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COMMISSIONER ROBERT GALVIN:  We have at least one of our members, Kevin Rakin, who is attending telephonically.  Is Dr. Eggan on the line, as well?




MR. WARREN WOLLSCHLAGER:  We expect him to call in to a separate phone, and then we’ll connect them later on.




COMMISSIONER GALVIN:  Once again, in this room, you need to press the middle button to make your microphone operable.  Since Kevin Rakin is not here, he will not know who the speaker is, unless you identify yourself, so that would be extremely helpful if you do so.




We have a newly appointed member, Kevin Eggan, who is an Assistant Professor of Molecular and Cellular Biology and a Principal Investigator of the Harvard Stem Cell Institute.  We are very pleased to have him on board.  He has done a good deal of investigating and writing about the genomes and genetic information and chromosomes.  We feel he’ll be a very real and helpful addition to our staff and to the group, and we welcome him on board.  We are anticipating that he will be calling in to the meeting at some time in the next several minutes.  




We are going to consider some things this afternoon.  We will be running from 1:00 until 4:00.  Just to tuck away in your knowledge repositories, I would like to have a discussion about our posture reference sending individuals to the next international stem cell conference, which is in Australia.  Is it in May, Mr. Wollschlager?




MR. WOLLSCHLAGER:  It’s in June.




COMMISSIONER GALVIN:  In June.  And I think we need a discussion about what type of representation we should have at that particular function.




I will now move onto item number three, approval of minutes for 11/20 and 11/21/2006, which of course is the time that we were discussing grants and the disposition of the grants.  Are there any additions, changes, or deletions to that particular set of minutes?




If we are satisfied -- is everyone satisfied with those minutes?  If so, I would entertain a motion to adopt those minutes as written and as published.




DR. MILTON WALLACK:  So moved.




DR. GERALD FISHBONE:  So moved.




COMMISSIONER GALVIN:  All in favor of adopting the minutes of the 11/20 and 11/21 meeting?




VOICES:  Aye.




COMMISSIONER GALVIN:  Any opposed?  The minutes are adopted and will be included in the permanent record.  I noticed that we have within the audience some guests, who I’ve not noted at previous meetings.  Would any of the individuals in the audience like to introduce themselves or make a brief statement?  




If not, we’ll move on to the rest of the agenda, and I will go next to what is indicated as item four on your chart, Attorney General’s Opinion, re:  donation payments, and Attorney Salton and Attorney Horn will address that issue.




MS. MARIANNE HORN:  You’ve all received a copy of the opinion that we had requested some time ago from the Attorney General’s office, and it had to do with the meaning of direct or indirect payment for the donation of materials to stem cell research.




And we asked three questions and asked to have the applicability of that language determined by the Attorney General.  First, we were interested in whether medical insurance payment for the cost of in vitro fertilization treatment was considered a payment.  The response to that was, no, it was not considered to be a payment.  There’s no enrichment to the person.




The second question was if eggs or sperm that had been used in IVF were then donated to or the byproducts of that in the form of an embryo were donated to stem cell research and there had been payment for the acquisition of the eggs or the sperm for the in vitro fertilization, which is a fairly common practice, did that constitute a direct or indirect payment, and, again, the answer was, no, they looked at the legislative history.  




Actually, there was legislative history actively indicating that nothing was meant to change existing practices, in terms of the in vitro fertilization payment, and it was only the donation after the in vitro fertilization that was subject to the ban on direct or indirect payment.  So that was the answer to the second question.




Our third question was if eggs were donated directly to stem cell research, was it permissible to pay for the cost of the medical cost of the treatment, or, if there were any adverse effects, would that constitute direct or indirect payment, and, again, the answer was that that was permissible to have medical payments covered and adverse events covered for egg donations directly to the stem cell research.




And the concern there was that eggs needed to be fresh eggs if they were going to be used in nuclear transfer.  Unlikely that they would come through the in vitro fertilization process.




So I think that cleared up some issues.  I think it comports with the National Academy’s guidelines, in terms of their direction.  Are there any questions?




DR. JULIUS LANDWIRTH:  Julius Landwirth.  It is a very helpful opinion, obviously.  My only remaining question is if reimbursement for the cost of the procedure is permissible, then what is the definition, remaining definition of direct payments that is not permissible in the statute?




MS. HORN:  I think that can encompass things, such as a direct payment to you.  I’m going to pay you 5,000 dollars for your donation of your embryo or of your eggs.  There are other things, other kinds of direct payments that are being considered, I think.  Child care, day care, transportation, those kinds of things that are not included in this.




DR. LANDWIRTH:  That’s not considered part of the cost.




MS. HORN:  Correct.




MR. HENRY SALTON:  It’s the expense of the procedure --




DR. LANDWIRTH:  Does it include travel?




MR. SALTON:  No.  At this point, I think we’re taking a fairly conservative view of what that means.




DR. LANDWIRTH:  -- expenses that insurance doesn’t cover?




MR. SALTON:  If insurance covers, it may not be, right.  That’s the expenses of the procedure for securing the tissue at question.




DR. LANDWIRTH:  So that’s still a rather limited permissive interpretation?




MS. HORN:  Yes.




MR. SALTON:  Yes.




DR. LANDWIRTH:  Thank you.




MR. ROBERT MANDELKERN:  Bob Mandelkern.  In reference to questions one and two, not the nuclear transfers, does that mean that the vast majority of the in storage embryos from previous in vitros that were not used, which we number about 400 to 450,000, are all available to our stem cell research program?




MR. SALTON:  I think that is too broad a conclusion to come from this opinion.  This opinion was looking at the issue on these two questions, as to whether there was a payment being made, direct or indirect, as a result of the fact that costs were paid by third parties, or sometimes it might be by the State to the State health care programs for the I.V., in vitro fertilization procedure that generated the embryos, which some were used and then some were left, but that initial payment process was not going to be related to and considered a direct or indirect payment for the purposes of determining the second transaction, one might say, which is that the donation of those embryos or tissue to a research purpose.




MS. HORN:  I think you can say that to the extent that there was a payment initially for an egg or a sperm and then the embryo was donated to stem cell research, the initial payment for in vitro fertilization purposes does not bar us from using those embryos or if there were payment for medical expenses.




MR. MANDELKERN:  Does that mean, Marianne, that if a researcher were to go to an infertility clinic, there would have to be a determination in reference to each and every one, rather than a blanket ruling?




MR. SALTON:  I think the thing is that, and I’m not sure, I assume it came up somewhat clearly, in the history of the generation of this biological product, the question that was raised was, in the initial circumstances, where the in vitro fertilization clinic collected and created the embryo, let’s say, there was some transaction of payments.




Medical insurance might have paid, maybe a State health insurance, I doubt it, but I don’t think the State health insurance will pay, but maybe there was some State health insurance monies paid, or other funds were provided to pay for the costs, and maybe someone bought sperm from a sperm bank and paid directly for that purpose.  




Those financial transactions that took place for the purposes of in vitro fertilization, that was the goal, collect this material, do what’s necessary in order to create the in vitro fertilization opportunity, the question was, are those attributable later on if in this set of circumstances, in many circumstances there will be no donation thereafter, but if in the event in the course of the history of this material it was then made available and donated, would that be constituted direct or indirect payment, because somewhere down the line earlier in its history there was a payment, and our answer to that question was no.




So the question is -- and that’s basically the answer to that question.  There’s really not much more to it.  Now if an I.V. fertilization clinic with the donor’s permission agrees to donate an embryo for research purposes, obviously that donation cannot produce in that transaction a payment to the donor.  That would be a violation.




MS. HORN:  But I think there is an individual determination on the donation that is made.




MR. MANDELKERN:  Yeah.  I understand that. But I mean, in general, when I’ve been speaking to my patient groups, I have always spoken of a reserve of hundreds of thousands of available embryos that could be donated.  I know the four options very well in the bill, so that still is a fair statement to make, as long as it’s all voluntary.




MS. HORN:  Correct.




MR. MANDELKERN:  And informed consent?




MS. HORN:  Yes.




MR. MANDELKERN:  Thank you.




DR. JERRY YANG:  Jerry Yang.  I’d like to make some statement for the record.  First of all, I went over the Attorney General’s opinions very, very carefully, and I want to thank the Attorney General for the outline and the comprehensive opinion relating to the legal act, and that’s very, very important.




Secondly, I’d like to thank Henry and Marianne for giving the Attorney General the questions for his opinion and that response is always very, very important.  However, I want to say to the public as a citizen of Connecticut, as a member of the committee, and as a researcher, a more timely response rather than several months from the Attorney General is very important. Okay, thank you.




COMMISSIONER GALVIN:  Any further comments?  Okay.  If there are none, we will move on to the next item, which is Kevin Rakin’s item about a report from the IP/Contracts Subcommittee.  Are you there, Kevin?




DR. KEVIN RAKIN:  I am here, Commissioner.




COMMISSIONER GALVIN:  All right.  Would you proceed with your reports, please?




DR. RAKIN:  Sure.  I think maybe not everybody can hear me clearly, so I think what would make sense is Nancy has prepared a nice little summary, if we can hand that out, Nancy, and then maybe if you just -- I’ll do a little introduction, and because you’re there, maybe, Nancy, you can just kind of summarize step-by-step what we’ve done and where we are.




MS. NANCY RION:  Kevin, everyone has received the handout.  It’s on the right-hand side of your notebook.  On the top page it says, “2006 Process to Get Stem Cell Research Funding to the Researchers.”




DR. RAKIN:  All right, well, can you hear me?




MS. RION:  Yes.  We can hear you very well.  Can you all over there?  I think you can do this.




DR. RAKIN:  Okay, fine, if you can hear me.  All right.  Let me start by a couple of introductory comments.  First of all, I think everyone should be aware this is a relatively conflict contract -- issues around making sure we get essentially value for our money, control over the PI, indemnification provisions, right to audit.  




There’s certainly a complex royalty agreement in here, too, and I think we should also note that if conflicts, because this is the first time an agreement like this is being done, although obviously it’s based on templates we’ve used in the past, and I think why we want to be careful is because it’s going to be a precedent for future years, too, so we want to get it right, obviously, like everything else that the Committee has done.




I should note that the legal situation, I guess, is worthy of a couple of comments, so that we’re all aware of the attorneys involved in this process and who represents us as the Stem Cell Committee.




It’s a little bit unusual, in that Connecticut Innovations as a quasi governmental organization has engaged an attorney that represents them, Updike, Kelly, an attorney certainly in a firm certainly confident in the area, and that is Connecticut Innovations’ attorney, not our attorney.




And I make that distinction, because I think it’s important for us to understand who represents us as a body.  As I understand it, and maybe, Henry, you can amplify this for me, or Marianne, our attorney is Henry and the Attorney General’s Office, so that’s who represents the Committee, because we essentially, if I’m saying this right, are a big governmental arm or entity.




And I think we should also just note that that same Attorney General’s Office, obviously a different department and they have their procedures in place for appropriate protection, but that same group also represents you guys, or one of the recipients of grant income here.




So one point you should just be aware of, you know, we’ll be getting input from Updike, Kelly, but we still have to get input from the Attorney General’s Office, our representative on the contract.




Where we are, I suppose I could summarize by saying we’re in the middle of this process.  We had a number of meetings to frame out the basic contract and the intellectual property language.  Marianne and her colleagues did a good job, and some of you attended these meetings of getting some input from out of state attorneys.




I think C.I.’s attorney has done a very good first draft of preparing the contract and the royalty agreements, and I think everybody has those agreements in front of them.  We had an IP/Contracts Subcommittee meeting, where we went through some of the contractual issues and made our comments.




There was a meeting at Connecticut Innovations, where UConn, Yale and Wesleyan contracts administrators actually came in in person and provided input on issues in the contract that concerned them, issues, such as indemnification, right to audits, and I would characterize that as more issues to insure that the contract could work in practice, as opposed to substantive disagreements.  In fact, I don’t think there were any disagreements.  It was really how they insure this could work in practice.




They also, I think in the case of Yale, got comments from the research group on the royalty agreement, and so now we have a draft with university input, as Nancy’s summary sheet shows, that’s been submitted to the Attorney General’s Office, and we are waiting out comments from the Attorney General’s Office.




We could discuss the contract, but my recommendation would be that, at this point in time, we wait until we had something that’s a more formalized draft, because, frankly, I shudder at the idea of going around the room debating clauses in the contract when we don’t even have the input from our attorney, from our counsel.




So I would suggest, and I think I speak for the Subcommittee members, that we wait for formal deliberation as a body until we have a final draft.  So the process going forward that’s been nicely outlined here is to finalize the comments from the Attorney General’s Office, have a meeting of the Contracts Subcommittee, which, as you know, is the Commissioner, Milt and myself, have a meeting with, I would propose, both sets of attorneys, so we get Updike, Kelly’s input, as well as the Attorney General’s comments as our representative, and then have one final review from the Universities.




So I have to say it’s been very collaborative here, and I thought that their comments, most of their comments through Yale we received, one kind of university set of comments, and that’s been nice and practical.




Once we’ve done that, the Committee can then, the Subcommittee, rather, can then approve these contracts and recommend they be reviewed, discussed and approved by the full Stem Cell Advisory Committee.  At that meeting, I’d like to see, you know, formal discussions from our counsel, the Attorney General’s Office, as well as have Connecticut Innovations’ attorney participate.




I would like to discuss today a timeline, but I hesitate a little bit, because we don’t want to rush this process, and I guess I’m kind of echoing what the Commission has said along the way when we reviewed the grant proposals.  The contract has to be done right, so maybe if Henry wants to, after I’ve made these comments, we can think a little bit about a timeline, but we have to get back, once we’ve got input from people, on what a more specific timeline can be.




There’s also a number of compliance documents that we have to get from the universities, and they list it here.  Nancy’s lists have been out, so the whole expert approval process.  There’s some filings that have to be done, and we need to be certain that they’ve got all their IRB and ESCRO approval, and then we’ll be ready to go.




So those are introductory comments on where we are right now, but what I would like to do is get comments from our counsel, Henry Salton, on his clarifying the legal representation process that I’ve been a little concerned about, and also maybe having a discussion about timeline.




MS. HORN:  Kevin, it’s Marianne.  Just before we go into that, I just wanted to make a comment, in terms of the drafts that have been submitted to the Attorney General’s Office for review.  They have not been -- our understanding was that we would get feedback from the Committee today, incorporate any feedback into a more final set of documents for the Attorney General’s review. They were sent over to Henry just as an informational piece, but not to start the clock on any kind of review by his department.




COMMISSIONER GALVIN:  If you don’t mind, Henry, I’ll just make a sort of a blanket statement, in that we certainly want to do the right thing in the realm of intellectual property.  Obviously, we don’t want intellectual property claims to go on forever, or for 21 years, or 25 years after the beginning of the program on the one hand.  




On the other hand, we are using public funds, and we have an obligation to the citizens of the State that they achieve some reasonable return on their investment, should those investments become of value, or of treatment value, or if they’re approved.




I think Marianne and I had a small discussion about this earlier today, and I think what we need to do is to do some refining of what we’re going to describe as intellectual property and come up with a time frame that, after negotiation, that we can all live with that is not so short, as to disadvantage the citizenry who paid for this program with their taxes, but not so long as to disadvantage the institutions involved in the research.




And, with that, I’ll turn the floor over to Henry.




MR. SALTON:  Well let me just make a couple of points.  As Marianne indicated, the contracts were not submitted to our office for legal review as of this date.  I was given basically a courtesy copy at the end of last week, or the middle of last week, so that I could at least be familiar enough to kind of participate or monitor the discussions today.




Second thing is that the Attorney General’s Office does represent the Committee as a body of public officials.  It says, “As set forth in the act,” and we will be reviewing this contract, as we do for other agencies, and to the extent our participation is necessary to assist in getting this down to a final product, or to hear any discussions with potential awardees, we’ll be available, based on the discretion of my superiors.




Typically -- and the other thing you should know is that, in fact, my superior, as opposed to myself, will be actually working on these contracts hands on, so you have even a more experienced Assistant Attorney General, who is very much a specialist and very knowledgeable on contract issues who will be looking at these things.




I think the other thing that should be mentioned is that, typically, in these kinds of situations, the public agency brings forward to us sort of what they consider to be their final product, as far as a kind of boilerplate contract, so -- because we don’t really want to initiate a review process, send it back here, and then, on some matters of substance, for example, you might say, you know, we want to change the provisions on publications, we want to loosen it, or tighten it and change the language, or generate some different obligations and provisions, and then it go back to us again for another legal review.




So as Marianne indicated and what I anticipated was that we would get from the Committee sort of either suggested modifications to the substantive components, as opposed to some of the legal components, such as the mandatory language, as required by State statute on all State contracts, this kind of the legal boilerplate one might say, and to make sure that everyone was on board and endorsed the substantive components of the contract, and then, from that point forward, we would then do the review and address any concerns we have or modifications.




COMMISSIONER GALVIN:  Kevin?




MR. KEVIN CROWLEY:  This is Kevin Crowley. I guess I should just go on the record as saying one of the difficulties that Connecticut Innovations, who has sort of taken charge, in terms of putting together a draft agreement, is that our attorneys are not familiar with the things that a State entity would require in the contract, so that’s why we were sending drafts.




I thought that maybe Dick had already received a draft, and if he hasn’t, I apologize.  We’re not quite clear on what type of provisions that are not currently in the contract would be required by the Advisory Committee that aren’t required by an entity, such as Connecticut Innovations.




MR. SALTON:  Well to the extent that there are certain boilerplate provisions that are mandatory, we’ll make sure that they’re in there when we do our review.  I think the critical component before we initiate our review process is that the substantive questions, for example, a name, though it appears to be addressed by the most recent draft, it was the universities and their input indicated that they wanted to have, for example, a 25 percent variation in budget, without having any further review, that that would be permissive to them, whereas the original Committee position was 10 percent, and that’s also reflected in the request for a proposal.




Now if the Committee is of the mind to do something about that request, that shouldn’t decide it before it goes to the A.G. for its review, or his review, and that’s really what I’m talking about, is, again, the substantive issues of the provisions, as opposed to the standardized legal components, which we will, of course, address in our review and if we find any gaps or modifications necessary.




MR. CROWLEY:  That’s understood, and I appreciate that.  Is there a way in which we can get a, and I know that the Attorney General hasn’t done this type of thing in the past, but is there a way that we can get just to reach you to determine whether or not we are completely off base and we’ve missed a material provision that would alter much of the contract?  And I know that’s a difficult thing to ask of you.




MR. SALTON:  Well, again, it’s hard for me to speak to what my boss is --




MR. CROWLEY:  Understood.




MR. SALTON:  But, I mean, I take a -- you know, I don’t think you’re so off base that I would say there’s a hole large enough to drive a truck through in this contract.  I think I’ll leave it to him to make his recommendations and his positions on it, but I think that my, again, I only really got a chance to look at this in the last couple of days, my initial look at it I didn’t say to myself you’re in the wrong planet or outside the stadium.




MR. CROWLEY:  Well that certainly makes this a little bit more --




MR. SALTON:  -- I think most important to us is making sure that the Committee on the substantive issues are in agreement, or if they wanted, say, you know, we really want the house painted blue instead of yellow, we need to know that upfront.




COMMISSIONER GALVIN:  Dr. Wallack, you had a comment?




DR. MILTON WALLACK:  Yeah.  Milt Wallack. Kevin, we didn’t talk about the time frame together, but if I might, and jump in if you think I’m off base with some of this, first of all, I’d like to emphasize, also, as Kevin did, that the whole process I think has been a very good process, very collaborative, it’s been very collegial between Connecticut Innovations, the Advisory Committee members, and the institutions.




I think the main issues are being addressed.  We’ve already identified them.  That’s indemnification and the issue of royalties and intellectual properties.  Just for clarification, I think I’m right, Kevin, that we’ve taken actually the long view in some of our discussions about the intellectual properties.




As far as how this is coming together, perhaps we can be looking at this, Commissioner, in the same manner that we looked at the grant process, and that is that if the Committee can come together and agree upon wording of the contracts, we can get it back to you for distribution prior to the next meeting, which I think is on January 16th.




That way, the members of our Committee will have, as they did with the grant process, an opportunity to review the contracts, and if that’s seen as acceptable, we can still be on a time frame that the rest of the process can actually take place in the last two weeks of January.  If we look at this kind of time process, keeping in mind, obviously, that we have to be judicious, we have to be very deliberate and very careful, as Kevin Rakin already mentioned, we could possibly be looking at a time frame where we could be looking at distribution of funds the very early part of February.




That would also be consistent with other activities that have to go on.  I think the universities in the meantime will be working to get their ESCRO positions all stated and things of that nature, so that there will be a parallel effort, which hopefully can come together, like I said, by January 16th.




Kevin, does that sound, if you heard that, like the kind of thing that represents where we are on the Committee?




DR. RAKIN:  Is that for me, Milt?




DR. WALLACK:  Yeah.




DR. RAKIN:  Unfortunately, I’m only catching about a third of the conversation, so if there’s a specific question, will you please shout out my name?  I think I got the gist of that.  Nancy, have you got a timeline on the ESCRO?  Well let me ask the question before me.  What is the rate limiting step if the contract isn’t the rate limiting step?  Is it the ESCRO approvals and IRBs?




MS. RION:  No, I don’t believe so.  I think the universities have indicated that their goal is to have the ESCROs, IRBs, all reviews and approvals ready by the end of January.




DR. RAKIN:  Okay, so, then I think what I gather from Milt made sense.




DR. WALLACK:  So, Bob, if that’s the case, then we can maybe look at -- it’s going to be aggressive, obviously, but as long as we remain deliberate and judicious about it, careful about it, maybe we can look to get -- Nancy, if we got this all put together by maybe the 10th or something of January, or the 11th or 12th of January, got it out to the Committee a few days before, would that work from your perspective, Nancy?




MS. RION:  Yes.  I’m not sure that there will be a lot of changes between now and the time that we would get it out.  We can do a little bit of refining, perhaps, and we can figure out an easier way to highlight the issues for you to consider.  I realize this was a little difficult with these documents the way we sent them out.




DR. WALLACK:  So if we aim for that and the universities knew that that was our objective, hopefully that would inspire them to get back to us with whatever last minute changes they would like to see, also.




So, Bob, if that’s the case, maybe that’s the time frame we’re looking at.




COMMISSIONER GALVIN:  Milt, I think that’s certainly a reasonable time frame for us.  I would like to advise you all that in my dealings with our distinguished Attorney General, he usually likes to take an appropriate time period to consider these things before he gives his final opinion, and to consult with his staff and to think about the matter.




These matters involving intellectual property and other things are relatively complex.  They are very complex, because people have not done this before and because we’re really involving some entities that are entirely private and some entities that are entirely public and have sort of different rules of the game.




Part of what the Attorney General and what Henry Salton does, part of their job is to think of the unthinkable and anticipate the unanticipated, so that two years, or five years, or eight years down the road we don’t get ourselves into some sort of an insoluble bind because we haven’t considered all the possible nuances and parameters of what we’re dealing with.




I know it will get, as always, everything that goes to the Attorney General’s Office receives due diligence.  I would not anticipate putting it on Attorney General Blumenthal’s desk Monday night and expecting it back Wednesday morning.  I’m not sure that that would give him the appropriate time frame to consider all these things.




Once again, he’ll have to, like all attorneys, try to look into the future and see where could the document go wrong, or where would there be a problem, so that there isn’t a problem in the future, but it may take Mr. Blumenthal some time to appropriately consider, consult and finally rule on any parts of the document.




MR. SALTON:  And I just want to join on what the Commissioner says, by pointing out that according to protocol in our office, although my boss is a department head and runs a very large department, as far as responsibilities go, any contract over 100,000 dollars is going to be reviewed by the office procedure, is reviewed by an associate, who is one or two steps below the Attorney General, before the final review.




So there’s going to be, for all these contracts, I think, are going to be rewards and exceeding 100,000 dollars.  And this is a single boilerplate.  I understand that.  So it is not a matter of my boss, as a department head, just going through the boilerplate and saying, okay, we’ve worked out all the knots and it’s good.  At that point, he then has to send it for a second tier review at the upper, and I mean the top floor of the building, to be reviewed and get the boilerplate approved.




So I understand there’s a great desire to get money out as soon as possible, but I’m not in a position to commit the office, with the holidays coming up, and I’m not sure who is going to be around the week between Christmas and New Years to do various levels of review, for me to commit the office to turning this around by January 10th.  I just don’t know if that’s going to be -- and, again, if it’s not even been submitted as of today for review to my superior. 




COMMISSIONER GALVIN:  And I would just add onto that I have met, you know, since I’ve lived a good deal of life, and my dad and my wife, or my dad was and my wife is an attorney, I have met a great many individuals, who signed a contract with some haste, in order for very good purposes, and bitterly regretted not reviewing it in great detail.




I used to think that my dad was a nitpicker, because he could think of all types of untoward things, but many of them happened to people that he served to review contracts for and would have disadvantaged them, had he not taken a good deal of time to read it through and interpret it and ask others what their --




Henry and I might read the same paragraph and have radically different interpretations of it, so I would like to say, again, I do not think that Mr. Blumenthal is going to give overnight service on this.  This is a much more complex and longstanding problem than simply approving the boilerplate.




DR. WALLACK:  Bob, question.  Going along with what you’re both saying and not violating, you know, this third of what you just shared, is it appropriate to ask if there’s a certain point in early January that would sort of enable us to hit that date of January 16th, or, Henry, can you say that at all?




If you knew such a thing, that would perhaps help.




COMMISSIONER GALVIN:  I think, Milt, I think that we can get material over to the Attorney General’s Office.  I’m not sure what Mr. Blumenthal’s schedule is in the early part of the year.  Having worked with him and knowing him and realizing what a new endeavor this is, I’m sure he wants to personally read through and peruse these documents and, like any attorney, think about it. 




Once again, I think we can set a date to have the materials delivered to Mr. Blumenthal’s office. I do not think that we can go in and say, you know, we need these by the 22nd or the 28th.  I think he’ll review them in a way that he thinks is appropriate and give us his opinion when he’s given it due thought, consideration and consultation.




But I don’t think it’s possible to -- he has very many duties, and I think it’s impossible to say, if we give it to you on this date, will you have it back to us by a subsequent named date?  You have to give him the opportunity to review it the way he needs to review it.  Okay.




MR. SALTON:  And, again, what I can do is I’ll bring this message back to the office, saying, you know, upon submission, I’ll talk to my boss and say these are coming in, they really want to get them on the fastest track possible, and, again, he can do his review with whatever his existing schedule is, he’s as booked as fully as I am, and then it still has to go upstairs to someone else’s review, and then that review will then be subject to the Attorney General’s review.




And I certainly will keep the Commissioner informed and Nancy informed, as we had certain benchmarks in our office.




COMMISSIONER GALVIN:  Anything further?  Nancy?




MS. RION:  I would just like to clarify with Henry, in terms of the process.  At one point, I thought I heard you say you wanted approval by this body before we sent you sort of the final document, and now I’m hearing something else, and I’m wondering if there’s a possibility that the Subcommittee could approve it and then send it to you, or does it need to be the whole Advisory Committee?




COURT REPORTER:  One moment, please.




MR. SALTON:  I was hoping that today’s discussion of the Committee would not be about process alone, but would be about substance of the terms in this agreement.  And what I was hoping that the Committee would accomplish today is saying, you know, section seven says this, we want to change that, or this is not good, let’s move there, and through that process we would have exhausted any substantive changes that the Committee would like to have.  Those things would then be incorporated by the Subcommittee or by you, Nancy, and then that agreement reflecting the wishes of the Committee, and the direction of the Committee would then, I would assume, saying, well, this is our final prepared draft, it needs legal review, we’re sending it to the Office of the Attorney General at that point, and we would start the legal review.




COMMISSIONER GALVIN:  Dr. Canalis?




DR. ERNESTO CANALIS:  In an effort to surface from a continuing confused state --




COURT REPORTER:  Is your mike on?




DR. CANALIS:  It is on.  I thought that when we changed the budgets, the projects were supposed to come back to this Committee.  From the last meeting, that was the understanding.  Is that correct or incorrect?




MR. SALTON:  I think at this point all we’re trying to do is get the boilerplate contract finalized, which will then incorporate, amend the modified budgets, to the extent there are modified budgets in any one of these things, and I think it’s primarily in the core facility awards where there are modified budgets.




DR. CANALIS:  All of them, but new investigators.  Last time we understood -- I mean I’m always confused.  I mean you have to forgive me, but, you know, I understood last time that we had, because we changed the budgets, we have to look at them again.  And I’m sorry that I missed much of what Kevin said.  So I thought those had to come back.




And the other thing is I don’t think the IRB and ESCRO processes are going to be that simple.  I mean they are not accustomed to these type of grants, and I think that, you know, I have my doubts that -- is going to get a very quick review and approval by those Committees.




COMMISSIONER GALVIN:  My understanding, maybe Henry or Ernie can correct me if I’m wrong, what I’m hearing is I think that the Attorney General’s Office needs to look at a prototype of the contract first to see if this prototype satisfies the restraints and constraints that are part of State contracting.




I think subsequent to that, since most of the contracts exceed 100,000 dollars, then each individual contract by law and precedent has to be reviewed.  My understanding is that the Attorney General would like to look at the prototype first, to make sure that if the prototype is flawed, everything downstream is going to be flawed, so first we have to look at the prototype.




MR. SALTON:  My understanding is the budgets are attached as an exhibit to the boilerplate contract.  Obviously, that can be worked on a second track, parallel track, if the Committee wants to do that review, but that’s the Committee’s -- Nancy, you want to?




COMMISSIONER GALVIN:  I think Mike was first.




MR. MYRON GENEL:  Just in response to Dr. Canalis, I have no recollection that we wanted to see the grants or the budgets -- on the grants that were revised, on the budgets that were revised?  Certainly, I don’t recall that the Committee made that request.  If, in fact, that’s necessary, that’s something else entirely.




DR. RAKIN:  Commissioner?




COMMISSIONER GALVIN:  Yes.




DR. RAKIN:  I still have a question on process, which I’d like to ask Henry about, and it revolves around who is the legal representative of the Committee.  I’m used to negotiating contracts where you have counsel by your side leading the discussion, because I don’t feel that anyone on the Subcommittee or the Committee, for that matter, is qualified to come up with a draft contract that our legal representative can then review.




I still have this question about process, and does the Committee rely, then, on C.I.’s lawyer?  Should the Committee hire its own lawyer if the Attorney General wants to see a final draft contract?  I’m really stuck on this point.




COMMISSIONER GALVIN:  Nancy, you had a question and then Ernie.




MS. RION:  I was going to respond to Dr. Canalis.  I have with me today the revised budgets for each one of the proposals that required a revised budget. I have one copy of each of those.  For the two core proposals, which they requested five million dollars and you recommended funding them for 2.5 million dollars, I have a copy of the revised budget, one copy for Yale and one copy from UConn, for each of you to look at today, or take home, or whatever you would like.  I do have those.




DR. CANALIS:  My understanding, Mike, was, from Henry, that because it was a contract and because we changed the budget, the investigators get to declare that they were still willing to do the work under that modified budget and that this Committee had to approve that.  Maybe I missed it all, but that was my understanding, or at least review that they were willing to do the same exact project for that kind of money.




I mean these are the legal issues, so Henry should really speak to it.




MR. SALTON:  I think that that is a process that has to be undertaken.  I don’t know if we as a Committee as a body had to do that.  I think what we’re looking toward was CTI to the extent that they’re administering the contract and that process, the contract and process, that they would do exactly what Nancy has done, which is to collect the revised budgets, and make sure that the scope of work has not been modified dramatically, and that to the extent that they identify, for example, that they need to bring resources in from another source or commit that those resources will be provided through the institution, that that’s addressed.




I don’t think that we identified that the Committee as a body had to go through each individual budget.  I think that was more of an issue that this had to be something that had to be confirmed as we got through the contracting process.




COMMISSIONER GALVIN:  Mr. Mandelkern?




MR. MANDELKERN:  Bob Mandelkern.  I think one of the problems we have here is that Henry, as I understand it, wants a discussion on the substance of the boilerplate contract, and I think the problem that I have and I suspect other members have is that this material reached us a very short time ago, and I have not absorbed it.




So if we want to do what Henry wants and accomplish it in this meeting, so it can go forward, I think we better turn to the substance, or somebody better start dancing us through it, because I have not been able to go through the attachments.  It came on a late Friday, and this is Tuesday, and there’s a holiday weekend in between.




So if we’re to do that, I would move that somebody who can start the substantive discussion, so we can get this one contract moving at least towards fruition.  I’ll make that in the form of a motion, if you accept.




COMMISSIONER GALVIN:  The motion that is on the floor, as I understand it, is to begin to go through the prototype contract and discuss it, paragraph-by-paragraph, and comment on it, so that Attorney Salton and subsequently the Attorney General will have a contract to review.  Is that a fair statement?




MR. MANDELKERN:  Yes, and, also, which one of these are we going to start working on, because there’s one between this and that and the other.  I’m not even sure which one Henry is seeking the substantive discussion on.




MR. SALTON:  I would suggest that the section entitled Compliance with Law is not something that you need to look at, that that would be something that our office would address without further input by the Committee, because those are more the standardized types of provisions.




COMMISSIONER GALVIN:  There is a motion on the floor.  Is there a second?  Does everyone understand the motion?  I’m a little confused about if we were to review something, what is it that we’re going to review? Perhaps Attorney Salton can --




DR. FISHBONE:  Can I ask you a question?  Gerald Fishbone.  Could he perhaps just summarize for us what are the major issues that he needs input from us on?




MS. HORN:  If I may, you have Kevin Rakin, who is the Chair of the Subcommittee, and I think Kevin is prepared to do that today, to go through the contract and highlight where the issues are, if not, take us through every step, but say this is where we have an issue and where we need the Committee to weigh in on.




COMMISSIONER GALVIN:  I thought that Kevin indicated he was a little reluctant to do that, since he wasn’t face-to-face with the Committee members, so I’m not sure.  How is it that the Committee would like to deal with the remaining two hours that we have?  Kevin?




MS. RION:  Kevin, did you have something?




DR. RAKIN:  No.  I’m still on the process. I mean when I hear people talk about reviewing the contract and all the key issues, I think that’s not a good use of time, and I don’t know how you do that in a group setting like that.




My firm belief is that the IP/Contract Subcommittee, with the input of counsel, whoever we decide that is, which is where we have a discussion, should come up with a final draft contract. 




I heard a lot of discussion about timing, and I got the gist of it, which I agree with.  You cannot rush these contracts.  You’re trying to think of all the what ifs.  




COMMISSIONER GALVIN:  I certainly agree with that.  There seems to be some confusion about in these discussions who should represent the Committee, or what is the legal representation involved.  Now stepping back a little bit, there is a motion on the floor, but there has been no second.  Do we want to second that motion, or do we want to discuss the matter of what is the legal representation for the Committee, and who would be the attorney who would lead the discussion about the contract?  So what is your pleasure?  Dr. Lensch?




DR. WILLIAM LENSCH:  Commissioner, I would actually like to second the motion, because it seems that we’re talking about a couple of different things here, at least.  There are two different documents in front of us, two versions of each document.  They’ve been marked up by different people, but they’re essentially the same document.




One speaks to royalties, and it’s my understanding that that’s the Committee that Kevin Rakin is responsible for.  The other speaks to the general contract between this body, Connecticut Innovations and the investigator.  It captures part of royalties, but it’s a separate document, and that seems to be the one that we need to move on.




And my understanding from listening to Henry and Marianne speak this morning that it’s our responsibility to come up with some document to then submit for comment by counsel and that absent that we have nothing to submit to them.  So let’s not put the cart before the horse.  I think Bob’s idea is a good one, and I would, to modify it a little bit, suggest that maybe we take 20 minutes or a half an hour now, and each of us spend some time just moving through this document, and then we come back and talk about it, because we’re just going to have to go through it section by section.




COMMISSIONER GALVIN:  There are several documents here.  Which document are we going to look at?




MR. MANDELKERN:  Well which document does the representative of the A.G.’s office want us to move forward on?  I’m willing to move on any one, but which one is the one that will move the process most readily?




MR. SALTON:  I think that obviously the first document is the master document, is the Assistance Agreement.  We need to start there.  And, again, it’s just my hope that people have a chance to review it and say, you know what?  I have a concern, because, for example, publication rights are too restrictive, or publication rights are too broad, or, you know, whatever, on the substantive issues.




I’m not looking for input on the anti-discrimination provisions that are basically boilerplate on all State contracts, or whether the termination date should be 30 days versus 60 days after notice of default. Obviously, those are legal technicalities.




The Committee brings its expertise based on its background and research and funding and programming, and to the extent this represents your -- you know, there are elements here that you have something valid to provide input on.  If the Committee feels this is fine and we don’t really want to change anything, we don’t have any concerns about it, then we’ll move forward with the legal review process.




And as I said, I think, in my initial remarks, Kevin, if you didn’t hear me, the Attorney General’s Office represents the Committee.




DR. RAKIN:  Okay.




COMMISSIONER GALVIN:  Hang on a moment.  I’m getting less confused by the moment, but I am beginning to understand that the motion is directed towards reviewing all or part of the document marked Draft Contract Template.  Is that, Mr. Mandelkern, what you --




MR. MANDELKERN:  I don’t even have that.




COMMISSIONER GALVIN:  It says “Draft Contract Template, Attorney Incorporated Some University Input - 12/14/06.”




DR. ANN KIESSLING:  We’re looking at the yellow parts.




MR. MANDELKERN:  I’m talking -- and I accept the amendments of Dr. Lensch.  We’re talking about Assistance Agreement with highlighted issues, so that we knew what we were referring to, and I think it’s a very wise idea to take a recess for 15 minutes and then resume.




COMMISSIONER GALVIN:  Okay.  We have a motion that’s been moved and seconded.  To increase my understanding, are we going to review all of this document or part of this document?  And if we’re only going to review part of it, are there parts of it we don’t have to review, or do we need to go page-by-page, as we did before, and paragraph-by-paragraph and review the entire document?




MR. MANDELKERN:  I am equally in a quandary, except I heard the representative of the A.G.’s office say that we have to address substance that he can bring forward, otherwise, we’ll be talking about process. So if he would point us to what he thinks the Committee input should entail, we can do it.




COMMISSIONER GALVIN:  If there’s stuff that’s boilerplate here, Mr. Mandelkern, I don’t think we need to.




MR. MANDELKERN:  I’m not happy with boilerplate all my life, so just substance that needs input would thrill me, Commissioner.




COMMISSIONER GALVIN:  Can we narrow it down?  Is it all of the document or selected portions of the document?




DR. FISHBONE:  Could I ask a question, Commissioner?




COMMISSIONER GALVIN:  Yes, certainly, Doctor.




DR. FISHBONE:  Jerry Fishbone.  Is it correct to say that we have Subcommittees who are looking at these documents and who are spending far more time than we’re going to spend trying to work out the issues to then present them to this Committee?  If that is the case, I would hate to see us, as a group of 20 people, trying to sort out the wording and what the issues are.




I read through these documents over the weekend, and I’m not sure that I know what the pros and cons are of each of the issues, as the members of the Subcommittee do.  And I would wonder if we ought not to let them do their job and present to us their recommendations with the explanation of why they are choosing one over the other for us then to vote on, rather than for us to go from nothing to a point where we’re going to, you know, try to make recommendations.




COMMISSIONER GALVIN:  Just so that we all understand what Dr. Fishbone is saying, is that we need to get further input from Dr. Rakin’s committee before we, as a Committee of the whole, pass on this and make recommendations.  Is there further discussion?  So we have two things.  We have a motion on the floor to consider all or part of this document after a 20-minute recess reading through it, or to solicit the opinion and review of Dr. Rakin’s Committee and then proceed from there.  So is there further comment?  Yes, Bob?




MR. MANDELKERN:  Bob Mandelkern.  I heard a time frame put forward of trying to reach concrete action by early or mid January.  Jerry, under your suggestion, we will be doing nothing as a Committee, except waiting until mid January to get a Subcommittee report, which we will then have to review and then put forward.




So my motion is to try to respond to the Attorney General’s request, which was that give him some Committee response on the substantive issues, because the Subcommittee has done a wonderful job, but four documents with four different inputs has left most of us, I think, in a quandary.  So if we could get appointed what the A.G.’s office could use to go forward, we could discuss it.




It’s based upon Assistance Agreement with university input, with highlighted issues, Draft Contract Template.  It’s right here.  We all got it.




MR. SALTON:  Let me address this.




COMMISSIONER GALVIN:  Go ahead.




MR. SALTON:  If it’s the Committee’s choice to delegate to a Subcommittee to provide substantive feedback or any substantive modifications and then, you know, hammer those out, if there are any left to be hammered out on this draft, and then submit it, give them authority to submit it to the A.G. to start the legal review process, that’s fine.




I just made the assumption, since this was circulated, that maybe Committee members who have something to say about any element of it and maybe provide those comments to Kevin and the Subcommittee and they can carry forward those comments today and prepare a draft for submission, so to speak, if there needs to be any significant modification at all.




COMMISSIONER GALVIN:  I know there’s several people who want to speak.  I just want you to all understand that once we send this over to Attorney General Blumenthal and it passes through the various parts of his organization, we can’t go back in six months and say, gee, Mr. Blumenthal, we really didn’t intend it to mean that.  When it’s done, it’s done.




And he’s not going to turn around, I don’t think, Henry, and reverse himself and change it after a couple of dozen or 30 contracts have gone out.  He’s not going to reverse himself in midstream, so I think we have to be very careful that the language that we send to Mr. Blumenthal is the language that we want him to interpret.




I’m not in favor of hurrying things, because if we build a flaw in there, then we’re going to have to live with it for another nine or 10 years.  Julius?




DR. LANDWIRTH:  I wanted to say something along the same lines as you were saying.  I think that it would not be prudent to move this along in such a way that the Subcommittee works on it and then sends it to the A.G.  I think we need to go through the process of approval of what goes through the A.G. at this Committee.




Similarly, I think it would be wrong for us not to wait for an explanation of what these options mean, what the conflicts might be, and a recommendation from the Subcommittee, as to what it is they think we ought to approve with the reasons for it.




And then we do that, and then we submit it to the A.G.  That may not meet a timeline for mid January, but I agree that we can’t be excessively driven by that timeline.  That would be a recipe for mistake.




COMMISSIONER GALVIN:  Thank you.  Do you have any legal comments, Professor?




DR. STEPHEN LATHAM:  I was thinking about it, and since you’ve asked me, I will say.  This may be Dr. Rakin’s earlier point.  It is very odd to hear that the Attorney General’s Office is our counsel and then to be in the position of having to generate a contract for the counsel’s subsequent review.




In the private world of lawyerly representation, counsel is sitting with you and helping you draft the actual document, giving you advice, providing the boilerplate upfront and so on, rather than waiting for you to hand the draft document to counsel.




So although I recognize the Attorney General is our counsel, and I recognize that this is different from the private law way of doing things, and we’re experiencing it here, it’s a very odd situation, where we’re being asked to present to our counsel our best shot at a contract that the counsel is then going to review. 




It seems backwards from the point of view of someone who has represented private bodies in a different context.  I think that’s what Dr. Rakin was getting at.  I don’t want to put words into his mouth.




DR. RAKIN:  That’s well put.  Ladies and gentlemen, can I make a practical suggestion, Commissioner?




COMMISSIONER GALVIN:  I love practicality, sir.




DR. RAKIN:  So, Bob, you said you want to move this forward.  Let me just give you even more background.  We only got these drafts Thursday as both the Subcommittee and the full Committee.  We have not discussed it with any counsel, Updike, Kelly, or the Attorney General.




I better understand now the Attorney General’s position.  What I would suggest as a practical way to move forward is that the Subcommittee meet with Updike, Kelly as Connecticut Innovations’ attorney, because I think we’re starting to split hairs about who is representing who.  They drafted the contract.  They understand why they put certain language in.  We heard some comments from the universities.




If the Subcommittee worked through this with Updike, Kelly to come up with either a final list of issues or a practical final draft of the contract, and then the Committee, the full Committee can discuss the final key issues and the review of the contracts in one session.




But I fear that 20 people sitting around talking about paragraph after paragraph, without -- I’m not even sure.  Is Updike, Kelly there today?  So without an attorney that even drafted this, I just don’t see how that’s practical.  And, as I said earlier, it’s not what’s written on the document.  It’s what’s not in the document that’s important when you’re doing contracts.




So I don’t know who was speaking last, but I thought they put the problem very -- but if that is how the Attorney General works in this situation, then I think either we have to get an independent representative for the Committee, or we have to use Updike, Kelly in the practical sense of relying on them as Connecticut Innovations.




MR. SALTON:  Well I think the one piece that you need to keep in mind is that under the act, Connecticut Innovations was charged with the administrative support of the Committee, and I think that we had even met with Connecticut Innovations and discussed indirectly with my office that some of this initial drafting was going to come out of Connecticut Innovations as part of their administrative charge.




Of course, there’s no barrier.  If the Committee wanted to call, you know, me or my boss and say, you know, we have an issue around section seven that deals with, you know, termination rights, and what do you think is the preferred method, or we have a question about this or that, we would be happy to discuss it with you, and that kind of providing informal advice is something we do all the time with our clients.




But if you’re calling for the official legal review process and get that train going, then you don’t, as I think the Commissioner said, want to send something up, have three levels of review, and then, a couple of days later, someone calls and says, oh, you know what, we just added a new provision, because someone at the university complained that they didn’t like this or that, and then back the thing up to the front door and start the whole thing over again.




That’s really the only point I’m trying to make.  But, certainly, you know, Kevin, if you called my superior, most likely, or me, and I’ll get a hold of him, and you say --




MS. DIANE LEIPOR:  Excuse me.  Kevin has disconnected.




DR. KIESSLING:  Commissioner, while we’re waiting, could you restate the motion?




COMMISSIONER GALVIN:  The motion that’s been moved and seconded is a motion to take 20 minutes and read through the draft document I think that we’ve all identified appropriately, and then begin to discuss it paragraph-by-paragraph, or, alternatively, to discuss the paragraphs that are pertinent and not simply boilerplate, or whatever you want to call them.  That is the motion that’s on the floor.




I think some things that have emerged subsequently that people have not had a significant amount of time to read and digest this information, I think that we feel, as we have right along, we feel time constraints, and I think that Professor Steve Latham’s comments I heard are very appropriate, that we’re preparing a document for mandatory legal review by an agency, which serves as our attorney, but it’s also serving as the approving source, as is appropriate and as is appropriate because of the size of the contracts, if for no other reason.




And I think, as Steve says, shouldn’t we have our attorneys help us prepare the document and then have the distinguished Attorney General and his staff pass on the document about whether it meets Mr. Blumenthal’s interpretation of Connecticut law and policy?  I think that’s a very pithy statement and I think one that we should consider thoroughly before we vote on Mr. Mandelkern’s seconded motion.  Yes, Mr. Wollschlager?




MR. WOLLSCHLAGER:  Thank you, Mr. Chair.  For your information and for the Committee’s information, the phone system in the LOB has gone down.  That’s why we lost Kevin.  It’s not a question of a hardware problem.  It’s happened twice today.  




In light of some discussions, well, you certainly want to consider whether or not you can go through the document absent the Chair of the Subcommittee’s participation.  We can’t get him back on the speakerphone.  




COMMISSIONER GALVIN:  Attorney General Salton has pointed out to me that we can’t have an outside attorney without the Attorney General’s approval. That presents some difficulty, I think, for us, both procedurally and ethically, that, you know, I would find it hard.




I can’t prepare this kind of document.  It’s not what I do.




MR. SALTON:  Well I would suggest that when we get Kevin back on the phone or another time is that, my earlier suggestion is that, again, if there are certain remarks that people have today, those who have looked at it or have any concerns, let’s put those on the table.  We’ll bring that back to the Subcommittee.




My office will be available to provide, you know, work or support on further drafting before formal submission, informed by the informal advice, along with Updike, Kelly and Connecticut Innovations.  Hopefully, we’ll get a final draft out of that process.




And, again, I think the Committee has to make, I think, the decision.  It sounds to me that the Committee’s perspective is they would like to see the final draft before it goes to the A.G. for final approval and final legal review, and then the Attorney General will do that.




In the meantime, of course, obviously, to the extent that my boss is looking at this document and the informal review process, it’s going to expedite his review, because he said this is not the first time I’ve looked at this.  I’ve been looking at it for the last number of days or weeks, and so I can move it off of my desk promptly, because I’ve already got a lot of firsthand experience with it, and we go from there.




As I said earlier, I was not really looking for the Committee to provide legal input on the drafting.  I’m really looking for you, to the extent that you have any concerns based on the Committee’s expertise and background, to provide.  If you don’t see anything here and go, no, this just looks like a contract to me, a contract is a contract, fine.




If there are some other kinds of research based concerns on the substance of it, then that’s the things we like to try to bring to the Subcommittee.




COMMISSIONER GALVIN:  Okay.  Nancy, I don’t understand the relationship of Updike, Kelly.  How are they involved?  




MR. SALTON:  They’re a quasi governmental agency, and they have the authority to hire their own counsel, and that is my understanding of Updike, Kelly --




COMMISSIONER GALVIN:  Okay, now, does that mean that the Committee can not partake of Updike, Kelly’s wisdom?




MR. SALTON:  No.




COMMISSIONER GALVIN:  Okay.




MS. RION:  No.  Updike, Kelly has provided a great deal of input so far, and they will continue to work with us, because we have a certain stake in having these contracts appropriate to Connecticut Innovations, and we want their advice all along the way.




COMMISSIONER GALVIN:  Let me give you, and I’ll allow others to speak, let me give you my reading on this.  Here’s what we’re trying to do.  We’ve got a bunch of people that we’ve approved money for.  We’ve got a bunch of budgets that have been modified, some by millions of dollars and some by tens of thousands of dollars.




We’ve got a bunch of pieces of paper that we need to negotiate, so that we can get the money from where it is to where it needs to be, from being in a fund to researchers.  In order to do this, we have to have these things on pieces of paper, which are called contracts, which everybody who is legally involved, you know, the -- of every law school is the contracts guy, and so we have to have contracts to protect ourselves and to get the money from where it is to where it needs to be.




Mr. Blumenthal, my understanding is, would like to get the money from where it is to where it needs to be.  What he doesn’t want to do is create some sort of a gap, or a loophole, or something that, number one, doesn’t fit in with State policies and procedures.  This is not the Wollschlager Foundation or some other foundation that can do what they want with their money.




So I think he wants to make sure that that process is clear and clearly observed.  I think being the careful and thoughtful man he is, he wants to make sure that something doesn’t happen to disadvantage a private university, or a public university, or a private firm sometime in the future.




My understanding is what he wants from us is a document that says this is what we want to do to disburse funds from the 100 million dollar fund to the recipients, and we need to work that through.




I think what he doesn’t want to do is sign a flawed document, but I think what he really doesn’t want to do is spend 40 or 50 work hours reviewing it in his own careful and legalistic as supposed to fashion and then have him say we want to change that, Mr. Blumenthal.




I don’t think he wants to review it three times, and I don’t think Henry wants to look at it three times, and I don’t think anybody else in the Department wants to look at it three times.  So I think it’s incumbent on us to get the document to the best of our ability, discuss it, and get it over, and then have Attorney General review.




Now there were some questions, some comments.  Remember, we have a moved and seconded item on the floor.  Willie?




DR. LENSCH:  So I’ve just finished going through this entire document, and I feel that this conversation will be more informed if we can just move forward and have a short recess, so that every person here can have a look at it.




COMMISSIONER GALVIN:  We’re not all as smart as you are, seriously.




DR. LENSCH:  Well I think that what people will see, and, again, it’s just my interpretation, that the majority of this document speaks to things that this Committee will have no voice in, and it’s standard contract law, and things that the State has to have there to indemnify themselves to make sure the contracts are handled.




The parts of this document that this Committee is here to speak to are actually not very many.




MR. MANDELKERN:  Such as?




DR. LENSCH:  Such as what type of scientific information we want in the annual report, the types of things we want to see if the principal investigator wants to take a sabbatical.  Who do we want to be able to take over the project?  Most of this I think that very few people, with exceptions here to my left, these two gentlemen can probably understand the majority of this, because, again, it’s not about the scientific conduct of the research.  It’s about the execution of a contract with the State.




And I think that if we do take a short recess and just pour some effort into looking at this, we’ll at least be in a more informed position to take up this debate again, in terms of what we want to do, whether it goes back to the Subcommittee, whether we go through it point-by-point, because, right now, we’re punching in the dark just a little bit.




MR. MANDELKERN:  Could you define the exact sections that you think this Committee should address?




COMMISSIONER GALVIN:  Well I think that without having everybody perusing it, and we’re starting to circle, folks, starting to pretty much -- we’re like the rabbit, you know, always running around in circles.  Now he’s coming back to the beginning.  Dr. Canalis?




DR. CANALIS:  Brief comment.  Not to be critical, but in the future I think it would be better if we receive very specific instructions of what is expected beforehand, because I was not prepared for this.




COMMISSIONER GALVIN:  Nor was I, Dr. Canalis.




DR. CANALIS:  You know, I mean it would be a little bit more conducive, you know, like the specific areas that, you know, the lawyers have difficulties with, or they need input from the Committee, you know, it would be very, very helpful if we knew, you know, this is standard legal language.  Don’t worry about it.  Worry about these sections.




COMMISSIONER GALVIN:  Well said.  Mike, did you have a comment?




DR. GENEL:  Well I agree.  I think there’s just a few things here that we certainly can comment upon, and I think that’s what’s being asked for.  I’m not even sure we need a 20-minute recess.  I think we’ll just plow through this.  Willie, you’ve gone through this.  You can identify for us what the subjects are.  I don’t think 20 minutes is going to make us any more informed than we are now.




COURT REPORTER:  One moment, please.




DR. GENEL:  I identified three or four things there, looking at the highlights, that I thought we could comment on.




COMMISSIONER GALVIN:  Okay.  Nancy, you had a comment?  Remember, there was a moved and seconded motion on the floor.




MS. RION:  I simply want to ask, to tell you what the four documents are, because two of them, for the purposes of this discussion, I think you can ignore. If you want to look at the two with the highlighted issues, they are highlighted issues, because there was a disagreement between what the attorney recommended, the language the attorney recommended, and the language that the universities were suggesting, or would like, or are accustomed to.




So if you just sort of put away the other two and do the two highlighted ones, one is the Royalty Agreement and one is the contract, and then, if you look at those places that are highlighted in yellow, ignore the red ones, if you look at anything that’s highlighted in yellow, those were the issues that the universities and the Subcommittee with the attorney had some disagreement.  And it’s not as if one is right and one is wrong necessarily.  It could be just different ways of approaching it.  Those are the outstanding issues.




COMMISSIONER GALVIN:  Okay.  I’m going to call a vote in just a moment.  I will give you my opinion.  I think that discussing it, we have 90 minutes today discussing this this afternoon, with or without a break for members to peruse it, will create some problems with people who feel that they were rushed and feel that they did not have an appropriate time frame to review the documents.




As you know, I’m not a patient person, and my tendency is to move on ahead with appropriate speed.  Not everybody feels that way.  There’s a moved and seconded motion on the floor to review the document called Draft Contract Template and also a document headed Royalties.




MR. MANDELKERN:  My motion only was --




COMMISSIONER GALVIN:  Just the Draft Contract.




MR. MANDELKERN:  With highlighted.  This one.  The one that’s highlighted.




COMMISSIONER GALVIN:  Okay.  I’m going to hold up this document.  It says Draft Contract Template. Is that the one that we want to review, or Draft Royalty?




MR. MANDELKERN:  No, no, no, no.  There’s two.




COMMISSIONER GALVIN:  Okay, so, we’re going to review Draft Contract Template with highlighted issues?




MR. MANDELKERN:  Yes.




COMMISSIONER GALVIN:  Okay.  That is the moved and seconded motion.  All in favor of reviewing that document this afternoon, indicate by saying aye.




VOICES:  Aye.




DR. KIESSLING:  The motion is to take a recess, right?




COMMISSIONER GALVIN:  Well I think the motion is to begin to review this document this afternoon.  Let’s see if we can get that motion through and then decide whether we need 15 minutes, or 20 minutes, or we can start right away.  So, right now, we’re deciding are we going to review this document this afternoon, or are people going to go home and review it and get input from Kevin Rakin’s Committee and then discuss it at the next meeting.  That’s what’s on the floor at the present time.  Can somebody call a voice vote, so I know who is --




DR. WALLACK:  Call for a voice vote, I mean a hand vote.




COMMISSIONER GALVIN:  A hand vote.  All in favor?  One, two, three, four, five.  Okay.  Six?  Seven? Does somebody have a roll?  Could somebody call the roll? I will.  Dr. Latham?




DR. LATHAM:  In favor.




COMMISSIONER GALVIN:  Favor.  Would you tally those votes, Mr. Wollschlager?  Dr. Latham.  Dr. Lensch?




DR. LENSCH:  In favor.




COMMISSIONER GALVIN:  Mr. Mandelkern?




MR. MANDELKERN:  Yes.




COMMISSIONER GALVIN:  Kevin Rakin is disconnected, I believe.  Dr. Wagers?




DR. WAGERS:  Yes.




COMMISSIONER GALVIN:  Dr. Wallack?




DR. WALLACK:  Yes.




COMMISSIONER GALVIN:  Dr. Yang?




DR. YANG:  Favor.




COMMISSIONER GALVIN:  I’m not in favor. Dr. Canalis?




DR. CANALIS:  Yes.




COMMISSIONER GALVIN:  Dr. Eggan is not on line.  Dr. Fishbone?




DR. FISHBONE:  No.




COMMISSIONER GALVIN:  Dr. Genel?




DR. GENEL:  Yes.




COMMISSIONER GALVIN:  Dr. Huang is absent, Charles Jennings.  Ann Kiessling?




DR. KIESSLING:  Yes.




COMMISSIONER GALVIN:  Dr. Landwirth?




DR. LANDWIRTH:  No.




COMMISSIONER GALVIN:  No.  The motion is passed.




MR. WOLLSCHLAGER:  Nine to three.




COMMISSIONER GALVIN:  Nine to three.  We are going to review the document indicated.  Do you want to begin reviewing it now?  You have 90 minutes.  Do you want to take 15 minutes, or 20 minutes to peruse it and then review it at either 10 minutes or five minutes before the hour?




DR. KIESSLING:  Begin now.




COMMISSIONER GALVIN:  Okay.  Is that the consensus of the group?




MR. MANDELKERN:  With one addendum.  Would Dr. Lensch would be kind enough to point us to the direction of the highlighted areas that need our consideration?




COMMISSIONER GALVIN:  Okay.




DR. FISHBONE:  Could I ask a question?




COMMISSIONER GALVIN:  Yes, Dr. Fishbone.




DR. FISHBONE:  I hope that we’re hearing this just for the purpose of information, so that we understand it, not for the purpose of voting to change things that the Subcommittee has not yet recommended.  Is that a fair assumption?




COMMISSIONER GALVIN:  As Henry very well said, this is to provide feedback to the Subcommittee. Okay?  Dr. Lensch, in your own inimitable way, would you like to begin to go through the document after you make your comments?




DR. LENSCH:  Actually, sir, I would be reluctant to, because it’s not a document that I’ve composed.  I’m certainly willing to provide my own point of view, but I think it would be difficult for me to guide the discussion, as I was not a member of the Subcommittee that prepared the document.




MR. SALTON:  Let me start, and we won’t necessarily go in order.  Let’s start with paragraph eight on page five.  There’s just some things that I want to get some issues.  In the highlighted section, you can see that eight, and it’s subparagraph Roman Numeral V, a reallocation of more than 25 percent versus 10 percent was an issue.




So, on that issue, again, I don’t have a chance to discuss it with Kevin, I will just note that the RFP said, provided, specifically addressed this issue, and I think that really should govern, which is that it would be 10 percent, subject to further review by the Advisory Committee if you wanted to exceed that.  That would basically generate a need to amend the contract.




DR. LANDWIRTH:  Question about that.  Are you saying that the RFP trumps any recommended changes?




MR. SALTON:  I don’t necessarily think it would automatically trump, but I would be hesitant to change the rules midstream, as far as to what the competitive bidding process was.  Again, it doesn’t lock people into, you know, no more than 10 percent.  You need further review.




DR. LANDWIRTH:  This speaks to this process that we’re going through now and why I voted no, because I’d be very interested in what was behind the controversy.  What were the reasons that the parties gave for wanting to go 10 percent, 25 percent?  I can conjecture a few, but I’d like to know what they actually were, and there’s nobody here who can tell us that.




COMMISSIONER GALVIN:  Dr. Latham?




DR. LATHAM:  I think maybe some of the problem is in the way that sentence -- we’ve got the highlighted 25 percent part.  The way that sentence continues on, as it says, 25 percent of what, of any costs, expenses in any approved budget?  




That sounds to me like if a piece of machinery you were going to buy suddenly costs 13 percent more than you had anticipated, or 13 percent less, then you’ve got a change in one item in your budget that’s more than 10 percent, requiring you to go rework your contract.




If this were about, you know, a 25 percent change in the overall cost or expense of the project, I’d feel differently, but if it’s about each line item, I think you need to give the researcher some leeway, because a lot of their line items are things like, you know, big capital machinery that they’re guessing the cost of right now.




DR. KIESSLING:  Or mice.




DR. LATHAM:  Or mice.  Big, capital mice that they’re guessing the cost of.




MR. SALTON:  Well perhaps, then, what needs to be done here is the Committee can consider allowing a 25 percent swing in an individual cost, but cap, which is what the RFP called for, a 10 percent cap on the annual budget, as far as any variation. 




It basically says reallocation of more than 10 percent of the annual budget.  So if the budget was 100,000, if you’re reallocating more than 10,000 dollars, that requires approval of Connecticut Innovations, and if it’s more than 20 percent of the annual budget, it will require the approval of the Advisory Committee.  So maybe we could include that language as a cap beyond this individual cost item swing.




DR. LATHAM:  That would address my concern with that.




MR. MANDELKERN:  That seems reasonable.  Could we call a vote on that?




MR. SALTON:  I don’t think we need to call a vote.  I think we’ll just go with the consensus as feedback to the --




MR. MANDELKERN:  Okay.




MR. SALTON:  The other thing I had --




DR. CANALIS:  Twenty, you said, or 25?




MR. SALTON:  It’s 25 percent on the individual cost or expense, but if it went above 20 percent of the total budget.  It was 10 percent to go to Connecticut Innovations, and then, if it went to 20 percent or more the annual budget reallocated, it would go to the Committee.




DR. CANALIS:  Okay.  You do not have a provision for reallocation of time of the investigators’ key personnel, which means that you’re not going to allow that?




MR. SALTON:  Under Roman Numeral --




COURT REPORTER:  Your microphone.




MR. SALTON:  Same paragraph eight.  It’s page five, paragraph eight.  As you can see, it’s small Roman numeral iv, material change in the collaboration and contribution of other investigators, and then it also covers an earlier paragraph, which, let’s see, prolonged absence or change of any principal investigator.




So it didn’t specifically state it in terms of time, but in change.




DR. CANALIS:  You might want to be specific.  You do or you do not allow time reallocation, you know, percent effort, which is what we used to call it, but whatever.  I mean you allow it or you do not allow it, but you need to state whatever you want to state.




MR. SALTON:  Are you suggesting we need a definition of contribution and collaboration to include time allocated?  I’m not sure.




DR. CANALIS:  I mean we’re accustomed to -- whether we can reallocate time or not, and I think what I sense from you, from this language, is you’re not going to allow that.  You might as well say it. 




If in my contract I said I’m going to spend 10 percent of whatever on these contracts, you know, and you’re not going to allow any deviations from that, just state so.




DR. KIESSLING:  I think he does, Ernie.  It says a material change, prolonged absence or change.




DR. CANALIS:  Okay.  You believe people will be clear on that.  All right.




MR. SALTON:  Well we certainly can bring that back as a suggestion to the Subcommittee and say maybe we need to define or include some parameters on time allocations, because I think they submitted that as part of the proposal.




DR. KIESSLING:  The reason Ernie is bringing this up is that institutions you can only work 100 percent of the time.  That’s their bottom line.  We can only work 100 percent of the time.  So as you kind of fiddle with your time on different projects, you could change that, and it used to be a big deal, but I think now it’s a little more flexible and would fall within your 10 percent and 25 percent guidelines.




MR. SALTON:  The other concern I had when I looked over this paragraph was a change in institutional commitment is not -- I did not see that really addressed, so that if there is a breakup in the marriage between the investigators and the institution for some reason and the institution says, you know what, we’re pulling back some of our support, as opposed to the time put in for the collaboration of the investigators or costs, whether that would be something, and, again, I raise it as a question, that it would be something that we would want to bring forward in this process.




DR. KIESSLING:  Henry, generally, the institution is not allowed to change its commitment if it receives the money.




DR. CANALIS:  I don’t think that that’s what he means.  




DR. KIESSLING:  If the investigator leaves.




DR. CANALIS:  -- part of the contract they said they are going to contribute 50,000 dollars on top of a contract means -- cannot change that.




DR. KIESSLING:  Right.




MR. SALTON:  Or, if the institution says we’re going to make five full-time graduate students available, in addition to --




DR. CANALIS:  As part of the contract.




MR. SALTON:  As part of this research project, and for some reason now they decided they’re only going to put three in --




DR. KIESSLING:  You can’t do that.




MR. SALTON:  Well, then, that needs to be something that -- do we want to address that as something that they can only do with prior written approval, or do we want to define that as a material revision, or just say there’s zero tolerance?




MS. RION:  I believe that would all be assumed under the budget changes.




MR. SALTON:  Again, this paragraph provides for changes in the budget, including without limitation.  So the only question I was raising is do you want to include that as a specific item to highlight it to the institution or not?  If you don’t feel it’s a concern, you don’t have to.




COMMISSIONER GALVIN:  Dr. Lensch, you had a comment, and then, after that, Dr. Wagers.




DR. LENSCH:  That would seem to imply that we have a contractual agreement with the institution to contribute their resources, and I don’t know if we can claim that.  We have a relationship with the applicant, in terms of what they have proposed, but the relationship that you’re speaking to now is between their institution and the investigator.




I don’t know if we can weigh in there and require the institution to hold up its agreement with the investigator.  I just don’t know if we have space to work in there.




COMMISSIONER GALVIN:  Dr. Wagers?




DR. WAGERS:  Actually, in reference to that point, the way I read this, we do have a contract with the institution, actually, not with the investigator.  Is that the way I’m reading the contract? The agreement is with the institution as the Awardee on a proposal written by the principal investigator.




So I think that it is reasonable to include in the contract that the Awardee will maintain its contribution to the proposal.




MR. SALTON:  And, again, I think that the point of this provision is to deal with potential changes.  Obviously, if things start to unravel, you want the Committee or CTI wants to know about it, and one way you do it is by forcing them to say, if there’s a change, you’ve got to bring it forward, or it’s a breach of the contract.  So that’s the point of the revision section, is to kind of put people into that process.




COMMISSIONER GALVIN:  So I believe we’re going to submit --




COURT REPORTER:  Are your mikes on?




MR. MANDELKERN:  What next?




COMMISSIONER GALVIN:  The next highlighted area I have is page six, paragraph 10, Royalties and Intellectual Properties, a portion of the last sentence in that paragraph.  Are we all on the same page here?




MR. MANDELKERN:  Well what’s the conflict? Can somebody describe why it’s been highlighted?  Anybody?




COMMISSIONER GALVIN:  I don’t know why it’s highlighted, Bob, but is it something that defines what intellectual property is, or a novel and unique discovery?  Is that too tight?  Is it too narrow?  Is Title 35 U.S. code for patents?  Yes?




MS. RION:  In this instance, the first six lines were prepared by our attorney.  The universities suggested that the part starting “any consideration that the Awardee,” that part be deleted, and then adding the yellow part was the part that they wanted to add.




Mike Newberg did part of this.  I don’t know whether he would want to speak to that if you have questions about that.  I can’t give you any details.




COMMISSIONER GALVIN:  I would be a little concerned about invention.  It may be written material, or books, or a lot of different things, and invention, to me at least, suggests some sort of a device or process, and maybe that’s not an inclusive enough definition of what it is that we want to indemnify or get a piece of.




MR. SALTON:  I think that’s exactly what -- the highlighted language is a narrower right of getting a benefit for the State.  It basically is trying to limit it to some more specific kind of benefits, as opposed to a more open ended consideration or return resulting from it.




And I also think that it’s more narrow than what the act asks us to see.  The public act asks us to see a wider benefit than just merely royalties or other income directed by a covered invention and reduce to practice.




So, basically, the Updike, Kelly language was broader, had a larger sweep.  The universities came back and tried to narrow us to a more narrow sweep than what Updike, Kelly had submitted, at least in my reading, and I also think it’s actually narrower than what we had -- right.  The statute actually there’s somewhat broader rights.




COMMISSIONER GALVIN:  Nancy, you had a comment?




MS. RION:  This is something that clearly the Subcommittee can work on, but Mike was reminding me that the part in yellow is straight from our proposal instructions, so they’ve just brought that out just to highlight that and thought it would clarify it.




MR. SALTON:  And, again, that’s the minimum, not necessarily the maximum.




MS. RION:  Correct.




COMMISSIONER GALVIN:  Mike, do you have a comment?




DR. GENEL:  Yeah.  This, I think, is a fairly substantive portion there and does need a lot of work and a lot of thought.  I don’t think we need to spend much more time on that today.  That language strikes me as being fairly much boilerplate, as used throughout the academia.  But I think this with the statute and so forth, that needs a little thought, and that’s not the sort of thing we should be doing today.




COMMISSIONER GALVIN:  Mr. Mandelkern?




MR. MANDELKERN:  My feeling would be to put emphasis on what Henry had said.  We certainly don’t want any language that would contravene the legislator’s intent in the act, because we have to turn to them for additional funding.




I think the Subcommittee should, in my opinion, use closely as it can and as broadly as it can to the definitions in the act, because that’s where our safety lies to future funding.




COMMISSIONER GALVIN:  Okay.




DR. LENSCH:  I’ve also looked through the extensive Royalty Agreement, and it seems to me that the two need to sync on one thing and it relates to this paragraph, because here it says reduce to practice with financial contribution from the State’s grant, and in a Royalty Agreement, which is much more specific, it adds during the term of the funding, and that seems to be an important bit that needs to be sync between the two, because the contract agreement seems to be open-ended, whereas the Royalty Agreement is definitely not.




And, so, they need to be the same, whichever way they go, but, right now, they’re not, if you don’t include during the term of the funding in this paragraph, and that seems to be a big consideration.




COMMISSIONER GALVIN:  Okay.  Are we ready to move on, or do we have further comments?




MR. SALTON:  I think that’s a very important point, and I think that’s one that we might take another minute on.  And, again, under the Royalty Agreement, as Dr. Jennings identified, the idea is that any financial windfall under that particular proposal would have to take place during the term of the research contract.




So if we had a three-year research contract -- all the sudden they hit the jackpot with a patent, the State would be out of luck.  It would have to happen between the first day of the contract and the last day, which I do not think is consistent with the spirit. Again, the Committee may make the call, but I don’t think it’s consistent with the spirit of the act, which called for us to consider, you know, the long-term benefits and financial return to the State of the investment of this level of funding.




I think the Committee, unless the Committee uses, and it may be that is the way the normal, maybe in this industry, the process is, that if you hit it during the term of the funding contract, that’s typically what you get, but that, I don’t think -- that would be a layperson’s reading of the act in my view.




COMMISSIONER GALVIN:  Willie?




DR. LENSCH:  So, of course, the inventor and the universities are going to be compelled to file as soon as they can, because there are other people competing in this space.  Whether it’s reduced to a royalty or a license may come a significant amount of time after, but it would seem that if the filing date, you know, the first disclosure to their intellectual property office falls within the funding period, that would be a reasonable thing to put in here.




If the funding ends on a Monday and they make a big invention on a Tuesday, that can be carried out a long way.  How do we ride in how much the State has contributed to an invention that comes two years after the grant ended?  I’m sure there are people that know how to do this, but I would not be one of them.




MR. SALTON:  Well maybe one of the things we bring back to the Committee -- the question is maybe that we can just start by saying are we in agreement that it should not be limited to the time frame of the contract, and then we would have to define what would be a reasonable time frame.




MR. MANDELKERN:  I think that’s the point. We can hold on, but figure out how to do it.




MR. SALTON:  Okay, so, then we’ll bring that back to the Committee as a principal, at least, then we’ll see what we can implement.




DR. GENEL:  Well the language in the proposed contract is not limited with respect to time at all, which is what I thought we were commenting on.




MR. SALTON:  Right, but, again, on this one section, there is a little bit of -- there’s a link up to the Royalty Agreement.  I just wanted to bring that one issue from the Royalty Agreement.




COMMISSIONER GALVIN:  Dr. Fishbone?




DR. FISHBONE:  Yes.  Could I ask Henry a question?  I’m not sure whether we’re getting a sense of what the Committee, the Subcommittee feels, or Henry is just explaining what the issues were.  I would find it very helpful, I know these things have all been considered at great length, is there somebody, maybe it’s you, Henry, who could tell us what the Subcommittee was leaning to?




MR. SALTON:  I wish I could, but I was not a participant at the Subcommittee.  I’m just trying to bring forward and looking at this as counsel for the Committee those issues that seem to pop up to me with Marianne’s assistance on a cold reading of these documents and not an exhaustive reading.




DR. KIESSLING:  We’re going to hear from the Subcommittee again, right?  Yes.




DR. YANG:  For information, who are on the Subcommittee, in addition to Kevin Rakin?  Who else?




MR. MANDELKERN:  Anybody else know?




DR. WALLACK:  Yeah.  Marianne, Nancy, Kevin.




MR. MANDELKERN:  For the Advisory Committee, you and Kevin.




DR. CANALIS:  Just two members?




MS. RION:  Three members.  The Commissioner, as well.




COMMISSIONER GALVIN:  As we get into the -- I have a very simplistic way of looking at some of this royalty topic that we deal with, and I think of in terms if somehow I invented a Super Salmon, brood stock, and I introduce my brood stock into the XXY River in Washington State, and then I would I guess be entitled to claim some of the salmon that came back after several years of being part of my brood stock the first year that they came back, but, as time goes by, there would be less and less of a percentage of the DNA in the salmon that came from my original invention of the brood stock.  




At what point, you know, would it be five years or six years out, would my contribution to the gene pool of those salmon be inconsequential, so that I could no longer claim a significant amount of -- put a significant claim on all the salmon that come out of the XXY River.  This is what concerns me.




Are we going to go back to a university 10 years after the initial grant and say, you know, you really started this idea with the two and a half million bucks we gave you for the core center in 2007, so we want some of that product?  I think, to carry it out that far, may get to be an encumbrance.




On the other hand, if we give you the money this year and you invent something the day after the contract finishes, don’t we have some claim to that? I have no idea how to do that with this kind of science. Bob?




MR. MANDELKERN:  My recollection of the act is correct.  We are charged, also, with rendering annual reports on the progress of the research to the legislature.  That would, in a sense, give us an idea of what is going on with each and every project and what might or might not be expected, so that we would have an insight, as to what’s going on and what might be coming down the road.




I take that as not a voluntary thing, but a mandated thing in the law.  So I think that that, with that handle, we could then say to ourselves what is reasonable to continue to hold onto that insight?  Can we hold onto it for five years, 10 years, two years, one year?  But we are charged with assessing the progress, which I think is a very key thing in the question of royalties.




COMMISSIONER GALVIN:  Any further comment on the issue of royalties, or are we ready to move onto our next topic?  Okay.  Publications and News Releases, page eight.  There’s a comment that should this be deleted?




DR. GENEL:  Yes.




COMMISSIONER GALVIN:  I’m not sure, Mike, whether that refers to the entire paragraph, or just the italicized.




MR. SALTON:  I think it’s the last sentence.




DR. GENEL:  The last sentence.




COMMISSIONER GALVIN:  “This material is based,” etcetera?




DR. GENEL:  Its contents are solely the responsibility and do not necessarily represent the official views of the State of Connecticut, Department of Public Health, State of Connecticut, Attorney General, etcetera.




COMMISSIONER GALVIN:  Is that what we’re talking about deleting, or deleting the last paragraph that begins “Awardee,” and ends “rights in and to such information.”  I’m not sure. 




MR. SALTON:  I think it is the last sentence that is laid out in the paragraph that you just referenced.  “Awardee shall be required to share with other qualified researchers,” etcetera, etcetera.  That is the paragraph that is in question as a source of deletion.




COMMISSIONER GALVIN:  Are we all agreed about what paragraph?




DR. GENEL:  I don’t know --




MR. SALTON:  Nancy do you have some feedback on that?




MS. RION:  Yes.  It is the last part, the grayed out part is the part that the universities would prefer not to have in this section.




DR. GENEL:  I would delete the previous sentence, as well.




DR. KIESSLING:  Previous two.




DR. CANALIS:  What would you delete?  I mean it’s just analogy and support from the State of Connecticut --




DR. GENEL:  That’s kind of unusual, isn’t it, in a publication, to say the contents of a publication are solely the views of the authors and do not represent their views of various public agencies?




DR. CANALIS:  It’s just declaring they received State money under a contract and that the contract is not responsible for the contents of the work.




MR. SALTON:  That’s really not a typical -- it’s not unusual to find that kind of provision in State contracts.




DR. GENEL:  We’re talking about a publication.  We’re talking about publication and a news release, and it is unusual to see this in a medical publication.  In a scientific publication, one would say this material is based on work supported by the State of Connecticut, etcetera, etcetera, and cite other grants, but one would not make the disclaimer in a scientific publication.




DR. FISHBONE:  I know that in the Army, if anybody is in the military and they write a paper, it says this does not reflect the views or whatever of the military.  I think there are situations where you have to dissociate yourself from, you know, what’s being done from liability.




DR. KIESSLING:  But the NIH doesn’t require this.




MS. HORN:  He didn’t put it in the proposal as something under acknowledgement of support and disclaimer, that language.  Similar language is in the proposal.




MR. SALTON:  And the request for proposals.




MS. HORN:  The request for proposals.




DR. CANALIS:  -- these are State of Connecticut contracting somebody to carry out the work and simply to insure that the contents did not represent the views of the State, despite the State paying for the work, seems reasonable.  It’s not a grant.




DR. GENEL:  We were asked for our input.  My input is I think that second sentence is unnecessary.




DR. LATHAM:  I have a follow-up comment to that.  Steve Latham.  It’s not necessarily within the researcher’s control what the medical journal decides to print in its little paragraph about acknowledgements and so on.  They might be willing to print something much shorter, like the State of Connecticut or any of its subdivisions or contractors, or they might not be willing to print that at all, because they say of course the contents are the responsibility of the author.  You warrant that to us when you submit.




So I’m not sure that you can have the contractual term binding on the investigators what’s going to show up in the New England Journal of Medicine, since that’s up to the editors of the New England Journal of Medicine.




So maybe there should be something, like a requirement that this accompany any submission for publication, or some similar thing, rather than putting it actually -- you wouldn’t want to have to pull a publication because the editor of a medical journal was not willing to put this language in.




COMMISSIONER GALVIN:  Jerry?




DR. YANG:  This acknowledgement is essential to any other funding source.  You can see our acknowledgement request is way, way too long.  It should be shorter into one sentence.  You could state the ID of a legal act, so the audience can check on that if needed. But this is way, way too long for any publication to acknowledge their funding support.




COMMISSIONER GALVIN:  So we have a troubled paragraph, and I think Mike may have had an idea about do we want to delete this entire paragraph and change the language?




DR. GENEL:  I would delete the second italicized sentence.  I wouldn’t delete the first italicized sentence.  That’s pretty standard boilerplate. I would just delete the requirement, that second italicized sentence, in addition to the grayed out area. It’s work based on work by the State of Connecticut, etcetera, etcetera.




It’s pretty common to list the contract number and so forth.  I don’t know that that has to be specified in the contract, and it’s probably unnecessary for us to belabor this, other than to say that, you know, I think that should be much more simpler than it is.




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




DR. CANALIS:  I did not have a problem with it, to be honest.  




COMMISSIONER GALVIN:  With the entire paragraph?




DR. CANALIS:  I did not have a problem with it.




COMMISSIONER GALVIN:  With any of it, even the --




DR. CANALIS:  I personally did not.




COMMISSIONER GALVIN:  Okay.  Okay, folks, we have 55 minutes.  What do you want to do with this paragraph, leave it with the grayed out area gone, leave it and delete all the material above this material was based upon work, change that statement, delete the entire paragraph?  What’s your pleasure?




DR. GENEL:  We’re providing input for the Subcommittee.  I think let them decide that.




COMMISSIONER GALVIN:  Okay.




DR. LANDWIRTH:  I have a question about the grayed out area.  




COMMISSIONER GALVIN:  Go right ahead, please.




DR. LANDWIRTH:  I assume that the reason at least some of this was in there was trying to make the point about the responsibility of sharing results at some point prior to publication, perhaps after submission, and that’s sort of a growing imperative in the research world.  So I believe -- or not say anything about that obligation to share research, to share the results, or are we concerned about the option to charge money for it?




COMMISSIONER GALVIN:  It sounds to me like we don’t like the -- portions of all of the paragraph are flawed, and that we need to ask that group to review it. Did you have a comment, Amy, or are we giving you a headache?




DR. WAGERS:  No, no, no.  Thank you.  No. I think, first of all, asking to for payment for that information is very unusual and shouldn’t be there.  But I think one problem with requiring provision of data before publication that might be a problem is for intellectual property reasons you wouldn’t want to provide that information under some circumstances.




DR. LANDWIRTH:  They tried to --




DR. WAGERS:  They tried to, right.




DR. LANDWIRTH:  And it could be after submission.




DR. WAGERS:  It could be, but there are other reasons, too, that you wouldn’t want to discuss your unpublished data with a competitor, who might be able --




DR. LANDWIRTH:  I know.




DR. WAGERS:  So I guess I would tend to leave that to the investigator to decide when the appropriate time is to share their information with the community, with the understanding that most investigators do want to share their information with the scientific community, because that’s the way that they get recognition for their accomplishments, as well.




COMMISSIONER GALVIN:  So we’re going to send the entirety of the paragraph marked Publication and News Releases back to the Committee for total revision, okay?




The next item I have highlighted is --




DR. CANALIS:  Commissioner?




COMMISSIONER GALVIN:  Yes, Dr. Canalis.




DR. CANALIS:  I don’t think it’s fair to require of an investigator to share any data prior to it being accepted, not submitted.  You could submit, and, you know, it could be rejected.  It could take months.  I think, for me to share, I need some guarantee.  Prior to that, I think it’s unusual to force somebody to share.




COMMISSIONER GALVIN:  Could you share your opinion with Kevin and the Committee members?




DR. CANALIS:  Sure.




COMMISSIONER GALVIN:  Thank you.  We’re going to move on to paragraph 12 and the second line, the words “satisfactory to CSCRF customary to the Awardee,” have been changed to delete “satisfactory to CSCRF.”  Any comments on this item?




DR. LENSCH:  Is that addressed in the RFP?




MR. SALTON:  I think that’s going to be something that we’ll consult on a legal issue.  The question would be the Awardee get -- each Awardee gets to set their own set of standards for record reporting and maintaining records.  I think we’re trying to create -- we kind of have a general, like a general accounting principles type of, set of standards for determining what’s an appropriate way to submit, to maintain records that would be subject to our review.




I think that maybe counsel and the Committee can talk about that.  Professor, if you have something you’d like to contribute?




DR. LATHAM:  No.  I’m just guessing that CSCRF will find the institutions’ customary rules satisfactory, because these institutions have developed their rules in light of Federal oversight and so on.  I mean tax oversight, among other things.




COMMISSIONER GALVIN:  Dr. Lensch?




DR. LENSCH:  Just to clarify, in the language here, the Awardee is the institution and not the investigator?




COMMISSIONER GALVIN:  I believe we agreed on that earlier.




DR. LENSCH:  Okay.  Just making sure.  And that same point would apply on page four, where it’s not highlighted, but it’s speaking to payments, that the payments shall be made payable to the Awardee and forwarded to the Awardee, just that the clarification is there that, you know, Dr. Smith doesn’t receive the check, that Dr. Smith’s institution receive the check, and that this language is understood by all parties.




COURT REPORTER:  One moment, please.




DR. YANG:  Think of the definition for the Awardee on the cover.  This is an opportunity for a year right.




MR. SALTON:  Page two, the very last paragraph says, “Whereas, the Principal Investigator has submitted, on behalf of the Awardee, an application,” blah, blah, blah, so there’s a distinction between investigator and the Awardee.




COMMISSIONER GALVIN:  All right.  Let’s move onto page nine, paragraph 15, Internal Audits.  That paragraph has been deleted in its entirety.  It has not? Oh, that’s right.  Pardon me.




A MALE VOICE:  Deleted a quarter of the way down.




COMMISSIONER GALVIN:  From “during normal business hours.”  Okay.




MS. RION:  Commissioner, if I could explain?  The part that’s deleted one-third of the way down, “The Awardee’s Office of Internal Auditing,” all of that was what we had prepared, and the top part, which is underlined, is what the universities submitted as preferable language.




COURT REPORTER:  Is your microphone on, excuse me, sir?




MS. RION:  Mike was asking if the top part is alternative language proposed by the universities, and that is correct.




DR. LATHAM:  And what is “OMB Circular-A-133?”




DR. KIESSLING:  That’s a federal document, Office of Management and Budget.




DR. LATHAM:  I suggest maybe we leave this to the Subcommittee to figure out whether OMB Circular is a good substitute for the CSCRF standards mentioned below.




COMMISSIONER GALVIN:  Any other comments? Did you have a comment, Dr. Canalis?




DR. CANALIS:  He’s correct.  Without the 

Circular, you do not know what you’re alluding to.




COMMISSIONER GALVIN:  You are correct, sir.  The next item I see is on page 13, paragraph 23.




DR. LATHAM:  I have some comments about that paragraph 23 on page 13.  Throughout the document, earlier and later than this, someone has gone through the trouble of putting in the word “material” into a previously defined term, “Event of Material Default.”  It used to be just “Event of Default,” and it looks like they’ve added “material,” or they’ve highlighted the word “material.”




And I assume the reason is that you’re not in default, then, if you put the investigator’s middle initial down incorrectly, or if you deliver something on a Thursday instead of a Wednesday and so on.  However, the reference to where the term is defined is to paragraph 23, and paragraph 23 says “Event of Default” in bold letters, without the word “material,” so the word “material” ought to go in there if that’s the word they’re using in the rest of the document.




And, in addition to that, the actual definition of the term of art “Event of Material Default” includes lots of really picky and persnickety things that aren’t modified by the word “material,” or similar kinds of words, like substantial and so on.




So if you’re looking at paragraph 23, for example, paragraph 23, part two, says, any representation and/or warranty set forth in the agreement proposal, blah, blah, blah, or in any document furnished thereunto, shall be untrue or inaccurate.




If anything in any document is untrue or inaccurate, that’s, by definition here, an event of material default, and that means that if you got the P.I.’s middle initial wrong, you’re in Material of Default.




So what my suggestion is that you have to go through, say in part one of the paragraph, “shall default in or materially breach any of its obligations,” and down in part two, “any material representation and/or warranty.”




There is the word “material” in part four. You don’t really need it in part three, because that’s abandoning or terminating the project, which sounds pretty material to me, but then you want the word “material” in event of material default.




All of this, just so that tiny, picky clerical errors don’t trigger default under these contracts.  You’ve just got to be really careful that the definition, itself, of the term has all that stuff in it. I’m sorry.  That’s the law professor in me coming out.




MR. SALTON:  Well I think the law practitioner in me coming out.  We note that there’s a cure.  So if someone submitted a report that was full with clerical errors, they could easily cure it, and the default would therefore be cured, but that may be something that my superior, again, because then, as you are well aware, when you add the word “material,” it then becomes an issue of debate, what is “material?”




Oh, it’s not that bad.  My son said that to me in some of his driving.  It wasn’t a material accident.  It only flattened the tire.  There was no structural damage to the car.  I think that I will leave that to my superior to address that as an issue, but we’ll bring that back.




DR. LATHAM:  If you’re going to rely on the ability to cure, then why change the word “material” throughout all the rest of the agreement?




MR. SALTON:  I don’t know who changed that word.  That may have been something that came from the universities.




MS. RION:  That’s correct.




MR. SALTON:  That came from the universities, so they were trying to find that little bit of flexibility.




COMMISSIONER GALVIN:  Dr. Wagers?




DR. WAGERS:  Thank you.  I just wanted to ask one question from a scientific perspective about the untrue or inaccurate, because in progress reports for these sorts of things, where one interprets data that’s preliminary, one might make an untrue interpretation of the data that subsequent findings would correct.




Is that covered also under this sort of language, and does this cure, I guess is a legal term, is that something that deals with that?




COMMISSIONER GALVIN:  If the premises are true, the conclusion cannot be false, so you may have made an incorrect premise.  But I think we’re really talking about not differences of opinion, or interpretations, which prove on hindsight not to be incorrect, prove to be incorrect.  I think we’re talking about, it appears to me, stuff that goes way off the margin.




MR. SALTON:  I agree with the Commissioner.  I think that obviously it’s something we were doing something that’s an interpretation.  It’s understood to be something that is an interpretation, as opposed to a statement of absolute fact.




And, by the way, I also note it’s proved to be untrue or inaccurate in any material respect, so you can take care of that middle initial right there.  But I think that when you frame something as our interpretation of the data so far, unless you are fraudulent in that statement, that there be absolutely no good faith basis to provide such an interpretation, that it’s really an attempt to hide some information about how bad things are really going.




For example, if you said our view is that there’s absolutely no potential harm arising from this that would call for stopping research, and you say, well, that was our interpretation, but you really knew that wasn’t true, that would be a problem, obviously, but I don’t think something seen as a good faith interpretation is subject to an accuracy test.




DR. WAGERS:  So sometimes in this kind of language there’s, you know, to the best of our knowledge at this time, or something like that is put in there, good faith, and maybe it would be reasonable to include that.  I don’t know.  Or maybe that’s not standard in this sort of thing, but it gives you, then, the opportunity that if you discover that the chemicals you think you’ve been working with are not the ones that you have been, you know, until you’ve misrepresented what you’ve done completely, you know, unknowingly, you’re protected from that.




COMMISSIONER GALVIN:  All right.  Are we ready to look at the 30/15 day thing in the middle of paragraph 23, or is that inconsequential?  Paragraph 23, “to the complete satisfaction of CSCRF within 30,” x’d out, “15, 30,” x’d out, “15 days.”




MR. SALTON:  I don’t think that’s material.




COMMISSIONER GALVIN:  Okay.  We’re over on page 14.  We’re on paragraph 27, unless I’ve skipped something.  Okay.  Twenty-seven is intact, 28, or 30, rather, is deleted, and 28 is changed.  Are we comfortable with that?




DR. KIESSLING:  What does it mean?




COMMISSIONER GALVIN:  I don’t know.




MR. SALTON:  Which one?




COMMISSIONER GALVIN:  Paragraph 28.




DR. KIESSLING:  Paragraph 28.




MR. CROWLEY:  Mr. Chair, if I may --




COMMISSIONER GALVIN:  Pardon me, but -- described as much too broad.  Kevin?




MR. CROWLEY:  I think that the intent, and I certainly don’t want to speak for the Subcommittee, but I think that the intent of removing the area in yellow there was that there is going to be some revenue sharing for licensing agreement among investigators and universities, so, therefore, they would have a personal interest in some of this research.




DR. KIESSLING:  Can I ask a question?  Who proposed the language that’s underlined?  Is that university language?




MR. CROWLEY:  The entire paragraph, including the section that is in yellow, was proposed by our attorney, and the universities proposed that the yellow section be removed.




COMMISSIONER GALVIN:  That’s not a very clear paragraph to me, Ann.  I think we should ask the Committee to restate that and say what exactly do you mean?  That’s very broad.




DR. KIESSLING:  Or it should make Henry happy, whatever.




MR. SALTON:  My happiness is not at issue.




COMMISSIONER GALVIN:  All right.  Are we ready to move on?  Page 30 has a change from 30 to 60 days.  Okay.  That brings us to page 18.  Our last consideration will be paragraphs 40, 41 and 43.




MR. SALTON:  Well 43 will be -- indemnification issues are ones that our office will speak to, as far as that being what’s the standard indemnification provisions in State contracts, so we’ll look at that.




COMMISSIONER GALVIN:  There is no paragraph 40?  Thirty-seven, 38, 39, no 40.  There’s a 41, but no 42, but there’s a 43.




MR. MANDELKERN:  Well it seems to me that 43 should not be deleted.




COMMISSIONER GALVIN:  Well I think what Attorney Salton is saying that that’s got to be rewritten by the Attorney General, because he’s the one who will indemnify.




MR. SALTON:  No.  What I’m saying is that the Attorney General has a set of standards for indemnification clauses.  This proposal from the university would say there’s no indemnification, and that would not be acceptable.




MR. MANDELKERN:  That’s what I’m saying, that it’s not acceptable to delete it.  I would never dare to give the Attorney General language that’s obviously indemnification has to be in there, not delete it, as indicated.




COMMISSIONER GALVIN:  Okay.  I believe we’re at paragraph 41, Termination.




MR. CROWLEY:  Mr. Chair?




COMMISSIONER GALVIN:  Yes, sir.




MR. CROWLEY:  May I just point out for Henry’s benefit that one of the reasons that the indemnification clause was removed at the request of the universities was one of the issues that we’ve come across in the Subcommittee is the fact that the University of Connecticut is one of the Awardees, and, therefore, the State would be indemnifying the State, which is a point of interest.




MR. SALTON:  Right.  And, again, with a boilerplate going beyond a fellow State, a sister State agency, Yale would be facing this boilerplate, and I don’t think, I’m almost certain that it would not even get past my boss without an indemnification clause.  I’ve never in 20 years seen him approve anything without indemnification.




COMMISSIONER GALVIN:  Okay, 41, Termination.  Comments?  Are we all happy with that?




MS. RION:  If I may explain?  When we did the first draft, we omitted the termination clause, and so this was just a new clause that we put in.  I’m not sure that there’s any issue regarding that.




COMMISSIONER GALVIN:  Okay.  Are we happy with the document now?  My sense is that we are now going to return this with the problem errors, problem areas to the Subcommittee.  You had a comment?




DR. LENSCH:  I hate to add a couple of other things, but I have three quick things that were not highlighted that I would like clarified, if I may.  The first is on page five, under “Prolonged Absence,” and I’m wondering if it’s the consensus of the Committee members that investigators should be allowed to have a sabbatical while using State funds, or if we need to spell that out so specifically.




It seems that this really speaks to a person leaving their job for illness or something like that, but the institutional sabbatical is a part of academia, and it would seem that the way this is written it would preclude investigators from taking sabbatical. It’s a minor point.  No opinion there.




Move to page six, and I actually found this to be a little --




COMMISSIONER GALVIN:  Do you want to discuss this point first?




DR. LENSCH:  I didn’t hear any discussion, so it was a minor point.  I’ll just set it aside.




COMMISSIONER GALVIN:  Let me see if I understand --




COURT REPORTER:  Could you put your microphone on, please?




COMMISSIONER GALVIN:  Continued use or reassignment, blah, blah, blah, blah, blah, prolonged absence, three or more consecutive months of the principal investigator requires prior written CSCRF authorization.




DR. CANALIS:  It does not say that you cannot take, you know, a sabbatical.  It says that you need authorization.




COMMISSIONER GALVIN:  All right.




DR. CANALIS:  So in the event that they allowed for a year probably it’s appropriate to get authorization.




DR. LENSCH:  Okay.  That sounds fine.




COMMISSIONER GALVIN:  Okay?




DR. LENSCH:  So the next page, on page six, “Move to New Institution/Withdrawal of Principal Investigator.”  So if we are considering the Awardee to be the institution, if an investigator moves from the University of Connecticut to Yale and wants to take their grant with them, does the institution have sort of a dominant role, in terms of saying it wants to keep the funding and reassign it to a new investigator, or does the principal investigator have the opportunity to take that funding to their new position?




Again, it’s a bit of an abstraction, but the Awardee, as we’ve discussed it earlier today, is the institution.  It’s not the investigator, and so it’s a little unclear to me, if a situation like that erupted, who we would go with.




MR. SALTON:  As I read this, if the principal investigator changes institutions or withdraws from the project, then the Awardee, meaning the university, the institution, has to come back to us and say Dr. Smith has left, he’s been fired, whatever, we want to continue, however, with the project, we want to continue to receive monies for the project, and here is how we’re going to proceed on a going forward basis.




We’ll bring in Dr. Jones, and here’s his credentials and everything else.  So in the first instance, the Awardee, the institution, really has to make the appeal.  It’s that the money does not follow the principal investigator.  The question is, if the principal investigator walks away, it could be that, at that point, there’s a termination of the contract, or there’s an opportunity for the institution to come back and say we want to continue going forward, even though we don’t have a principal investigator anymore, because we have a substitute that we think is adequate or better.




So, again, if the principal investigator doesn’t come in front of the institution and come to us and say I’m going to another college, I want the money to follow me, and we can then move the money to follow the principal investigator, that’s not the option.




DR. CANALIS:  Henry, that’s a big issue, and it’s going to vary whether, number one, because traditionally, even, you know, investigators take their grant funds when they move to another institution, so if you’re going to take the stance, you need to be very specific.




The other issue is it’s going to be very different whether it’s a core grant, that, you know, one would expect to stay within the institution of whether it is an independent investigator’s award, which traditionally, as I said, goes with the investigator.




So, frankly, I don’t care what position you take, but whatever you take, you need to be specific and probably should be specific by category.  Is this what the State, me, Henry, expects?  But be very explicit, because, you know, I can see two years from now it’s going to be a nightmare.




Whatever you decide is fine, but be upfront and specific for each category.




MR. SALTON:  I agree.  In looking at this thing, there’s a number of things for core facilities that there’s going to have to be some modifications.  This is not the boilerplate for the core facility contracts, obviously.




DR. CANALIS:  Be explicit.




MR. SALTON:  We may even have a different version of this for core facilities, and this would be really more the balance of the awards.




DR. CANALIS:  Because the expectations, you know, the outside world is accustomed to different ways to operate, so you need to tell them is it the State, it’s not NIH, this is what your rule is going to be.




COMMISSIONER GALVIN:  Yes, Ann?




DR. KIESSLING:  So, Henry, is it not possible for an investigator to take their grant from UConn to Yale if they can’t move this award?




MR. SALTON:  It’s possible for someone to come back to us and seek to amend the contract.  If UConn said no way and it’s our contract and we’re not willing to allow the money to go, I think that would be pretty much a dead end at that point.




DR. KIESSLING:  Okay.




MR. SALTON:  We would have to, then, make a determination that’s appropriate, and see if he wanted to amend the contract.




DR. KIESSLING:  That’s actually NIH’s stand.  I mean NIH awards an institution, and the institution can fight the investigator taking it.  Historically, they lose that fight, and the investigator takes the grant with them.  But the contract reads that the grant actually belongs to the institution.




DR. YANG:  I think Ann’s comment is really correct for the Federal funding.  The C.I. can get a request for the PI funding transfer, C.I. can inform the PI to check with their institution to their approval for transfer.  Normally, University will give PI approval, and normally inform the funding agency like the C.I.  I think for the State of Connecticut funding, only if they have to stay in Connecticut right? It cannot go out of Connecticut.  I think within Connecticut.  If PI move within Connecticut, live from UConn to Yale or Yale to UConn, our funding agency say C.I. should give the PI approval for transfer their grant support. 




COMMISSIONER GALVIN:  Okay.  We have one more thing from Dr. Lensch.




DR. LENSCH:  And this is a small thing, but I think it would be useful.  On page 16, under “Special Reporting Requirements,” it’s paragraph number 37, Section a.  It delineates the different things that we would like to see in an annual report.  




I think it would be useful under I guess it’s sentence i, where it says “summarize activity during the 12-month period then-ending,” to specifically request a list of published works, including peer review publications and abstracts, because the work that is being published out of this support is really the best way to document the progress that has happened scientifically, and to ask for that specifically here I think would be very useful for our group to keep track of what’s actually been achieved with this funding.




COMMISSIONER GALVIN:  Would you be happy if we changed that language to say proposed, actual or proposed publications?




DR. LENSCH:  Proposed publications would be a little tough.  I think that a list of published works, including peer reviewed manuscripts and abstracts, would capture everything.




COMMISSIONER GALVIN:  You got that, Mr. Wollschlager?




MR. WOLLSCHLAGER:  Yes.




COMMISSIONER GALVIN:  Good.  Thank you.




DR. WAGERS:  I was going to say you might want to include oral presentation of the data.




COMMISSIONER GALVIN:  I didn’t catch you?




DR. WAGERS:  You might want to include oral presentation of the data.




COMMISSIONER GALVIN:  Warren, you got that, and oral presentation?  Thank you.  Now it’s my understanding we are going to send this document back to the Subcommittee, and hopefully get feedback from them, or a revised document back at least a week before our next meeting, so that we will have this in our hands, and I will expect the Committee to have reviewed it prior to coming into the next meeting, so that we can look at the review and dispose of it promptly.  We have some -- yes?




DR. CANALIS:  May I add?  You know, something you do not have here is like that the IRB has reapproved this, or, you know, you have a 12-month progress report, and IRB has approved a maximum of one year.  I mean you might want to have documentation of continued IRB and ESCRO review.  You might want to be rigorous about that, that there’s documentation that this has been reviewed by both Committees and the approval is given and we have granted approval for the upcoming term.




MR. SALTON:  I think, as a follow-up to that, I would also perhaps suggest that in the event there’s some adverse action by an ESCRO or IRB that’s monitoring this, that there’s got to be some reconnect under the contract, so that we may be notified of it and could exercise our options, as far as termination or other remedies.




DR. CANALIS:  There are Federal guidelines for the FDA.  For instance, when something needs to be reported to the FDA, you could take similar guidelines, you know, and use them.  They need to be reported to the State, something, A, B, C or D is reportable.




COMMISSIONER GALVIN:  Any further comment on the document?  Do we all understand?




DR. CANALIS:  I’m warming up here.




COMMISSIONER GALVIN:  You’re just getting warmed up?




DR. CANALIS:  I’m warming up here.




COMMISSIONER GALVIN:  God bless you.  You’re starting to come to life.  The sun goes down, you start to come to life.  Interesting.  Warren?




MR. WOLLSCHLAGER:  Mr. Chair, just a couple of points of clarification.  One is to my colleagues at C.I., is that can we actually -- once these changes are made, can the full Committee actually move on this document, without having gone through the same process on this document, the Royalty Agreement, because they’re interrelated, at least that was my understanding. Perhaps not.




The second is, depending on the changes that need to get made, and that’s got to be done by the Subcommittee, which requires notice, it’s a formal public meeting, if necessary, would this body consider perhaps even trying to push that, only if necessary, push the meeting back a week, or whatever is necessary to get the job done?




COMMISSIONER GALVIN:  I’m not sure what you mean.  You mean have the meeting earlier or later?




MR. WOLLSCHLAGER:  Later.




COMMISSIONER GALVIN:  Later.  That’s pushing it forward.




MR. MANDELKERN:  Expecting to raise the ire of everybody on the Committee, I would propose that if we extend this meeting to 4:30, we can go through the Royalty Agreement.  Warren is shaking his head no.




COMMISSIONER GALVIN:  No.  I can’t stay.




MR. MANDELKERN:  Nobody has seconded it, but I think, if we stay until 4:00, we can go through the Royalty Agreement, and then next meeting we can give Warren what he wants, both agreements.




COMMISSIONER GALVIN:  Yes, Dr. Wallack?




DR. WALLACK:  I think that the conversation was very worthwhile, and I think that, if Kevin were here, he would be happy that this conversation aided the Committee process the way it did.




My observation, however, is that two things.  Number one, I anticipate that we’re going to get a reworked document at this point for the Committee.  I’m not sure exactly who is going to be distributing that, but I’m sure that you’ll work that out, Commissioner.




The second thing that I would like to do is suggest, and if you’d like for me to do it in the form of a motion, then I will, it seems to me that the Committee’s procedural processes and working arrangements can be enhanced if the Committee, itself, were enhanced. And I’m going to make a suggestion, and, again, if you’d like, I’ll put it in the form of a motion, that Professor Latham, Attorney Latham, certainly must, from my perspective, be added to the Committee, and, also, since Dr. Willie Lensch has been so involved in IP procedures in other phases of his life and other activities professionally that he has, it would seem to me that these two individuals would give to us the kind of rounding out that’s very necessary.




I would further suggest that if you were in agreement with that, that Henry somehow be involved more directly in the process of how the Committee is proceeding.  So that would be my suggestion.  If it would be more appropriate to put it in the form of a motion, I would do so.




COMMISSIONER GALVIN:  Okay, well, you’ve raised several questions, and before we get to the substance of the questions, I think what I understood Mr. Warren Wollschlager is saying is he’d like to move the time frame of the January meeting forward a week.




MR. WOLLSCHLAGER:  Actually, I had two questions, and one is the changing the time or location or date of the meeting is really dependent on the extent to which this Committee can move on the revised contract that you just went through without going through the same exercise on the Royalty Agreement.




I would, through the Chair, would like to direct that to my colleagues at C.I.  If they think that it’s not necessary to have both documents done, then we’re okay, and we don’t have to do anything with the Committee.




COMMISSIONER GALVIN:  Wait a minute.  Let’s see if we can finish one thing at a time.  I think what you’re saying is do we need to put additional time into the Royalty Agreement and consider both agreements at the same time, and you think that Nancy and Kevin should have an opinion about it, and I’d like to hear their opinion about it.




MR. CROWLEY:  I think, ultimately, because the Assistance Agreement references the Royalty Agreement, that both ultimately need to be addressed in order for you to proceed with the Assistance Agreement, which it’s really a combination of the two.




COMMISSIONER GALVIN:  So now we’re dealing with potential review of the Royalty Agreement.  Do we want to handle that internally, by e-mail, give people a chance to read their copy and comment, or where do you want to go with it?




MR. WOLLSCHLAGER:  One suggestion for deliberation by the Committee would be to sort of split the apple a little bit here and allow the Subcommittee to do two things, get together and make changes, as directed by the Committee on the first agreement, but also to continue working on the Royalty Agreement, so that that’s a more finished product for presentation, formal presentation at the next meeting.




MR. CROWLEY:  And I think that would be fine.




COMMISSIONER GALVIN:  Does that make sense to everybody?




DR. WALLACK:  I think that would be consistent with what Kevin Rakin I think anticipated, but Nancy might correct me if I’m wrong, right from the start.  I think he anticipated, frankly, reworking the document we just went over, but I think that this will give it a running start, and he certainly anticipated going over the Royalty Agreement.




But, again, it comes back to the fact, and I think we would all be more comfortable if we had a Committee that had a broader view of what this is all about, and that’s why I would endorse doing what Warren said, having it come back to the Subcommittee, but an enhanced Subcommittee.




COMMISSIONER GALVIN:  Milt, you also made a comment asking Professor Steve Latham and the good doctor to his right to join that and make it an expanded Committee.  I don’t think we need to do that formally, but I’m not sure whether Dr. Lensch’s day job and Professor Latham’s, you know, schedule will permit them to do that, nor I’m not sure whether they need to consider that before they want to commit their time and energy to it.  So I think we could add them to the Committee without going through a formalized, but I’m not sure Steve and Willie want to do that.




DR. LATHAM:  I’m happy to do it.  I have no problem with that, but I’m leaning toward my microphone for another reason, which is to give a little bit of comfort to Warren, which is looking at the highlighted bits of the latter agreement, we’ve already raised almost every issue that’s highlighted.




Willie raised the issue about whether something occurs within the term of funding, the indemnification paragraph is highlighted, the definition of the scope of the intellectual property rights at stake is what’s at issue.  All of the highlighted, at least as far as I can see, all the major highlighted points in the Royalty Agreement are the ones that we already talked about in connection with the contract, so I don’t think it’s -- I think we don’t lose anything by sending it back to the Subcommittee without talking about it among ourselves.




COMMISSIONER GALVIN:  Okay.  We have 15 minutes to go.  I cannot go beyond 4:00.  Kevin?




MR. CROWLEY:  This will be quick.  Can I just suggest that maybe the new members be participants in the meeting, but not formal members of the Committee? And my only concern, and, Henry, correct me if we can’t do this, but my only concern is making sure that we have a quorum for meetings.  Sometimes it’s difficult to schedule, especially given our tight time frame.




DR. WALLACK:  I would think that my recommendation was really based upon substantive reasons for wanting these two individuals on the Committee, and I would be more comfortable if they were, in fact, there in every regard.  I think that it’s important to have both Steve and Willie as very committed, active people on the Committee.




COMMISSIONER GALVIN:  Dr. Lensch has never failed to meet an obligation and has really exceeded everything we’ve ever asked him to do.  I’m sure that Dr. Latham will follow along in his attempt to achieve his high standard of excellence, impossible though it may be.




DR. LENSCH:  I, too, would be willing to participate, but would ask a light load, as I still owe Warren a report on cord blood.




DR. WALLACK:  And the last part of what I suggested is that somehow, and, Henry, you’ll have to work this out, that you at least be ex officio to the process, so that we have you right at the table there.  Now that goes to what Kevin said.  You don’t have to be, I don’t think, a part of the Committee, but certainly it would facilitate things to have you at least ex officio involved with the process.  I just want to get it right.




MR. SALTON:  You assume that I’m the master of my fates.  I will certainly bring back, and I think I’ve already said this, that our office would be available to the Subcommittee to confer with them in the form of advice, whether it be me or my superior, who is going to do the ultimate contract review.  I can’t say that.  




He may decide that he will be on the phone with the Committee when they have their deliberations, or he may ask me to do so, but, certainly, if the Committee says we need to get the A.G. here or on the phone with us to kick a few things around, we’ll make someone available.




Again, that’s going to be -- my boss will make that determination.




COURT REPORTER:  One moment, please.




MR. MANDELKERN:  I would suggest that if Henry cannot clear himself to do it, that we should consider urging our good counsel, Marianne Horn, to sit in and give legal guidance, because I think her guidance has been very valuable all along since we’ve started.




MS. HORN:  Thank you.  I appreciate that. I think it somewhat complicates it when it does go back to the A.G.’s office, since I don’t work for them, if I happen to take the position, that never has happened, that might not line up with something that Henry might say.




MR. SALTON:  Not since you left the office.




MS. HORN:  But I’m willing to help.




COMMISSIONER GALVIN:  Okay.  I need to get a couple of things done.  I think we’ve covered this ground in rather exhaustive detail.  I want to raise the issue about and get a consensus from the group, do we want to send someone to Australia for the International Stem Cell Meeting?




Okay.  Are there people who know that they’re going?  Okay, so, we have scientists going.




MR. MANDELKERN:  Can you send a layperson, because I would love to go.  I’ve been dying to go to Australia.




COMMISSIONER GALVIN:  I am of the opinion that it would be very beneficial for us to send Mr. Wollschlager, who really is the genius behind the whole program and has put it together.  I know that Attorney Horn has already been asked to lecture.  In order to get those two individuals, who are State employees, permission to go, I will have to approach the Chief Executive. 




That may not be approved.  There are considerable bans and feelings about people traveling, particularly traveling in a significant distance.  So if it’s the sense of the Board that I bring that issue forward, then we will have to be prepared to look for funding from other sources to get those two individuals to the trip, to do the trip to Australia.




I think it’s really critical for us to have Warren there, because he’s using these opportunities to develop funding and relationships with other states and other countries, and I think that probably Marianne is one of -- I know she is one of a probable handful of attorneys who are acquainted with the issue.




So with your permission, unless there are demurs, I will approach the executive branch and seek their opinion, but be prepared, if we really want to do this, we may have to find other fund sources.




Speaking of which, I know that Dr. Wallack had an issue that he wanted to raise about the source of the capital investment in the program.  I didn’t know if he wanted to use the 10 minutes we have left to raise the issue.




DR. WALLACK:  I would like to do that, if I might.  I’ll forego the entire rest of the funding report, other than to say that we have a template that we want to go forward with on how we can raise additional funds.  That segues to another thought, and that is that we have distributed the 20 million dollars.  




The State’s intent is that they allocate another 80 million dollars over the next eight years for embryonic stem cell research.  However, unless Henry could point out where this might not be accurate, it’s not, from my perspective and from the perspective of some other folks, absolutely clear that we’re guaranteed that we will have those other 80 million dollars.




So, basically, what I would like to ask for is some type of information about the status, number one, of the ten million dollars for the upcoming year.  I think that we should know about that. 




And then, secondly, if we can pursue a process that we can get the other 80, which the State has an intent to give us, given to us in some fashion, so that perhaps we can -- so we can be guaranteed we’d have that money.




The concern is that, for example, next year the State is going to run, this is Governor Rell’s projections, 400 to 500 million dollar deficit.  In other years, there may be other competing aspects or things going on.  The Federal government may be distributing money.




It may well be that, with all due respect, that in year six, seven or eight, there may be a problem with us getting the dollars that were promised to us.  So, therefore, if we can understand exactly for sure that we have the 10 million for this upcoming year, number one, number two, that if we can explore how we can get the guarantee to get the 80 now while we have a budget surplus, take that money, put it in an account, perhaps with C.I. overseeing it in an interest bearing note of some sort and develop a process internally, where we’ll agree to distribute 10 million dollars a year, as is our intent, everybody’s intent, but at least we’ll know that we have the money.




So that’s the two aspects, the immediate aspect, as well as the long-term aspect that I wanted to bring to the table.




COMMISSIONER GALVIN:  Okay.  Let me talk about a couple of things.  One is that my guidance has been that the budget surplus is off limits, and that the only thing that the budget surplus will be used for is debt reduction.  And many, many people cast covetous eyes on the budget surplus to fund various projects.




My guidance from the administration is that they would not release any of those funds if they are rainy day or debt reduction funds.  One of the things that I don’t think everybody realizes is that it matters where you spend it.  If you spend it out of the surplus, it still counts against the capped budget, and that’s one of the problems.




If you get 10 million dollars out of the surplus, that 10 million dollars counts against -- raises or lowers the distance between where you are and the budget cap and the --




I think any attempt to get that money would be unsuccessful.  I think that this law passed with overwhelming legislative support and was signed by the Chief Executive, who supports it strongly.  I have no inkling that someone suddenly is going to decide that we’re just not going to fund this.  We’ll fund year one and two, maybe three and four, and once you’re off to a good start, we’re going to be busy paving highways in Danielson, or getting computers for kids in school, for State police cruisers, or any one of the number of very, very worthwhile projects.




Therefore, I think we have to settle this every year.  We have to make sure that our folks that occupy this building understand what we’re doing.  There’s a whole bunch of new folks coming in this year.  They really need to get briefed or get informational briefings or written information about what we’re doing with the project.




My point of view on this is that I have every expectation that we’ll get 10 million dollars a year for the next eight years.  My realization is that we’ve got to get out and sell this every year.




We actually should be getting 10 million dollars, plus three and a half percent this year, because last year’s 10 million dollars is this year’s 10 million dollars plus a three and a half percent, 350,000 dollars in inflationary costs, probably more in medicine.  It’s probably seven percent inflationary cost.




You’ve got to sell this every year, folks, and we’re in a really good spot this year.  We’re way ahead of everybody.  We’re probably leaders in the country and among the leaders in the world, but we need to make sure that we continue to sell this and we continue to tell our individual reps, and everybody in Connecticut has one, what we’re doing with the money and where it’s going, because people forget quickly.




And we are two minutes away from our time. Are there any other comments for the general good of the order?




MR. MANDELKERN:  Yes.




COMMISSIONER GALVIN:  Yes?




MR. MANDELKERN:  I would wish everybody a happy holiday and a happy and a healthy new year and as much progress in this coming year as we accomplished in the past year.




COMMISSIONER GALVIN:  I’ll second that.  And Mr. Wollschlager?




MR. WOLLSCHLAGER:  Just we didn’t get to the report from the Strategic Planning Committee, but I just wanted to make note that we have been contacted by folks from PricewaterhouseCoopers, who under contract prepared the recent strategic plan for the California Institute for Regenerative Medicine, and they simply contacted us to see if there’s any interest for them to present either to the Subcommittee or to the full Committee on lessons learned, similar to the type of thing that we got from Foley and Lardner. 




And also make note that Mr. Tony Palari(phonetic) is with us today from PricewaterhouseCoopers, and if you haven’t seen their strategic plan for California, it’s pretty impressive, and we can make it available for members of the Committee.




COMMISSIONER GALVIN:  I think you should make that available to the members.  I also think that perhaps you should task the Strategic Planning Committee to strategically plan how we can present their information at the monthly meetings.  




DR. LANDWIRTH:  Landwirth here.  Just want to mention that the Ethic Subcommittee has also met several times and to let you know that, among other things, we’re working on, along with Marianne Horn, on the modification of the required verification of voluntary donation, a form that will make it more useable.




MS. HORN:  And to that end, there was a legal issue that came up, but I won’t get into it in any great detail about whether the law applies --




DR. LANDWIRTH:  Right.




MS. HORN:  -- that might cause a concern about other lines being used.  We requested an informal opinion from the Attorney General, which should move along more quickly, and get clarification on that issue.




DR. LANDWIRTH:  Our next meeting is on the 8th of January, and by the time we meet next, we’ll have this resolved.




COMMISSIONER GALVIN:  Is that right, Warren, the 8th?




MR. WOLLSCHLAGER:  Well that’s for the Subcommittee.  The full Committee, the calendar of meetings is listed, however, location is going to change as we now move into legislative session.




COMMISSIONER GALVIN:  If you want to change meetings in January, I will be unavailable the 18th through the 24th.  Do I have a motion to adjourn?




MR. MANDELKERN:  So moved.




COMMISSIONER GALVIN:  Seconded by these two gentlemen?  We have two seconds.  All in favor, aye?




VOICES:  Aye.




COMMISSIONER GALVIN:  Thank you, Dr. Canalis.  




(Whereupon, the meeting adjourned at 4:00 p.m.)
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