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DR. MILTON WALLACK:  Thank you for all coming. And this is the first time we’ve ever attempted a stem cell research applicant’s conference. And as the Commissioner was saying we have a very wonderful select group here today. And I think it will serve a huge purpose for how we go forward. Our goal for today is to inform and clarify how to better participate in our state’s funded stem cell program or, in other words, how to try to do the best we can to obtain funds for your research in stem cell research. 




In order to begin our program, we have some opening remarks that will address a little bit of an overview of what we’re all about and the Commissioner of the Department of Public Health, who also serves as the Chairperson of the Stem Cell Research Advisory Committee, and I might add does an excellent job at that, will begin the program with her own reflections on the stem cell program. Dr. Jewel Mullen.  




CHAIRPERSON COMMISSIONER DR. JEWEL MULLEN: Good morning.  I was saying before we started that I just came back from New Hampshire where I spent the past day at a town hall meeting on tobacco.  So I thought I would open by reminding you all that today’s the great American Smoke Out.  I’m not confused about where I am and that’s not -- my comment is not a political statement nor is it one of disappointment, but instead I mention it because I’ve only been here for nine months but you all know that the stem cell program in Connecticut is recognized internationally.  And, therefore, given that some of the funding actually has come from the tobacco settlement funds, I know that I can sit here and say with confidence and sincerity that the fact that we’re still here doing this, and already talking about what happens when that money runs out, is a testament to the commitment that the administration has to the program.




And I believe that many people here, and many who aren’t here, are also encouraged to see the investments in bioscience that this administration has held steadfast to in its first ten months.




I’m not a bench researcher.  I’m a clinician, or at least I used to be but I still like to think like one, and it’s really been a pleasure for me to chair the advisory committee and hear the science, but to also be reminded of the commitment of the scientists who are doing the work.  It’s also been a pleasure for me to witness the commitment of the committee who every month, or with whatever frequency we meet, really comes with full attention to your work.  And I have seen, having gone through the review session this summer, how personally invested people feel to your careers and your commitments to your work.  




And I think that's part of the reason that we’re here today to really have the committee feel confident that everyone understands not just the rules, but the processes and gets the information that’s necessary for everyone to have the best chance to submit successful applications going forward.  So I think everybody sitting up here with me for the effort that they’ve put into today’s planning because I can tell you that the planning has been going on for a few months now. We’ve been talking about it.  And I hope that those of you who are here, and those who can’t be here but who will get this information afterwards, feel that it’s helped them. So have a great day.  




DR. WALLACK:  Thank you, Commissioner Mullen.  I’m going to introduce our panel now who will really give us the specifics about the application process and how we look at going forward with the review of your applications. Attorney Marianne Horn, from the Department of Public Health, is involved with the Stem Cell Advisory Committee in the oversight, governance and the regulatory processes that we’re all about.  Dr. David Goldhammer, who heads the stem cell research work on the Storrs campus at the University of Connecticut, will be presenting as well. And David is also on the state Stem Cell Advisory Committee. Chelsey Sarnecky, from Connecticut Innovations, has been involved for five years now on the administrative side and also gives invaluable assistance to the Committee and to all of you, I think, as we move forward in the stem cell review process and in releasing of funds.  So these will be our panelists.  




In addition sitting in the front with me our two other members of the Stem Cell Advisory Committee.  On my far right, Dr. Mike Genel, who has been involved even before there has been legislation as has Dr. Gerry Fishbone, on my immediate right, and they can, I think, be prepared to offer any remarks as we go along as well.  




So with that having been said, I’m going to start by turning to Attorney Marianne Horn. And I think the format that we’d like to follow is that the presenters, I think, should try to get through their presentations as completely as possible. If there are specific questions as they go feel free to ask them, but if you can hold them until after their presentations that would be helpful.  And then when they’re all finished there will also be time for questions on some specific issues pertaining to the applicant process. So with that, Marianne Horn.  




MS. MARIANNE HORN:  Thank you, Milt and good morning and thank you to those of you who are able to attend.  Before I start I just wanted to underline what the Commissioner said in a couple of ways. One, this presentation is going to be available.  It’s going to be archived in a verbatim, through a transcript, and then in minutes.  So that any questions that are asked, any answers that are given will be available to everyone, that the presentations will be available to anyone. So if you have people who were not able to attend today, please, let them know that this will be available to them. We want everybody to have the same information.  




So I started with the Stem Cell program, I think, months after the initial legislation was passed back in 2005.  And I was recruited to help with the legal and ethical issues of implementing, which at that point was one of the first in the country’s embryonic stem cell laws. It was authorizing embryonic stem cell research to go on in the state. We were just the third state to permit embryonic stem cell research.  And I believe we were the third state to fund it. We were able to fund before California, but after two other states that had one time funding in contrast to our funding, which is ten years worth of funding at a hundred million dollars total.




So the law bans the cloning of human beings.  It allows for nuclear transfer.  It prohibits direct and indirect payment for donations of embryos, embryonic stem cells, unfertilized eggs, or human sperm for stem cell research. And it provides criminal penalties for any violations of that.   




As I mentioned there is a hundred million dollars available for ten years to fund the research and that’s research performed in Connecticut.  And that will run annually until 2015. And to date we’ve allocated almost 60 million dollars of that funding. 




The whole process, which I’ll go through briefly, is governed by the Freedom of Information Act and I think that that was one of the major things that we dealt with as we set up the program was that scientists are not necessarily having, used to having their reviews conducted in open public meetings. And so we have had to work through those hurtles. And I think it’s really allowed the program to be very transparent, to have a lot of trust in the people who are giving this amount of money to us that the process is fair and that it’s open, and that we’re very accountable for this large amount of money that we’re able to use for the state.  




There are two committees that are established in the law. One is the advisory committee on which Milt, and Dr. Genel, and Dr. Fishbone sit, and Dr. Goldhammer, and a number of others. And there is the peer review committee. So the advisory committee, as the Commissioner said, meets almost monthly and at times during our first year of setting up met more than monthly because we had to develop the requests for proposals and move very quickly to start getting the money out.  The Commissioner of Public Health is the Chair and there are 16 appointed members on the advisory committee. They are experts in stem cell research, ethics, business, and finance. And some people wear numerous hats and we also have people who are advocates for the public interest in stem cell research on the board as well.




So the major thing that the advisory committee has been working on is developing the requests for proposals and evaluating the applications once they come in and are peer reviewed, and then allocating the money, and oversight. So all of those are pretty major functions for the committee.  




The criteria for the advisory committee review are listed in the RFP.  And they are scientific merit of the proposed research, conformance to high ethical standards, the ability to perform the proposed research, the commitment of the host institution, hospital or company and where applicable collaborators to the proposed project including cost sharing, potential for collaboration across disciplines and institutions, hospitals or companies, and the benefits, including financial benefits to the State of Connecticut. And in addition there is a category of alignment with funding priorities as determined by the Connecticut Stem Cell Research Advisory Committee.  And those change a little bit from year to year and I believe some of the others will comment on how those have evolved over time. 




The peer review process is, consists of 15 members and these are generally members who are all members who are outside of the State of Connecticut.  This was to avoid conflicts of interest with the scientists that they were reviewing. And the members are selected by the Commissioner of Public Health appointed. And their selection is based on their training and expertise in human and animal stem cell research. So these are some world renowned experts.  We had Sir Ian Welnut, who cloned Dolly the sheep, was one of our first peer review members and really helped lend some creditability, I think, to our program right from the start.




So the peer review gets all of the grants that are, all of the applications that are submitted.  And there is a chair of the peer review. The reviews are assigned to peer reviews in pairs and David is going to go into this a little bit more as well.  And they do their reviews. They reconcile anything that doesn’t line up, and then they provide the scores and the written evaluations back to the advisory committee. And those are actually made available to the scientists. They make recommendations to the advisory committee and the advisory committee has the peer review scores and ratings and rankings before they make their determinations. It’s in statute that the peer review uses the National Academy of Sciences in terms of their guidelines for ethical evaluations of the grants. And they have adopted the National Institutes of Health scoring system. And again David will mention more about that as he goes through.




Some of the specific requirements that there are, specific to Connecticut -- and, again, based on the National Academy of Sciences guidelines there is the requirement that each of the grants have the approval of an embryonic stem cell research oversight committee before the funding is released to them. So it has to go through the institutional escrow and have approval from that as well as any other applicable review board, an IRB, an IACOK, for example, all of those have to be in place before the money is released. There is a verification form that is, it’s over on the table there if anybody wants to have a look at it. And that verifies, it’s a requirement in the law that the stem cells were, or whatever materials are being used, were voluntarily donated and were provided with informed consent. And that consent is based on the National Academy of Sciences guidelines. 




The intellectual property is something that was one of the interests clearly that the state had in terms of setting up and devoting this amount of money to stem cell research. And so between the RFP and the contract it’s expected that a minimum of 5 percent royalty is expected to come back to the State of Connecticut. And there are more details on the wording and the timing and when that would apply and to what in the RFP and the assistance and royalty agreements.  




So then the applicants also have to sign this assistance agreement and royalty agreement. There are templates that have been developed and tweaked a little bit over time, but they are fairly fixed. And I have copies of those. I think Chelsey is going to go through as well and some of the requirements that are in there in addition. 




I do have handouts over on the table from the Connecticut Stem Cell website, which is the DPH website. And it has a lot of information on there. Who is on the committees, what’s new, who we’ve funded, the list of applicants that we’ve funded, awardees are all listed over there, and a great deal of other information. And then something that some people ask about every year is the certification form. The advisory committee makes a recommendation to the Commissioner and the Commissioner certifies that this money is available. It’s part of the contract.  So it’s just a certification form that this indeed, this decision was made to this grantee for this amount of money, and for this period of time, and it’s attached to the contract.   




So that’s really what I have to give you in terms of an overview of the program. And I’d be happy to answer questions after everybody else was finished. Thank you.  




DR. WALLACK:  Before we go to David, are there any questions that you’d like to ask of Marianne at this point or should we just go to David?  Seeing no hands right now, David -- oh, by the way, Marianne referenced some handouts.  There is also some packets that Chelsey Sarnecky put together. At the conclusion of the session, please, make yourself -- avail yourself of the packets as well as the other handouts that Marianne just referenced.  With that, Dr. David Goldhammer, David.  




DR. DAVID GOLDHAMMER:  Thank you, Milt.  Chelsey, are you manning the slides?  So I would like to tell you just a bit about the types of awards that are offered as well as something about the peer review process and the process of making funding decisions. I’m sure there will be a number of questions. And, again, pressing questions feel free to interrupt, but I -- but we’ll have plenty of time, I think, at the end for elaboration on any particular topic that I cover.  So this is just a brief, just an outline of what I’d like to talk about. We’ll start with the types of awards.  I’ll say a few words about the anatomy of a competitive grant. And this is really my opinion as a stem cell researcher.  Next will be, I’ll say something about peer review and then the work of the advisory committee and grant funding decisions. 




So there is four types of awards. And most of this information, I’ll embellish a little bit, but most of this information is in the RFP.  So, we’ll start -- so there is seed grant awards, established investigator awards, two types of group project awards. And this is -- the first one is the group project award that’s been in the RFP since its inception of the program. The second, a disease directed collaboration group project awards, is a newer subcategory of project awards. This is in its second year and we’ll talk about that when we get there. And then finally are the core facility awards.




So we’ll start with the seed grant awards. So these are awards that are a maximum of 200,000 dollars over two years. This turns out to be a 160,000 dollars direct cost after 25 percent indirect costs are taken by the institution.  And the real intent of these awards is to support early stages of a project. And our goal is really to leverage this money to make investigators competitive for larger scale funding from the NIH or other agencies.  And it’s really been, I think, already successful in that. There is a number of cases of investigators who initiated new projects with seed funding and have utilized the preliminary data and a demonstration of efficacy of their work to compete successfully for larger grants. 




So this is intended for investigators of all levels from junior through senior investigators.  And all of these granting mechanisms are open to qualified researchers at academic institutions, companies as well as hospitals.  So the seed grant, there is a number of classifications of applicants who have applied for and received seed grant money.  Established investigators have used this as a means of starting new directions in their labs. And this is really important, I think, because as you know the researchers in the room know that in order to be successful at most funding mechanisms at the NIH you need to have established preliminary data and proof of concept before you can be competitive. And so established investigators have used this mechanism for, to those means. 




It’s also used by established investigators who are new to stem cell research. And there is many examples of investigators who are interested in entering the stem cell field, but have no prior experience. And typically what happens in these cases is that these investigators team up with collaborators who do have stem cell research experience or utilize the core facilities at Yale and UCONN/Wesleyan cores in order to provide the requisite expertise to successfully complete or -- their work.  It’s really not -- the seed grants as well as the other granting mechanisms have really done a remarkable job, I think, at interesting researchers in the state in stem cell research. 





And I will just state that before this granting mechanism, before this legislation was passed I believe there was one human embryonic stem cell researcher in the state. Since that time we typically get, and I don’t have the exact numbers, but something on the order of 80 to 90 applications each year, each funding cycle. That’s not just seed grants it includes the other granting mechanisms as well, but it’s just gives you an idea of how this program has infused excitement in the state in stem cell research.  And has resulted in the funding of many labs that probably wouldn’t have done stem cell research if it weren't for this program. 




This seed grant award mechanism is limited to five pages, which in my opinion as a grant writer, is good and bad. It’s five pages. I guess the bad part is five pages is not a lot of room to really get your thoughts down on paper, but it’s also not such an onerous task as writing a longer grant to other agencies like the NIH. 




So I’ll move onto the established investigator awards. So these are larger grants.  These are grants a total of 750,000 dollars or 600,000 in direct costs that can be distributed for up to four years.  This is about the size of half or two-thirds of a typical modular NIH RO1 application. And this intended for investigators for established investigators who have a track record of independent grant support and regular publication. So, typically these are experienced stem cell researchers. But, again, like the seed grants it is, and has been the case, that researchers without prior stem cell research experience team up with experts in stem cell research and submit very competitive established investigator awards. 




So, not surprisingly typically the established investigator awards are broader in scope and like an RO1 application preliminary data is typically included and increases the competitiveness of these kinds of grants.  These grants can be from individual labs and/or from collaborative efforts from multiple labs. And finally in this regard the project description is longer. It’s a ten page application. 




So this, the group project awards, these are intended for projects that are broader in scope, more ambitious, and they’re really intended for groups of researchers, for teams of researchers to get together to solve an important problem in stem cell research. They’re often multi-disciplinary in nature. And they are two types of these grants. There is the group project award and in this subcategory the specific type of research is not specified.  And these are up to 1.5 million dollars total costs for up to four years. And this sub -- this mechanism, the group project awards, has been in the RFP since its inception.  




And as I said at the beginning, the second newer category is disease directed collaborative group project awards. And these are awards that have a specific disease focus. This is the second year that this type of award is in the RFP. And these are intended as collaborations between multiple research entities. And I’ve just included academic, medical, and biotech companies as examples of the types of researchers who could team up for this kind of award. And really the intention of this is to let the research community know that this program is very interested in getting applications that are, at this stage over half way through this initial ten year program, of getting applications that really have a very direct disease focus.  And although it’s not an absolute requirement of course of this particular funding mechanism, the intention is that these are well developed programs that could begin FDA review within four years of awarding of the grant.  




And these grants have a larger cap and that is two million dollars or 1.6 million dollars direct costs over four years.  And so priority is, in this funding mechanism, is for disease directed collaborations. And these are much larger grants. These are 50 page grants.  




The final category are the core facility awards.  And these are intended to provide core facilities to stem cell researchers across Connecticut. And the advisory committee recognizes the essential functions of the core facilities and in particular the Yale and UCONN, Wesleyan human ESL cores have really been instrumental for growing the stem cell research endeavor in this state. As I said, very few people had been doing human embryonic stem cell research before this fund was established. And it really was because of the Yale and UCONN cores, with the training and expertise provided that allowed stem cell research in this state to grow to the extent and pace that it has. 




Now, at this stage of the ten year cycle the advisory committee would like to put as much money as possible into individual research grants. And so the advisory committee has put a cap on the amount of money that will be expended in a given year for the core facility awards and that number is one million dollars or about 10 percent of the total funds that are available. And the idea, the intent is that we expect the cores to increasingly rely on funds from other sources. And I’ve listed some of the other possible sources. There may be others.  And so that is really the intent of capping it at one million dollars. 




And I guess there is, in the RFP I’ve heard that there is a little uncertainty about what this one million dollar cap means. What it -- it -- well, so I should back up and say that it’s collectively across the state a one million dollar cap, and each application though may request up to one million dollars. And that one million dollars can be expended over two years.  And funds may be used to cover equipment, salaries, supplies, and other costs associated with operating the cores. And this project description is limited to 50 pages.




So, again, this is my -- a little bit of an editorial as a grant writer as to what makes a competitive grant. And this is not specific.  Most of what I’ve put up here is not specific to the stem cell program and so experienced researchers in the audience already know these things, so I’ll just go through them quickly. And it’s really essential first to show expertise and efficacy.  And as I’ve said in previous slides, this can be directly from the expertise, demonstrated expertise through publications of the PI Of the grant, but it also can be through collaborations with experienced investigators.  




We also, in terms of efficacy, wanted to see institutional support. This can be in the form -- this is usually accompanied by a letter of support from department heads and deans. We want to know that there is space available for the investigator to do their work. Cost sharing is also a plus, etcetera.  




Now an important point, I think, is that the peer reviewers are experts in stem cell research, but they're probably not going to be an expert in your specific field of stem cell research.  And so in that capacity I think it’s really important to stress the significance of your research that is being proposed.  And to explain the methodologies and the rationale for the methodologies that are being used. Again, these are expert stem cell researchers, but they may not be specifically familiar with methodological approaches that you’re using.  And I find that really stressing the significance of your work, placed in the context of current knowledge as a rationale for the work that is proposed is really essential.




In the third bulleted point I say discuss possible results, interpretations, pitfalls and alternative strategies.  You really want the, I think, the peer reviewers to get inside your head and to really understand your rationale throughout the process of, throughout the grant and the reasons for the decisions you’ve made in proposing certain approaches and not proposing others, for example.  So I find that a discussion of these things is quite helpful.  




Now, finally something that is more specific to this granting mechanism is that most of the grants utilize human source material.  The legislation charged the advisory committee with developing a grants and aid program for the purpose, and I’ve quoted from the legislation, “for the purpose of conducting embryonic or human adult stem cell research.”  So most of the grants that we see and most of the funded grants do utilize human embryonic stem cells, adult stem cells, or now that other technologies are available IPS cells, some form of human source material is far and away -- well, is used in the majority of grants. 




So peer review, just a few comments about peer review. I’ve already said that the peer reviewers, and Marianne has said well, they’re comprised of a diverse group of stem cell researchers and they do have broad areas of expertise that collectively kind of encompass most of the areas or all of the areas that are represented by the grants that are reviewed.  Now, each grant is critiqued by two reviewers and when there is divergent opinion there is occasionally a third reviewer that weighs in. And so when you get your critiques back some investigators have two reviews and some of three and that's the reason for that.  




The peer review has adopted the NIH scoring scale from 1 to 9 and they’re instructed to try to spread our their scores so that there is not as much score bunching at the lower or better end, which makes decisions about funding easier and allows discrimination of grants based on the quality and scientific merit. So as with the NIH there is five individual criteria that are evaluated that I’ve listed there.  And that information, those evaluations, are used to come up with a composite score, which along with their critiques, is provided to the applicant and the advisory committee for deliberation. So it’s very much as, in the NIH model. 




So grant funding decisions, these decision are made by the stem cell research advisory committee.  Funding deliberations are conducted over a one to two day period and we anticipate that it will be in July of 2012 for this current round of grants. Although an exact time has not been set, at this point.  And as Marianne has noted, these are open to the public as are all of the advisory committee meetings.  




Now, the process that we’ve taken most recently is to rank order the grants based on priority score. And, for instance, in the last round we -- two people were assigned to each grant and the “competitive” grants were presented by two committee members to begin, to the overall committee to begin deliberation.  Now, what do I mean by competitive?  We have ten million dollars to expend in each grant cycle.  And so although the precise way that we do this changes from year to year, typically about the top half of the grants are reviewed, deliberated upon, and presented by two members to the committee at large. But it’s important to note that any grant can be nominated by any advisory committee member. But for the sake of time, we typically do not discuss grants that are in the low end of the 1 to 9 scale. 




And I’ll add at this point that scientific merit is a key, but not exclusive consideration. And Marianne mentioned some of the other evaluative criteria that are used.  And this is important because even though the peer review committee tries to spread out scores and use that entire range it always happens that there is grants that are clumped together in -- you know, for instance, at a score of a three or a four. And the difference between a grant that’s a three and a 3.5 may not be -- the merit of those grants may not be significantly different.  And so there is other criteria that come into play to make those kinds of decisions.

I also will add that the advisory committee has not targeted particular areas of research or diseases for funding.  We really try to fund the best science and not specify the types of areas that we’d like to see funded. 




And finally I’ll note that the budget may be modified at the advisory committee’s discretion.  This can be done either for scientific reasons based on the opinions of scientists on the committee or often we try to -- we have so many good grants that we’d like to fund often there is a cut made to grants so that that frees up money for funding of additional grants.  




So that is it. And I -- should I take questions now?  So I’ll take questions and some of the questions probably will be fielded also by other members of the panel.  So, if there are questions I’d be happy to take them.




DR. WALLACK:  Anybody out there at this point?  Please identify who you are. We’re a very open and transparent group so we always record everything that we’re saying.  




DR. BETTY LEWTON:  So my question was with regards to who may apply for the seed grants. So I know the post docs and the junior investigators.  Are full time employees, bench scientists permitted to apply for these seed grants?  




DR. WALLACK:  Well, one of the criteria that Marianne spoke about and that David alluded to and that’s actually in the RFP talks to the issue of whether or not the applicant can carry out or perform the research that they are specifying. So I think that that would somehow be a controlling factor in who could apply. It has to be clearly demonstrated not only that the project is worthwhile, but that it has the capacity or the potential to actually be performed.  




DR. LEWTON:  So a job title may not necessarily prevent someone from applying. 




DR. GOLDHAMMER:  Right. There is nothing in the RFP that excludes that type of person that you described from applying. It really comes to competence, competencies as Milt described.  




DR. LEWTON:  Okay, that’s really good to hear.  Okay.  




DR. WALLACK:  I think what David mentioned it’s also not just for young investigators, but it’s for investigators, as David mentioned, who have, who are experienced researchers but that want to make a lateral move and we encourage this actually into the area of stem cell research.  But it’s not, it’s not there for people who are established investigators already in the stem cell field.  I think that’s clear, isn’t it?  




MS. HORN:  That was for seed grants. 




DR. WALLACK:  Seed grants. 




DR. LEWTON:  For seed grants. Okay.  Thank you. 




DR. WALLACK:  Okay.  Other questions at this particular point?  And for the recorder you have to identify your names.  




DR. ANDREW XIAO:  Hi. I’m Andrew Xiao. I am an investigator at Yale Center and Department of Genetics and I have multiple questions about the grant. And one of them is on behalf of my colleague who cannot be here today.  So the first question is, so if one investigator submits two types of grants, say one is the established investigator grant, the other is the group grant involving other groups. So, will the committee consider it will be too much money allocated to this particular lab per year or is this not a factor at all it’s only about a science?  




DR. GOLDHAMMER:  We really want to fund the best science so that I would say that’s not a factor that an investigator certainly can submit a grant of their own and be a co-investigator on a group grant. 




DR. XIAO:  Okay. The other question is towards the group grants.  So, if one of the co-investigators on the group grant are actually from out of state, say two of the investigators are from Connecticut, the other is from out of state, so will this be considered a disadvantage or we need to find a collaborator instate?  




MS. HORN:  There is a requirement that the research that Connecticut funds be performed in Connecticut except under very extraordinary circumstances.  And so as long as the collaborator is performing research that’s funded by us in Connecticut there is no problem with that or if they have their own funding and they’re performing part of the grant that is being funded by some other source, but collaborating with you that is also acceptable.  




DR. XIAO:  Okay.  




DR. WALLACK:  But it’s clear that if you want a collaborator, for example, in Illinois it’s fine for you to have a collaborator in Illinois, but that collaborator has to come to Connecticut -- 




DR. XIAO:  -- I see. 




DR. WALLACK:  -- to do the research in Connecticut.  




DR. XIAO:  Okay.  So hypothetically if this investigator is in Boston and she has patients in Connecticut it will be acceptable. So collect patient samples and that would be a situation that will be funded by this grant?  




MS. HORN:  It really depends on where the money is going to be. So if she is working in Connecticut and doing the research in Connecticut then that would be acceptable to have that portion of the research funded by Connecticut funds.  




DR. XIAO:  Okay.  




MS. HORN:  If she’s doing research in Boston then Connecticut funds can’t go to support that research.  




DR. XIAO:  I see.  




MS. HORN:  Out of state. 




DR. XIAO:  Okay.  




MS. HORN:  And Dr. Genel you want to -- 




DR. MYRON GENEL:  -- I don’t think we’re talking in terms of collection of patient samples. That would be from outside of Connecticut that would certainly not be precluded. 




DR. XIAO:  Oh, I see.  




DR. GENEL:  At least that’s my understanding.  It’s the point of where the research is being done not where the samples are being collected. We’ve already approved -- I know we’ve approved grants for, from samples that have been collected outside of the country.  




MS. HORN:  Oh, certainly. No, I understood him to say that the patient samples were in Connecticut. 




DR. XIAO:  Right, so yes.  




DR. GENEL:  Okay.  




DR. XIAO:  I think I got what you mean.  So the third question is asked by a colleague of mine and her question is still the case that animal model will not be competitive and the awards are only given to human ESL proposals.  




DR. WALLACK:  So we have certainly funded animal model research.  I believe that the intent of the RFP states that we would prefer human stem cell research work to be done.  So there is a preference that’s stated, but having said that we certainly understand that there is an area and a point in time when animal research is required, but, again, I’d like to stress the intent of the RFP.  




DR. XIAO:  Okay.  Thank you.  That will be all.  




DR. WALLACK:  Any other questions at this point?  With that, Chelsey Sarnecky. You have to know that Chelsey is working at two jobs now and we can’t say enough of how much we appreciate all that Chelsey has done for us through the last five years and how much she’s going to be missed because while we’ll still hopefully be in touch with Chelsey and working with Chelsey in related, in things of interest to all of us but we will miss you. And we’re thrilled that you're here to give your portion of the presentation. 




MS. CHELSEY SARNECKY:  Thank you, thank you.  So good morning everyone. Thank you for such a lovely introduction, I wasn’t expecting that.  So, now that everyone has a decent understanding of the rules of the program, the way the program is run, as I like to call it the meat of the program, I just wanted to give you a few tips about the way Connecticut Innovations runs the program and what we expect of the researchers after you have a grant that has been awarded. A lot of times I have researchers come to me and say, I got a grant. It’s great. Now what do I do?  And you know a lot of times we, I work very closely with the universities and they're very helpful. But I think it might be a good idea just to lay out the major steps in the program after the grant has been awarded to just tell everyone what CI is expecting and hopefully make it a little bit easier on you guys once the grant has been awarded.




So, I guess just to take it one step back, the letters of intent, so when we ask for letters of intent it is the understanding that, you know, we don’t need a full on proposal of all of the research that’s being conducted or that you propose to conduct.  We just want a letter of intent so we, as the committee and as CI, can kind of figure out what the work load is, the types of research that’s being proposed, and to try to plan a little bit better on how we can move forward in the process for when we do get the proposals.  




In terms of submitting the proposals there is a reason why in big bold letters underlined italized in the RFP that we say we want one single PDF. I know it sounds like a silly rule, but if we have multiple PDF’s we, as the administrator of the program, I don’t want to lose pieces of information on your proposals.  And I personally can’t ensure that I can collect multiple PDF’s for one project. So I like to keep it in one single PDF so I know that each person has one document that I need to take care of.




Another comment that I just want to make about submitting the proposals it’s very important that the proprietary information is marked very clearly on the proposal because as a public entity these proposals are -- anyone can essentially ask for these proposals under the Freedom of Information Act as Marianne had mentioned earlier.  And if I do not understand or if CI does not understand which information is proprietary we will give the entire proposal. And I know, as a researcher, I’m sure that sounds very, very scary.  But if you make sure to mark all the proprietary information carefully we can redact all of that for whomever is asking for the proposals.  




So as for the next few steps the proposal review, the peer review process, and the grant review process CI does not except anything from the researcher. That’s really the Board’s game to play.  There -- the process does take awhile. I know that it can seem like forever to get to that grant review point, but, again, the Board wants to make sure that they review all of the proposals very carefully. The peer review committee wants to assure the same.  




Then we’ll get to the awarding and the contracting process. So this is where all the good stuff starts.  Once the PI is awarded a grant we will send out, CI will send out a letter saying these are the requirements that need to be fulfilled before we can begin the contracting process.  And, again, I don’t mean to repeat some of this information, but there are a few items that we do expect to have in hand before we can even draw up the contract. So we have the escrow approval which Marianne went over as well as the verification forms, the Commissioner certification letter, which is from the Commissioner. Marianne had mentioned earlier that is not the PI’s responsibility.  




And am I missing anything? Escrow -- so after we have all those items in hand we can then begin the contracting process because CI is such a small organization we are able to essentially move the contracting process along fairly quickly. The process, and I know people probably start throwing things at me when I say this, the process that does take a long time is the funding.  There is -- the mechanism in which this works, Connecticut Innovations holds the contract with each of the PI’s.  The Department of Public Health holds the money.  So once we get our fully executed contracts back we can then request the money from DPH, and in turn they send the money to CI, and then CI will send the money to the university. It sounds convoluted, and it sounds confusing, and it does take a decent amount of time, but the funding will get to you as long as we have our executed contract.  




And so annual reporting, there is actually two other -- two last items that I want to talk about and then I think we can go over to Milt or take questions if there are any, annual reporting.  The structure of the annual reporting is actually laid out in the assistance agreement.  There are ten month reports and then yearly reports. It’s the way the funding works the way the reporting mechanism has been worked out to make sure that the PI has the best advantage to show the progress that they’ve made. We used to have the six month report but that didn’t seem to lay out as much information as the committee hoped it would lay out in such a short period of time.  Usually in the beginning there, it takes a little while for the project to pick up. So we decided on a ten month report.  




Just one point of, one issue that we’ve seen in the past a lot of times when we received these annual reports for those that have done these reports before they do -- we do ask for a lay summary.  This lay summary is put on the DPH website because it’s the Department of Public Health we want the public to know what these dollars are going to.  And the lay summaries in the past have not been as lay as we would like them to be. So, one thing that I would love to emphasize so we don’t have to bring the PI’s to the committee and have them explain what they’re doing or what their research is doing if you could create your lay summaries as though, I think what do we say, 8th grade, 8th grade understanding. I know they’re very -- 




DR. WALLACK:  -- for grandma.  




MS. SARNECKY:  Yes, for grandma, I was trying stay away from that reference, but, yes, so if the PI’s could just create their lay summaries. I’m sure it’s difficult. I have never done one so I feel silly telling you guys what you have to do, but the public needs to understand in the simplest terms possible what these dollars are going to and what the research is, the progress of the research especially over the course of a few years. We have projects from 2006 that the public, if the public so chooses to look on the DPH website, projects from 2006 that, you know, maybe someone who is following Parkinson’s Disease research sees this project on the DPH website and they say, oh, this is great.  I’m very interested in this. This is a four year project. Then 2008 comes and they say, well, now I don’t understand what’s going on. I don’t know where this research went because I don’t understand the lay summary. So just to prevent any of that I just want to emphasize the importance of making sure the lay summaries are at an 8th grade understanding level or as Milt put it, grandma level.  




And then lastly, revisions to the scope of your projects or the budget, a lot of times the budget that you start out with isn’t something that’s sustainable over the course of the project. Some things need to be changed. You might need to hire someone.  You might need to fire someone, hopefully not.  You may need to push some money into supplies. There may be a conference that you need to speak at.  So all of these things factor into the budget revisions and all of those revisions do come to CI. There is an approval process. There is up to a 20 percent revision Connecticut Innovations has the authority to approve on our own. Anything over that the committee needs to vote on that.




And as far as revisions to the scope of projects all of those do need to come to the committee. So any changes that you have throughout the course of the project, any questions can always be directed to CI and if I or if CI is unsure of the direction to point the PI in we can always defer to the committee and defer to DPH. And most of the time, because as Milt said we are such a transparent group of people here, we prefer to bring a lot of, a lot of items to the advisory committee and just have those vetted out.  




So, hopefully that gave you a little bit of insight on what CI expects from the PI’s after the grant has been awarded.  Like I said, just to reiterate, if there is any questions that anyone has throughout the course of the RFF process, throughout the course of the grant review process, peer review process or even post award all questions can always be directed to CI and we’d be more than happy to help.  




DR. WALLACK:  Thank you, Chelsey. Questions at this point.  




MS. HORN:  Milt, I just wanted to make one comment.  




DR. WALLACK:  Yes. 




MS. HORN:  On the letter of intent we certainly welcome the letters of intent and encourage the letters of intent, but they’re not mandatory. So, if for some reason you missed that deadline don’t feel that you can’t apply. You still can apply. It just, as Chelsey said, helps us to line up particularly on peer review make sure we have the requisite expertise there.  




DR. WALLACK:  Dr. Fishbone. 




DR. GERALD FISHBONE:  Chelsey, what is the mechanism if somebody applies for a million dollar grant and we fund 750,000, what do they have to do at that point? 




MS. SARNECKY:  So as Dr. Goldhammer did mention at the grant review meeting there is a chance, whether it’s for scientific reasons or just for the fact that there is not enough money to spread around to what the committee wants to fund, there are instances where the budgets have been cut. There have been instances where we say we're going to cut 20 percent from all of these grants.  There have also been incidents where we say, we’d like the researcher to perform in one, two, and three over the course of years one, two, and three and we’re going to cut out year four and aim four. 




At this time the -- once the grant has been awarded for whichever amount of funding that they've received CI will notify the PI as well as the university and request a revised budget as well as a revised scope in the project if that’s necessary. And all of those revisions do need to come back to the committee for approval because the approval of the grant is contingent upon making sure that we receive a sound budget and proper justification for the amendments to the scope of the project.  




DR. WALLACK:  Dr. Genel.  




DR. GENEL:  I think in that realm I think it’s appropriate to note that there are just four years of committed funding that is left so this would be the last year in which somebody could submit a grant requesting funding for four years unless in their wisdom the General Assembly extends the program earlier than at its expiration.  




DR. WALLACK:  And just on the heels of that, it’s -- what should be noted is that it’s the intent certainly of the advisory committee and it’s at least the implied intent of the administration, more than implied it’s been a stated position of the Governor, that he would like to extend the program so that while from a legislative standpoint Mike is absolutely on target, it’s our hope that because of the things I just alluded to the program will continue to go forward.  




MS. HORN:  If I could just comment on that, on the comment, my understanding is that we have ten million dollars this year to allocate and that that could be awarded over four years.  Next year we will have ten million dollars and again that could be awarded over four years.  2014 four year, 2015 four years, so there is going to be some downside monitoring and so on after the money has expired, but we’re going to have some outlying grants there. So I hope that clarifies that.  




DR. GENEL:  The grant would be awarded for four years from the funding that was available in that given year, that’s correct.  




DR. WALLACK:  So we’ll come back to some more questions in just a moment or so. But I’d like to go through some comments of my own and just note a few things.  And also in doing so, if you listen to some of the things having to do with a life science initiative you can maybe pick up on some of the new directions that we’re sort of morphing into.  




So has already been said, we in Connecticut have become leaders in stem cell research ever since legislation was passed in 2005, which authorized this work with a proposed 100 million dollar commitment over ten years.  In November of 2006, we became the third state in the nation and some people question whether it was the third or the first or whatever, but it doesn't matter, certainly one of the earliest states in the nation to award stem cell research grants with a distribution of 20 million dollars to support, at that point, 26 projects, approximately 26 projects. 




As of today we have supported over 100 projects and some of those I believe that we’re handing out today, and approximately 250 scientists or people related to the projects.  Our program remains strong because we continue to be, and we’ve mentioned this before, totally transparent and highly open, and hopefully highly inclusive.  




It has always been the intent of the Connecticut Stem Cell Research Advisory Committee to consider funding any form of stem cell research, and this goes to one of the questions that was asked earlier in the morning, with priority given to human embryonic stem cell research. Our aim has been to fund projects of the greatest excellence and that should always be stressed. Projects of the greatest excellence and which have the potential, and which have potential relevance to human health. 




We have now, in fact, begun stressing a special category of disease directed collaborative work, which David spoke about a few minutes ago. This category intends to have the potential of beginning Federal Food and Drug Administration review within four years of awarding of the grant.  As you know, we continue to emphasize the funding of seed grants as well as established investigator awards, group projects and to a certain extent, and you heard this description as well, core grants.  




Our state stem cell initiative is widely recognized for its preeminent position in stem cell research.  We have originated four stem cell lines which have been accepted by the NIH federal registry.  In addition, our research efforts have been responsible for the publication of over 50 scientific papers and has helped to attract approximately 45 million dollars of federal funding that’s in addition to the 60 million dollars which the state has distributed.  




The stem cell program has also played an important role in attracting the Jackson laboratory to our state.  And that’s a 1.1 billion dollar project.  The partnership between Jackson and the University of Connecticut and Yale University has the potential for making important breakthroughs in personalized medicine. It will also give a significant impetus to the establishment of a robust and vibrant life science industry which is a direction, again, that many in the state would like to see happen.  This will all help us to move closer to the merging of research and commercialization.  These activities will have the potential to hopefully produce discoveries which will enable us to better treat human diseases, injuries, and afflictions such as diabetes, Parkinson’s Disease, Alzheimer's, ALS, multiple scleroses, autism, molecular degeneration, spinal cord injuries, and many other devastating problems.




In addition, we’d be able to gain great insights into development of cancers, heart disease, and other medical problems while also performing more advanced drug testing. This will allow for potentially greater business development as is already occurring at UCONN and at Yale while at the same time transforming how medicine will be practiced in the 21st century.  It is therefore our hope that an increasing number of scientists and institutions will be attracted to this highly significant research which has the potential of creating hope for so many afflicted individuals.  




So I guess the take away here is that we want to expand what we’re doing. We think we’re going to be around for quite a while longer. And we want to be as inclusive, not just to the institutions and the researchers that have already been involved with our program, but especially to those that have not yet been involved with our program.  And we think that we have great capacity to grow in that area and to really do something important in the life science area.  




So, at this point, we’re completed with our formal presentations and we have time for some more questions if there are any out there.  I might want to just start it off by asking Marianne or David we talked about escrow.  So if a researcher say in a business or an industry doesn't have access to a university, to a university escrow what can that individual do?  




MS. HORN:  We did have one company that we funded this year and that company actually did, it was partnering with the university and they availed themselves of that university's escrow committee.  There was a commercial escrow that was being developed in California and I have been trying to follow up on the health of that initiative. It was out of Stamford University.  And so I can’t report that it is up and -- I know it was up and running.  I can’t swear that it’s still up and running. So that’s really what I know on that for now. I think that is a challenge.  It’s probably a need that needs to be met out there, but I think that particularly if you are collaborating with an institution there is sometimes the ability to make an arrangement for that institution to act as your escrow.  




DR. WALLACK:  Other questions?  The question came up also in one of the earlier comments about working with people from out of state. And I think it would probably be Marianne who can comment, if those individuals are working -- if our researchers are somehow collaborating with out of state people following all the particulars that you’ve outlined before can you comment on how that has to relate back to the moral and ethical considerations that we have put out there for our own state researchers.  




MS. HORN:  Yes. We’ve actually been looking into doing some collaborative funding with California.  It’s in its very early stages. But they have a very well developed model right now for this kind of, it's called on bolt on funding where each collaborator gets funded in their own state and they follow the ethical guidelines and legal requirements in each state so that whatever we have to do in Connecticut we comply with in Connecticut and whatever they have to do in California or some other state they would be required to comply with those requirements.  At that point there are the separate peer review and the separate advisory committee or whatever bodies that they use, and then the separate funding. But the collaboration of a portion of the research would go on. So that’s really the Connecticut research still has to comply with all of Connecticut's legal and ethical requirements and laws.  




DR. WALLACK:  So conforming with our statutes and it has to be, is critical to the process.  




MS. HORN:  Yes.  And we’ve had a number of states that we’ve worked with to try to minimize the regulatory barriers, but there certainly are differences in the funding. New York, for example, is now able to pay for egg donations, which is not something that we have done in Connecticut. I don’t know that they have actually done that or that there are any lines that have been developed from an egg that has been paid for, but that might be an issue down the road. 




DR. WALLACK:  So I have a question of the group who are attending today and while you consider whether or not you’d like to make comment on the question I’ll just begin the process of bringing this to an end today by commenting that again we have handout material that is available.  Certainly all of you are hopefully going to be accessing some of that and hopefully the people who represent the institutions that you do, Yale and UCONN I see are here, you can take that back and share it with all of your researchers.  




The question that I have is the following and that is you’ve heard us continue to comment on the fact that we’re open, we’re trying to be inclusive and so on.  Do you, as you sit there now, have any constructive thoughts about how you can envision us taking a program which is, again, recognized as one of the finest in the country and perhaps it make it any stronger? Don’t feel any pressure to come to the microphone, but if -- I’m sure that you’ve thought about how we can maybe do things a little bit differently, a little better, and this is your opportunity to share those thoughts if you have any. And if you don’t have any comments we’re going to just, in an arrogant sort of way, consider the fact that we’re doing things pretty well.  




Okay.  Anybody else have any comments -- oh, Marianne and David, in the material that we’re handing out are your presentations going to be made available?  




MS. HORN:  Yes.  And all the materials that are being presented today will be available on line. And so, please, do spread the word that the transcript and the minutes will be up there as well.  




DR. WALLACK:  Okay, yes, go ahead. 




DR. XIAO:  I have one response to your comment on the, how you get this thing better and the committee.  So, in recognizing that stem cell is a really young field and many of the researchers just started their independent lab in the last three or four years, there is a case for the Yale Stem Cell Center where there are four assistant professor level including myself. So in many of the grant situations or mechanisms this young investigator will be put into a group, into a different category and given priorities and certainly this is the review process for NIH, and I believe this probably for California as well.  




So I just wonder if the committee will consider a similar mechanism to support the Yale investigators at the early stage of their career because in comparison to our senior colleagues we certainly do not have the lab, the strength as our senior colleagues, but I can guarantee you what we do it’s highly innovative. So it seems to fulfill the mission of the stem cell grant. So, that will be my comment. 




DR. GOLDHAMMER:  I think that’s a very interesting idea that is what the NIH does.  We haven’t specifically addressed that issue, but I think that’s certainly worthy of discussion on the advisory committee. 




DR. WALLACK:  Marianne, do you have -- you were shaking your head. Do you have any other thoughts on that? 




MS. HORN:  No, just making note to put it on the agenda for one of our committee meetings coming up. So thank you.  




DR. WALLACK:  Okay.  It’s our tradition also to have public comment so this is your opportunity if there is any other public comment. If not, I guess what we’ll be doing is there will be minutes of this meeting that will be available to all of you. And, Chelsey, who usually is in the process of involved with getting those out there will be somebody else doing this, could you possibly note that we would like to get the minutes available to the people who were in attendance today and especially to representatives of the two institutions who were here today as well as Marianne and David’s presentations.  My comments are already in the packet that some of you have picked up.




So if there’s no other questions, we really thank you very, very much for your interest, for your attending, for all that you do to make stem cell research in Connecticut what it is and that is the preeminent stem cell research state in the nation. 




Thank you very much for coming. 




(Whereupon, the meeting was adjourned at 11:59 a.m.)   

POST REPORTING SERVICE


HAMDEN, CT  (800) 262-4102


