yup.




DR. GENEL:  All right, well, then I move that, in the third line, under group project awards, that we amend this to include, after collaboration across disciplines, comma, especially basic and clinical, comma, and/or institution, so the insertion with the especially basic and clinical.




CHAIRPERSON GALVIN:  Okay.  That’s moved and seconded.  Any further discussion?  All in favor of that change, indicate by saying aye.




VOICES:  Aye.




CHAIRPERSON GALVIN:  Opposed?  The motion is carried.  Now, Milt, do you want to go back to page one?




DR. WALLACK:  Without going through all kinds of pain.  So, consistent with this, if we all could think that it would be an advantage to add translational stem cell research, which could result in clinical application, I would recommend we at least consider that. If it’s something that we have to agonize over, I wouldn’t want to do that.




CHAIRPERSON GALVIN:  Okay.  Would you make a motion to that effect?




DR. WALLACK:  I’ll move that we insert the idea of resulting clinical application.




CHAIRPERSON GALVIN:  Second?  Is there a second?




DR. HISKES:  I’ll second it.




CHAIRPERSON GALVIN:  Thank you.  Any further discussion?




DR. GOLDHAMER:  Yes.  One further point.




CHAIRPERSON GALVIN:  Yes?




DR. GOLDHAMER:  I think, to me, it’s implied in the term translational that we are moving towards clinical, so it’s a little bit redundant, I think.




DR. WALLACK:  No, I understand that, but I’m doing that, specifically, knowing that, because it creates the emphasis on what we’re saying now, and sometimes you just need to be out front in what you’re saying.




CHAIRPERSON GALVIN:  Okay.  Any further discussion?  If not, all in favor, indicate by saying aye.




VOICES:  Aye.




CHAIRPERSON GALVIN:  Anybody against the motion?




MR. MANDELKERN:  Yes.




CHAIRPERSON GALVIN:  Mr. Mandelkern?




MR. MANDELKERN:  Yes, Mr. Mandelkern opposes.




CHAIRPERSON GALVIN:  Yes, Mr. Mandelkern is a nay.




DR. GENEL:  I abstained.




CHAIRPERSON GALVIN:  And Mike Genel is an -- you’re an abstention? 




A MALE VOICE:  I’m an abstention.




CHAIRPERSON GALVIN:  We have two abstentions, a nay and two abstentions.  Okay.  We still have a majority.  Okay, the motion is passed.  Okay, let’s move on.  That’s just a reference, is it not?




MS. HORN:  Let’s see.  That was just a reference, but I think we wanted you to look at the selection criteria to see if there was anything that you would want to change in terms of those.  




CHAIRPERSON GALVIN:  Any comment?  If not, we’re going to move on to I think proposal review.




MS. HORN:  That was just, again, a new --




CHAIRPERSON GALVIN:  Okay.




MS. HORN:  -- link.




CHAIRPERSON GALVIN:  Okay.  Everybody, we’re on page six, where it says two, funding.




MS. HORN:  Again, this is just adding an execution of the assistance agreement and release of funds.  A typo that’s been in there for a couple of years is corrected.  Anything else on page six?




CHAIRPERSON GALVIN:  Everybody okay?  We’re moving to seven.




MS. HORN:  The only thing I believe we did on page seven was make it very bold, that people should mark their privilege and proprietary information, so we don’t have to go digging for it every year.




CHAIRPERSON GALVIN:  We all okay?  We’re on page eight.




MS. HORN:  Page eight, there was no change.




CHAIRPERSON GALVIN:  And you’re breathlessly awaiting page nine.




MS. HORN:  Right at the bottom there, equipment, we have had an issue, and Paula is on the line, I believe, I hope, to explain this, as well.  




We have identified here that items exceeding 1,000 dollars or more are categorized as permanent equipment, and, apparently, this causes concern with the Yale auditing and classification process that Paula can explain better than I that has the same categorization at 5,000 dollars, so they have their equipment classified to ways, and it’s turning out to be a bit of an auditing nightmare.




We told them we would revisit that after an audit turned it up, because the language is in the RFP, and we bring it to the group to have a discussion about whether there is a comfort level of changing that from 1,000 dollars to 5,000 dollars.




MR. WAGNER:  We had talked to two representatives, one from Yale and one from UConn, regarding this number, and the 1,000-dollar threshold is actually being reviewed at UConn, also, so that is in the talks of moving up toward the 3,000-dollar range, just as equipment is very expensive, so just about everything is 1,000 dollars.  To track everything is kind of a nightmare, so we had discussed either moving it up to the 5,000-dollar range, or putting in language that says as appropriate to --




MS. SARNECKY:  Specific to your institution.




MR. WAGNER:  Specific to the institutional auditing requirements.




CHAIRPERSON GALVIN:  Change it to five.




MR. WAGNER:  Change it to five?




MS. HORN:  The only other thing we’re checking out is whether there is some kind of state contracting regulation that says it has to be 1,000 or more, classified that way.  I doubt it if UConn is showing some movement upward.




CHAIRPERSON GALVIN:  So we will consider changing it to five, unless there’s statutory prohibition.




MS. HORN:  Okay.  




CHAIRPERSON GALVIN:  Are you all out there still?  Good.  We’re on page 10.  God bless you.




MS. HORN:  Chelsey, anything else you can see there, besides just a little spacing issue?




MS. SARNECKY:  Nope, nothing on page 10.




MS. HORN:  Okay.  Page 11 is just an updated link.  Changes in personnel, there were some reviews that we did this year.  There was a request by a committee member to have a CV provided for proposed new principal investigators.  We had an issue with that.  We added that language.




There was also some concern about the approval by the Advisory Committee and wanting to have some more language put into the RFP about the options that the Advisory Committee had, in terms of denying or rescinding funding for a change in personnel.




We put in a reference there to how that is dealt with in the assistance agreement, because it is a fairly detailed process.  You can go take a look at in the assistance agreement for handling changes in personnel, changes in the scope.  All of it is within the discretion of the committee to agree with it or not agree with it.




In terms of personnel and prolonged absence of the PI, if the committee does not approve of that, it seems a major breach, and the committee then has the option of rescinding funding on that issue.




If you want more language, we have to be somewhat consistent with what’s in the assistance agreement, although we can certainly change the assistance agreement based on the RFP, but our solution was to just incorporate the assistance agreement language in here, so that they are aware that we take these things very seriously and there’s a process.




DR. WALLACK:  So, Marianne, basically, this whole subject addresses the concerns that some of us had at the latter part of last year, where there was a whole changing of principal investigators.




MS. HORN:  Yes.




DR. WALLACK:  And, so, your feeling is that you’ve tightened this up sufficiently that we won’t be faced with the same dilemma going forward?  If you’re satisfied with that, then I’m satisfied with that.




MS. HORN:  Yeah.  I think that we are going to face some tough issues, where the committee is going to say, no, we don’t agree with this, and then we’ll have to figure out what to do, in terms of the grant.  




If the grant is not going to go forward, then you would be able to get the money back.  If somebody has left the grant and you’re not comfortable with who has come in, if the whole scope has changed so much that you’re uncomfortable with how that has happened, you can deny that request.




I’d be happy to go through it with you what’s in the assistance agreement, and if you’re not concerned or not satisfied, we can revisit it.




DR. WALLACK:  If you think it’s strong enough, that’s fine.




DR. GENEL:  There was an issue, I think, at one of the previous meetings regarding a substantial reduction in effort of a senior investigator, and I’m wondering if we might want to make some explicit statement that significant changes in effort or commitment of the senior investigator.




MR. MANDELKERN:  -- down to five percent.




DR. GENEL:  Well, yeah.  I don’t recall specifics, but I do recall that there was that, and I think we -- I think, at the time, we decided that we would do something with the subsequent RFA.    




The logical place would be before we discuss termination of employment, just simply indicate that a substantial reduction investigator would need to be justified and reviewed by the Advisory Committee.




DR. FISHBONE:  I think, if I remember correctly, Dr. Hart made a very good point, that sometimes the investigator is not giving less time, but is just changing the allocation of funding in the grant, so that he can support another individual.




DR. GENEL:  Oh, I agree.  No, I agree with all that.  I just think -- I just want to flag it to indicate that a substantial change in effort would need to be justified and reviewed by the committee.  That’s all.  Saying it explicitly.  




MS. HORN:  Okay, so, I’ll add that language in here.  Substantial alteration in effort by a PI will need to be justified and approved by the committee.




DR. GOLDHAMER:  Should we, perhaps, say a change in effort, rather than substantial, because it’s not clear what substantial means. 




DR. GENEL:  Well, but a change could be a trivial change, and that’s why -- in other words, I don’t think a trivial change in effort is something that we need to, and that’s why I was using the qualifier substantial, because I think that would cross, I think, a threshold, and I don’t want to define what that would be, but just simply indicate that what we regard as a substantial change in effort is something we would want to consider a little bit differently than say a 10 percent change or something like that.




CHAIRPERSON GALVIN:  I would agree with that, because from our standpoint, as guardians of public funding, if all of the sudden something was 50 percent is 28 percent, then we might want to look.  There may be very good valid reasons for that.




DR. GENEL:  I’m making no judgment, as to what we would accept.




CHAIRPERSON GALVIN:  When we see the figure is altered substantially.  If it’s 39 instead of 42, you know, that’s not going to trigger anything, but we need to look at things when they change appreciably.




DR. GENEL:  Yeah.




MS. HORN:  Under funding, nothing transferred, again, that is handled in the assistance agreement, and I’ll make that addition in there, in accordance with the terms specified in the assistance agreement.




Change in material scope of project, I believe we have already addressed that in the assistance agreement, but it’s helpful to have it in the RFP, as well, for when it comes up and the PIs are on notice.




Project reports, we’re still fiddling around with this language here a little bit, and this is to, this is over on page 12, we’re trying to get the project reports in and approved in time, so that there’s no lapse in the second year of their funding, so we’ve made the suggested change here, that for the first year of the project, you summarize the first 10-month period then ended and submit a report, and, for subsequent years of the project, you summarize activities during the next 12-month period.




A couple of issues with that.  The second year of the project or the final year of whatever project you’re in you’re going to have a couple of months left over, because you’ve started with the 10-month, so we may want to have some language that will incorporate the final year, that final report, whether it’s the next 12-month period, and if it’s in the applying year, it will encompass the entire amount of time that is left.




CHAIRPERSON GALVIN:  Just change 12-month period or on completion.




MS. HORN:  Or on completion.  Okay.  And I’m going to skip to an issue that is linked with this, and that is the semi-annual fiscal reports, and we’re still getting clarification from our fiscal office about whether these are going to be required, but what we are looking to have happen would be to have those fiscal reports submitted on the same schedule as the technical progress reports, and I wanted to get a sense from the committee if they’re comfortable, if our fiscal office signs off on that, having the fiscal reports submitted the first time at 10 months, so your project is going to be up and running for 10 months before you get any feedback on it, and then they would be submitted yearly on the same schedule as the annual technical reports.




MR. WAGNER:  Currently, we require a six-month fiscal, so this would push that from six to 10, right?




MS. HORN:  Correct.




MR. WOLLSCHLAGER:  No.  It would push it from six to 10 for year one, and then from six to 12 for subsequent, until the final one in six to 14.




CHAIRPERSON GALVIN:  Okay.




MS. HORN:  And I didn’t know whether the committee would want some sense from Chelsey and Dan about any issues that you’re picking up because we’re getting those six-month fiscals, whether you think that it’s -- you have a comfort level with letting them go to a year.




MR. WAGNER:  Letting them go to 10 months, sure.  I mean very little has been spent.  They don’t say a heck of a lot, so they’re either recruiting, setting up shop, or depending on which level of funding it is, so I don’t think by pushing it off to the 10-month hurdle we would lose much information.




MS. SARNECKY:  I think, actually, it would be a more useful report if we got the fiscals at 10 months, because, to second what Dan said, there’s not much information.




CHAIRPERSON GALVIN:  Nothing happens the first six months.




MS. SARNECKY:  Everyone is setting up, the accounts are being set up in the universities’ fiscal offices, so I think it would just be a much more useful report, the 10-month.




CHAIRPERSON GALVIN:  Sounds good to me.




MS. HORN:  Everybody happy with that?  Do we have a consensus on that?  The other language we added in into the third bullet down was to identify publications that have been submitted.  We’re just interested in where the research is going and finding out about it and that that publication must be sent to Connecticut Innovations upon request, as well as putting in an acknowledgement of our support.




DR. WALLACK:  Marianne, are we satisfied with the acknowledgement of support that we’ve been getting when a researcher does a presentation someplace or a publication?




CHAIRPERSON GALVIN:  No.




MS. HORN:  No.  It’s uneven, and we probably need to make a general statement about that, that some institutions seem to be very thorough about putting it on posters and putting it in speeches.




DR. WALLACK:  So how do we strengthen this language to make sure?  I have the same perception, that I’m not satisfied with that.




MS. HORN:  It’s really more an enforcement issue.  I think the language is in there.  I think it’s really getting out there and saying we didn’t see it, or sending a letter perhaps from the Commissioner, saying we have noticed that this is not being complied with, and, if you don’t, we will take drastic action.




CHAIRPERSON GALVIN:  Need somebody who has got regulatory experience.




MS. HORN:  That’s right.




MR. WOLLSCHLAGER:  We can just slap a letter to each funded institution, saying this is to require, to remind you.




MS. HORN:  And then, if we find a specific instance, we can bring them here and mortify them.




DR. WALLACK:  So can we just make, for the record, Warren, your remark, that we send that out as a reminder?




MR. WOLLSCHLAGER:  Sure.




CHAIRPERSON GALVIN:  A warning, and then, if they don’t comply --




DR. WALLACK:  Just a reminder.  That’s our expectation.




MS. HORN:  Yeah.  I’m on an investigation committee at the Department.  We came across a situation like this.  We’re going to do a gentle wrist slap letter the first time, and then, after that, we’re going to get much more stern.  We want to re-read them, actually, before they go out.  We are coming to a close.




DR. GOLDHAMER:  Can I just ask you a question about this disclaimer?




MS. HORN:  Sure.




DR. GOLDHAMER:  This is new to me, in terms of how I acknowledge funding.  Usually, you say, you know, funded in part by the NIH and the State of Connecticut Stem Cell Fund, or whatever.  This additional language is -- I just am not familiar with, in terms of no agency that I’ve gotten money from requires anything like this.




Can you tell me something about the history of this language, and do other states, you know, California and so forth, have language of this sort?




MS. HORN:  I’d have to look into whether California does or any other states.  I think this is fairly boilerplate, in terms of things that are published using either funding or data that’s obtained from the Department that it doesn’t necessarily represent the belief of the state.  It hasn’t been vetted through the state, in terms of its content.




CHAIRPERSON GALVIN:  You’re talking about this down here?




MS. HORN:  Yes.




CHAIRPERSON GALVIN:  I think some of this is from Attorney Salton, that said you had to have the disclaimer.  It’s stuff that the Attorney General insists on if you’re going to take state money.




DR. GOLDHAMER:  Do any other scientists on the phone have experience with this kind of language in publications?




DR. HART:  My last publication, they asked me to -- the journal, actually, asked me to put a sentence almost exactly like this in to acknowledge --




DR. KIESSLING:  Even some private foundations would like this, but this is not their view, even though they funded the work.




DR. FISHBONE:  You see it in several government-based, the Department of Defense, anything to do with the military.  This is not the view of the military, but of the author.




MS. HORN:  Right.  Otherwise, it’s sort of implied there that we’ve given you the funding, and, so, we’re signing off on everything that you say.  Okay.  Anything more on page 12?  Anything on 13?  And we didn’t make any changes on this.  We’ll look through and see if there are any tweaks that need to be made, based on the discussion that we’ve had thus far.




Then, on the final page, we just have a change of citation.  No, I’m sorry.  I’m out of order.  We are finished.  Any other comments?




CHAIRPERSON GALVIN:  Okay.  We have one more item on grant modifications subcommittee update.




MS. HORN:  The committee needs to vote to approve the RFP.  Are you comfortable that it’s in a final enough form that we can make these changes?




CHAIRPERSON GALVIN:  I thought we had to have financial information.




MS. HORN:  We do have a couple of pieces that we need to get confirmed.




CHAIRPERSON GALVIN:  Okay, so, there’s some missing financial information that seems to be relatively --




MS. HORN:  The fiscal, whether there’s a requirement that we get the fiscal every six months.




DR. WALLACK:  I would move to endorse the RFP, as been amended.




MS. HORN:  If there are any issues, I’ll bring them back to the committee.  We’ll have to then have another vote, but we’ll try to avoid doing that.




CHAIRPERSON GALVIN:  Yup.  Can we have a second on that motion?




DR. GENEL:  I second it.




CHAIRPERSON GALVIN:  Okay.  Moved and seconded to adopt the RFP as modified today.  Is there any further discussion?  If not, I will call a vote.  All in favor?  You’re voting to approve the RFP with the changes from today.  All in favor?




VOICES:  Aye.




CHAIRPERSON GALVIN:  Opposed?  The motion is carried.




COURT REPORTER:  One moment, please.




CHAIRPERSON GALVIN:  That modification, item four, grant modification subcommittee?




MR. WOLLSCHLAGER:  Just to get it going really quickly, you’ve raised the issue of there were two subcommittees formed with appointments approved by the Chair of this committee.  There are some commonalities, in terms of membership.  




Both Dr. Hart and Dr. Fishbone sit on both committees.  That is a committee that is not conflicted with Yale and a committee that is not conflicted with UConn or anybody else, but, in addition to those two core members to both of the committees, we also have Dr. Latham on one committee and Dr. Hiskes on the other committee.




The committees were both convened sort of concurrently, and they were able to deal, I believe, with three separate, or was it four separate situations involving either some readjustment of fundings, or some personnel, they felt that they were within the scope of their responsibilities and abilities to review.  Those actions were taken.




Now I don’t think those actions need to come back to the full committee.  Is that right?  Because subcommittees were authorized to take action on behalf of the committee.




MS. HORN:  That’s correct.  I mean we could have a brief listing of what was done, if the committee would like to hear the kinds of things that are coming before the committee.




DR. GENEL:  If you could include that in the minutes, then I think it’s --




MR. WOLLSCHLAGER:  And these meetings will have their own.  We’re not going to have transcripts.  There are no transcription services involved, but there are minutes that will be made available from these things, and they were publicly noticed, just like all of these, so, you know, we met statutory and regulatory requirements, so it worked really well.




In less than an hour, took care of a bunch of business that would have been I’m sure taken a bit more time in front of this whole committee.




MR. WAGNER:  I think the goal is to meet in the first week of each month, and then we could hopefully gather the minutes, and then attach them to the Advisory Committee bundle that comes out, so you guys can read through that.




MR. WOLLSCHLAGER:  So we want to thank the folks who agreed to accept appointment to the subcommittee.  It’s good service.




MS. HORN:  Yeah, and if there’s anything at all that they’re not comfortable with, it will be brought back to this full committee for a full discussion.




CHAIRPERSON GALVIN:  Any other business?




DR. WALLACK:  Move adjournment.




CHAIRPERSON GALVIN:  Public comment?  Any public comment?  We have a motion to adjourn.




MS. HORN:  I have one thing that I don’t think got on the agenda, and that was our next meeting schedule.  We were hoping, because of the use of the subcommittees, that we were going to be able to cut back on the schedule of this committee to starting maybe every other month, rather than going right to quarterly, since we’re heading into grant season, so if we could have some discussion on that matter?




MR. WOLLSCHLAGER:  Are folks willing to not meet next month and meet in November instead?




CHAIRPERSON GALVIN:  November 17th will be the next meeting.  No October meeting.  Dr. Genel moved to adjourn.




DR. HISKES:  I’ll second.




CHAIRPERSON GALVIN:  I’ve got a second here.  All in favor of adjourning, indicate by saying I’m gone.  Okay.  The meeting is concluded.  Thank you, all.




(Whereupon, the hearing adjourned at 3:20 p.m.)


POST REPORTING SERVICE


HAMDEN, CT  (800) 262-4102


