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CHAIRMAN ROBERT GALVIN:  We’ll begin.  We have a quorum.  Fortunately we have been able to maintain our $10,000,000 which should go out to the recipients shortly.  And I say, hopefully, because this is a year when different kind of things happen.  We have no indication of the biennial budget years and whether or not one or both or neither year will be funded by the General Assembly and there’s no credible information on that.




I will go to agenda item two, which has to do with the approval of the minutes from the grant review meeting and presumably we’ve all skimmed through those or read through those and I will have you take a moment if you want to refresh your memories and we’ll vote as to whether or not to accept those meetings.




DR. ANNE HISKES:  I have a correction to the minutes.




COMMISSIONER GALVIN:  Okay.




DR. HISKES:  Both David Goldhamer and I were present on March 31st.




COMMISSIONER GALVIN:  Okay.




DR. HISKES:  And the affiliation of the other attendees with UConn that should be U-C-O-N-N, not U-C-O-N.




COMMISSIONER GALVIN:  Okay.  You got it already?  Okay.  That’s been corrected.  Anything else having to do with those minutes?




MR. ROBERT MANDELKERN:  Yes.




COMMISSIONER GALVIN:  Yes Bob?




MR. MANDELKERN:  I think Charles Jennings could not have been in attendance because he has long since been gone from the Committee.




COMMISSIONER GALVIN:  Yes.




DR. HISKES:  It’s a very old list.




COMMISSIONER GALVIN:  Can we strike his name?  I think that would be good.  Okay.




MR. MYRON GENEL:  Commissioner?  May I be heard?




COMMISSIONER GALVIN:  Yes.




MR. GENEL:  I’m pleased to accept the Ph.D. but I do not have one.




COMMISSIONER GALVIN:  Oh, we forgot to tell you that we granted you one.




VOICE:  It’s a field promotion.




COMMISSIONER GALVIN:  A field promotion.




MR. GENEL:  Thank you very much.




COMMISSIONER GALVIN:  Okay.




MR. GENEL:  I have a few honoraries, but not the real stuff.




COMMISSIONER GALVIN:  Okay.  We will -- we will amend that.




DR. DAVID GOLDHAMER:  I mean, it looks like the attendee list might be last year’s list.  All (indiscernible, too far from mic.) not on the list and Charles is already making wagers about it.




COMMISSIONER GALVIN:  Yeah.  We will review the list and update that and send you an updated copy.  Okay?  And now is there anything in the body of the material, which is rather voluminous, concerning the grants that needs to be changed, amended, deleted, or otherwise revised?




DR. GERALD FISHBONE:  There was one small thing.




COMMISSIONER GALVIN:  Yes sir?




DR. FISHBONE:  On page two at the bottom, application of flavonoids and culture of human embryonic stem cells, it doesn’t mention the principle investigator.  It says, principle investigator, but the name isn’t there.




COMMISSIONER GALVIN:  Okay.  Who was the principle investigator, do we recall?




DR. HISKES:  What was the number of the grant?




COMMISSIONER GALVIN:  Yale-05.




DR. HISKES:  Cheng.




COMMISSIONER GALVIN:  Okay.  C-H-I-N-G?




DR. HISKES:  C-H-E-N-G.  I don’t have a first name, but we can get that.




COMMISSIONER GALVIN:  Okay.  That will be corrected.  Are there any other corrections?




DR. GOLDHAMER:  I have one very serious typographical error and that is that my name is spelled with two M’s and it only has one.




COMMISSIONER GALVIN:  Okay.  We will correct that.  I think that gives people a great visual.  When they see it they look in the face and they figure gold hammer.  You know?  Yeah, okay.  So that needs to -- Dr. Goldhamer’s name will need to be corrected every place it appears.




MR. MANDELKERN:  Dr. Galvin?




COMMISSIONER GALVIN:  Yes sir?




MR. MANDELKERN:  I’m wondering if there shouldn’t be in the minutes a cap sheet of all the grants cumulated on one page?  I know the press release has it, but these minutes do not have a cap sheet and I think that might be in order.




MS. MARIANNE HORN:  We can certainly do that.  We can attach the -- essentially what’s in the press release.




COMMISSIONER GALVIN:  Yeah, okay.  An amplification of what appears on pages eight and nine.




DR. ANN KIESSLING:  Perhaps a sheet of the ones that were funded?




MS. HORN:  Not all of them, right?  Just the ones that were funded?




DR. KIESSLING:  Just the ones funded.




COMMISSIONER GALVIN:  Okay.  Anything else?  So we have agreed to do is make the change about Dr. Cheng on page two to include the newspaper release information on the grants and to revise the attendee roster, which seems to be from perhaps a past year.




MS. HORN:  Yes, that’s correct.




COMMISSIONER GALVIN:  Okay?




MS. HORN:  And correct Dr. Goldhamer’s name.




COMMISSIONER GALVIN:  And we will take the -- we’ll give them back the M so we’ll have a credit of probably 15 or 18 M’s.




MR. WARREN WOLLSCHLAGER:  And we have to add a lot of N’s on UConn.




COMMISSIONER GALVIN:  Yeah, maybe we’ll trade the Goldhamer M’s for UConn N’s and see if it balances.  Okay.  So we will do all those things.  Are there any other substantive changes?




DR. MILTON WALLACK:  No substantive, but I don’t see Dr. Seemann’s name either, that has to be added.




COMMISSIONER GALVIN:  Yeah, that whole -- the roster has to be redone.  I will now entertain a motion to accept the meetings as amended with the promise that we will remove the extra M from Dr. Goldhamer and we will send a correct roster out -- a corrected roster out and a list of the press release of the approved grants.  With that in mind is there a motion to approve?




DR. FISHBONE:  So moved.




COMMISSIONER GALVIN:  And a second?




MR. MANDELKERN:  Second.




COMMISSIONER GALVIN:  All in favor indicate by saying aye?




VOICES:  Aye.




COMMISSIONER GALVIN:  Opposed?  The minutes of the 31 March meeting are accepted with the provisions as outlined.  We are now going to skip to item six, we’re going to do six and eight and then come back and Mr. Wagner will be doing two, three and four.  So item number six, Quality Assurance Activities.




MR. WOLLSCHLAGER:  Well, if I could kick that off for the Committee more broadly -- and this is Warren speaking, at a recent meeting of the states that are involved in funding stem cell research out of public dollars we had a long discussion about various strategies for conducting, auditing or quality assurance over the -- over the grantees.  And a couple of our sisters states have just initiated or are planning on initiating onsite visits to the institutions where this research goes on focusing in one case on both the science and the logistics, you know, the nuts and bolts of the award.  And in another case focusing primarily just on the nuts and bolts.




So for instance, walking into Stamford --




COMMISSIONER GALVIN:  Hang on.  Has somebody just joined us or did --




DR. STEVE LATHAM:  Yes, it’s Steve Latham.




COMMISSIONER GALVIN:  -- oh, hi Steve.




DR. LATHAM:  I’m sorry to be late.




COMMISSIONER GALVIN:  That’s alright.  Warren is talking -- we’ve skipped to item six on your agenda.  It’s captioned, Quality Assurance Activities, and Warren has just begun to speak about audits.




MR. WOLLSCHLAGER:  -- so -- and we had talked about this before.  California was the first state to actually initiate an audit program.  They look at contractual compliance as well as scientific progress.  So for instance, we had this situation if you remember with an ’06 grantee who was unable to move forward on her award and her research because failure to get a hood vent I think.  Well, that’s the kind of thing we didn’t pick up and we certainly would have picked up if we were onsite.




A common finding among another state has been that when they go out to ask -- to see the minutes from the escrow committees who have approved all their grants there’s no minutes.  These are new escrows and they haven’t gotten around to actually following procedures for an escrow.  So the state then was able to put a lot of pressure on the universities and saying this is inadequate.




We haven’t done that.  Now obviously there is an audit process we’re going to talk about later on in terms of the financials and the progress reports that are submitted six -- at the six and 12 month mark, but we haven’t yet been able to get up and running, we haven’t really made the commitment to conduct onsite audits.  The Commissioner and I had discussed briefly talking about maybe trying to get some folks who run or participate in the California model to come out and either assist us or consult with us or actually help us and there wasn’t a lot of interest from the individual scientists to come out and engage in those activities.




So I --




VOICE:  (Indiscernible, too far from mic.)




MR. WOLLSCHLAGER:  -- yeah.  I’m -- Serum (phonetic) itself was interested in working with us, but not the individual scientist.  So I just bring it up because I returned from this meeting and there was a lot of talk about, you know, what are states doing to ensure that the public dollars are actually being spent in accordance with contractual requirements and what kind of, you know, what kind of scientific results are we really getting now that we’re into year three and four.




That is a much broader topic than the specific subcategory of the Yale audit here.  Dan, were you going to talk about the Yale audit?




MR. DAN WAGNER:  I could.  I can -- well, Yale had an internal audit as required by our contract.  The original audit turned up an issue, a conflict between the two -- between our contract and the way they internally do their audit.  Yale tracked permanent equipment only over $5,000.  So that’s how their system, their accounting system and auditing system is set up.  Our contract stipulates that they track all permanent equipment over $1,000.  So this is an internal audit issue that Yale has to follow up on and provide us back a plan moving forward and how they’re going to resolve this and how they’re going to track all these items.




They had requested that maybe we can change the RFP in the contract going forward.  I’m not sure that’s the best thing or the worst thing.  That’s for the Committee to decide when we send out the next RFP in the fall, but UConn tracks everything at the $1,000 level for whatever audit -- internal audit they do, which is -- complies with our requirement completely.  So it would be up to the Committee in the next RFP and the contracting processed for the ’10 grant if we wanted to change that to allow Yale greater flexibility or if we just want them to provide us a process by which they’re going to maneuver monies around from -- and track all this.  So --




MR. WOLLSCHLAGER:  So that’s a matter for the Committee to discuss when we’re developing the next RFP, assuming that we do one?




MR. WAGNER:  -- right.




MR. WOLLSCHLAGER:  Okay.




MR. WAGNER:  But Yale will provide us with how they plan on solving it and how they plan on tracking the proper equipment going forward.




MR. WOLLSCHLAGER:  Okay.




COMMISSIONER GALVIN:  And just as a comment and a thought.  We -- I watch grants very carefully in my department.  We are a grantor to a lot of entities and I think when things were more sunny for the availability of money there was a little less attention to exactly what was being done with it and we -- when we check on some of our grants some of our grant -- our grantees are fairly liberal about how they would interpret what the money was for and some of it is very difficult, you know, we see things where office furniture is purchased or things that aren’t really germane to the grant.  I think the feeling is somehow that, well, you know, you’re giving us a grant to improve such and such or study so and so and these are all things that we have to do.  Whereas most of our grants are written a little more succinctly about this is what we want you to do and this is the population we want you to study.




So there are certainly plenty of necessity to have the grants audited because they sometimes -- I don’t think people deliberately misappropriate the money, I think they just kind of plug gaps that need to be plugged and worry about it somewhere down the line.  And I don’t know whether sometime we might want to think about sponsoring or establishing or founding a group similar to Jayco (phonetic), who goes out and inspects the hospitals and put together a team of people not necessarily excluding anybody from here, but perhaps including people from the consortium who would act as a source of audit for all programs.  Presumably with enough widespread representation that if it was -- if it was Milt or Gerry they could say, it’s a Connecticut audit, I don’t want participate in that.  We’ll have four people or three people from the rest of the body.




So we might want to think about that.  It of course would have to be funded, we can’t ask people like Willie to participate and then say, of course you have to do this on your own and pay for yourself to fly out to San Diego or out to Wisconsin.  But it might be -- it might be a model we might want to look at and see would we want to sponsor that and have it, you know, not a for profit, but certainly a break even entity.




DR. KIESSLING:  Commissioner, what -- exactly what does California do?  I mean, they go visit these places.




MR. WOLLSCHLAGER:  They go -- if I may?  They actually go to the institutions.  Each --




DR. KIESSLING:  Yeah?




MR. WOLLSCHLAGER:  -- and of course as opposed to four sites here they’ve got 20 something sites.




DR. KIESSLING:  Right.




MR. WOLLSCHLAGER:  They go in two separate teams, one team is looking at contractual compliance and the second is looking at scientific activities.  So the second group is comprised of Serum staff, full time Serum staff who are scientifically competent to conduct a peer review.




DR. KIESSLING:  And how often are they doing that?




MR. WOLLSCHLAGER:  They make sure that they hit -- their goal is to hit each grant -- they just started this, both they and New York have a goal of hitting each grantee at least once --




DR. KIESSLING:  A year?




MR. WOLLSCHLAGER:  -- no, once during the life of their project.




DR. KIESSLING:  Of the project.




MR. MANDELKERN:  Once during the life of the --




MR. WOLLSCHLAGER:  Right.  Now again, Serum is granting, you know, hundreds of awards, so it’s very complex.




MR. MANDELKERN:  -- Commissioner?




MR. WOLLSCHLAGER:  And they would be willing to come in and talk to us if we want.




COMMISSIONER GALVIN:  Yeah, I understand -- but I thought I heard you earlier say that they don’t want to do our audits though?




MR. WOLLSCHLAGER:  No, they don’t want to do our audits, but they’re willing to come and talk to us about how they do theirs.




COMMISSIONER GALVIN:  Yeah, and I think you tried to explain to me that they felt that they were somehow liable?




MR. WOLLSCHLAGER:  The scientists out there didn’t want to come in and sort of -- well, they’re State employees of Connecticut so I don’t know exactly what issues were raised by the scientists, but they weren’t interested --




CHAIRMAN GALVIN:  They’re California employees, so they --




MR. WOLLSCHLAGER:  -- yes, state employees in California.




CHAIRMAN GALVIN:  -- okay.  So I can understand that.  But -- and of course we have to have people who are adept and understand the science and the equipment and I’m sure Anne Hiskes is a very bright lady and myself could go out and we might get seriously misled.




DR. HISKES:  Well, someone holds a test tube and says there are no hests (phonetic) in here and I’d say okay.




CHAIRMAN GALVIN:  Okay.  Well, I might say the same thing.  You shove this under the microscope and said it was a something something fluorescent whatnot I might agree and so you really need subject experts and people who don’t -- I think it’s kind of unseemly to have somebody from Yale inspecting UConn and vice versa.




MR. WOLLSCHLAGER:  Now on the New York model they are not looking at scientific activity.  They are only looking at the contractual piece.  It’s easier to accomplish obviously, you don’t need the, you know, you don’t need the scientists.




DR. KIESSLING:  Much of what we’ve done here is based on other kinds of contracts that Connecticut gives out.  So if you -- if Connecticut gives out of big contract for a highway project how is that monitored?




CHAIRMAN GALVIN:  I don’t know.  We’ve had a recent scandal here where there was a contract to put drainage on and widen the interstate, 84 --




DR. KIESSLING:  Oh, this was a recent touchy subject.




CHAIRMAN GALVIN:  -- yeah, and it wasn’t done and some of the conduits led to no place.  So there was a problem with it.  Ordinarily you’d expect a clerk of the works or someone like that to come out and make sure it was alright, but it sometimes doesn’t get done that way.  I’m not sure if there is any separate funding for an agency.  I think it’s usually the public works or --




MR. GENEL:  Was there a -- Commissioner?  When the C.I. operated the Yankee programs was there an audit mechanism there?  Yankee Engineering?




MR. WAGNER:  I’m not sure.  I wasn’t around at that point.  But I can follow up on that.




MR. GENEL:  That would be the best historical example of --




VOICE:  Connecticut innovations.




MR. GENEL:  -- yeah.  And you’re not -- you’re not auditing the tobacco grants in any way, are you?




CHAIRMAN GALVIN:  The bio-medical --




MR. WOLLSCHLAGER:  The bio-medical we’ve had the exact same conversations saying that we needed to start conducting --




MR. GENEL:  Okay.  So it’s the same.




MR. WOLLSCHLAGER:  -- but many of the outstanding, you know, long standing programs in the Department the Commissioner does have staff conducting onsite audits.  It depends on what type of, you know, is it a community health center, you know what are we talking about here.




CHAIRMAN GALVIN:  Yeah.  We haven’t with the bio-medical grants, which are -- how much is that, what did we spend on that?  Three --




MR. WOLLSCHLAGER:  We just put out two and a quarter million and that’s this year.




CHAIRMAN GALVIN:  -- two and a quarter -- two and a quarter million.  Some of their projects are very detailed and very theoretical and so there really isn’t anyone in the Department who could -- I’m searching for a way to -- I’ll just say, I don’t know what they’re all about Mike, and if I read them I might get an inkling, you know, if I had a dictionary.  But I don’t know that end of the science at all so I don’t have anybody who can audit.  If it’s a community health center we give them $1,000,000 for outreach to inner city children and they spend half of it on new furniture and things like that we can -- we watch that closely.  But we don’t have a mechanism in place to do that with these other two --




MR. WOLLSCHLAGER:  Well, not for onsite, but our contract case does call for case contractors, subcontractors I guess it is, to review the annual progress report.




MR. GENEL:  That doesn’t review the annual report.




MR. WOLLSCHLAGER:  But it’s not an audit, it’s not --




MR. GENEL:  That’s not the same thing.  It would seem to me there’s enough similarity between the stem cell and those grants that you could have a similar auditing mechanism.




CHAIRMAN GALVIN:  Yeah, I think so too and if we had the wherewithal we’d actually like to put some of these activities underneath our lab director who is a Ph.D. scientist and have him become the research and development monitor.  But I’m really -- I’m hit hard over in that part of my outfit right now.  Bob, did you have a comment?




MR. MANDELKERN:  Yes.  It seems to me that we’ve had reports previous -- at previous meetings that there were some audits done on our grants because I remember specifically some nepotism about husband and wife working on the same grants and that seemed to come from a State source.




CHAIRMAN GALVIN:  I think that’s at kind of a macro level of having somebody look at the grant without getting into, you know, the science and is the grant really progressing towards where we originally thought it was going to go and so, you know, we can look at financial reports and contracts and you can see some obvious things that the money isn’t being spent or it’s being, you know, it’s going off in a different direction.  But you see if I -- one again, if I went down to look at a program I’d have to bring David with me to explain, you know -- you know, that’s not really a $10,000 machine, that’s a $20,000 machine or it’s a $2,000 machine.  Because I wouldn’t know looking at it.




DR. KIESSLING:  I mean, as long as this kind of a review would be valuable to the investigator, I mean, one of my concerns like with the young investigator that couldn’t get the hood, is that occasionally institutions take advantage of grant money and don’t provide things that institutions should provide and the investigator can’t go forward.  So it would be helpful to the science, I think it’s really worthwhile.




MR. WOLLSCHLAGER:  You see, in that case it probably would have been.




DR. KIESSLING:  Yes, it would have been very helpful.  We could have said to this department, listen, you know, this -- why that person didn’t do it was never clear to us.  It was certainly an institution dragging it’s heels.  But if it’s just one more thing for an investigator to do I don’t know.




DR. GOLDHAMER:  If I can just add something?  I think it would be very difficult on the site visit to really evaluate scientific progress above and beyond what we can learn from progress reports.  I mean, it doesn’t matter what your level of expertise is, if I go to a lab, you know, I’m not really sure what I’m looking for.  Okay, so there’s cells growing in the dish, you know, they could show me a PowerPoint presentation I suppose, but -- but scientific progress is judged based on progress reports and I just don’t see -- I understand the compliance side of things, that’s I think quite different.  But to expect to learn a great deal about scientific progress on a site visit from fellow scientists I just don’t --




DR. KIESSLING:  I mean, NIH conducts site visits.  Not so much anymore, but they used to conduct them more regularly and it was kind of a show and tell.




DR. GOLDHAMER:  -- for program projects.




DR. KIESSLING:  Yeah, and I never knew -- I never knew how much was really -- it was a show and tell day.




CHAIRMAN GALVIN:  Okay.  Yeah, it sounds like -- David, it sounds like we may need to separate out site visit from audit and by audit what do we mean?  I think by audit what we probably should mean is that within reasonable limits we know what’s going on in the project and it’s going the way it’s supposed to be and the expenditures are -- and I think maybe that process --




DR. KIESSLING:  And does the investigator have any problems?  I mean, if this was to help the investigator are you having any problems?  You know?  Does your institution still not have distilled water, or something.




MR. WOLLSCHLAGER:  I think that’s how it partly was marketed in California.  In fact, it was designed with the input of the research community.




CHAIRMAN GALVIN:  So we’re talking about the audit is not necessarily -- and David, I’m sure that all of us have been through the dog and pony show, you come in, they sit down, they give you a cup of coffee, they say this is so and so, this is so and so, those are I don’t know what kind of pancreas cells we grew from scratch and, I mean, it might be anything, you know?  And then they show you a PowerPoint and pat you on the back and say what a great guy you are and you leave, or girl you are and you leave.  That’s nice if you -- and sometimes you can get people call you off to the side and say, Dr. Goldhamer, I need the hood.  But I think maybe we should say, how do we look at the programs to make sure that they’re progressing appropriately and do we have a mechanism to -- a formal mechanism to do that?




MR. WOLLSCHLAGER:  And we do.  I mean, we get the reports and they come to this body, but you know, within existing resources C.I. and DPH look at it, we’re not, you know, we haven’t established a formal process to make sure that things are as they say.




MR. MANDELKERN:  Well, we do have in the sense a little expertise because everyone of the grants that we’ve awarded and funded has been studied by two members of the Committee originally who have a little more familiarity than the rest of the Committee.  So there is a little expertise that could be called upon within our Committee, those two people who have studied those grants that were awarded.




CHAIRMAN GALVIN:  Okay.  Well, I think we can -- a lot of this is theoretical and conceptual and I think we need to figure out what is it that would satisfy our requirement to be reasonably careful and have reasonable supervision of where this public funding goes.  I think we need to develop something to do that and I don’t think we have to invent that wheel right now, but I think it is something for us to think about.  And I think seizing on some of what David said is that suppose we go down and somebody tells us that this isn’t going very well.  I’m doing the best I can.  I have everything I need and then it turns out to be a loser?  Well, we know some of them are going to be losers and we don’t want to get into that thing about, well, we went down, you know, you had -- we gave you $200,000 two years ago and you didn’t find what you thought you were going to find.  Well, that’s not the business we should be in.




DR. HISKES:  Right.




CHAIRMAN GALVIN:  Yes Milt?




DR. WALLACK:  Bob, I don’t want to get ahead of myself on the whole issue of the onsite audits.  Taking up a little bit on what David said and what Anne eluded to, one of the things that impressed me at the meeting in Washington, and California was doing this, was that they have an entirely different overhead for doing this.  They have totally different resources than we do and I wasn’t -- I didn’t sit there -- I wasn’t impressed with the fact that we are anymore diminished at all in the process that we have.  So I don’t want the group to feel that California for example is doing so much more than we are as far as oversight goes.  I certainly don’t believe that.




And I don’t know if we can afford to go into the same kind of oversight that they’re -- they’re participating in.  Having said that, I think there are certain things that would be beneficial.  You started off the meeting Bob by eluding to what 2010 and 2011 are going to look like.  What I’d like to recommend is that we get progress reports, but we don’t get all of the research that’s being done in the state for example at the core facilities.  There’s research going on beyond what we’re funding, which I think could have a very dramatic impact on people in the state and especially the legislators.  I would suggest that we think about asking each of the core institutions to annually update us with not just the progress report on what they are doing that we’re funding, but also that any other entity of research that is occurring at that institution made possible by the core, number one.




Number two, I would also think from the standpoint of oversight, and I’m stretching this a little bit, and forgive me for doing this, but I think that in answer to 2010 and 2011 this might be worthwhile, to ask the institutions that we have funded to give us an update and an idea relative to job creation.  In other words, economic development.  So that we will have a historical perspective about from day one in 2005, five years later now, what’s your employment situation like?  Has there been any spillover in economic development maybe through cell design or whatever it may be?  And specifically, what other jobs that have been created at your institution that is an enhancement to the State economy?




CHAIRMAN GALVIN:  Yeah.  I think isn’t that what Mike Hogan did at the meeting we had over in the Legislative Offices?




VOICE:  Right.  And all three institutions did that at Stemconn.  It was really powerful to see how the jobs have come, you know, not just the individual post-doc. but also all the support staff that sort of comes with that.




DR. KIESSLING:  Are those reports --




DR. WALLACK:  Right.  But we don’t have that documented in formal fashion.  I’m suggesting we take that, because it is powerful and Warren is absolutely right, and have that as part of what we put together on an annual basis.  And I’d make the recommendation that in both instances we have that in depth and specifically outlined.




CHAIRMAN GALVIN:  I think that’s reasonable.




DR. HISKES:  An overall impact -- economic impact report.




DR. WALLACK:  Right.  Right.  Exactly.  Because that will give -- it’s important for us as a committee to know that, but I can see how that can be well utilized in our discussions with the Legislators to make sure that we have a better chance than we would otherwise possibly have in getting renewed funding going forward.




DR. HISKES:  Right.




DR. WALLACK:  There’s a multitude of reasons why this -- both of these streams of information are important.  The first stream is an example of how you leverage the dollars that the State is giving us so that the universities in fact are adding to it.  A perfect example just on the facilities.  Your institution is putting up $55,000,000 into building a facility.  Yale put $85,000,000 into building a facility.  That’s all as a result of -- and that’s the additional economic impact as well as scientific impact that our $100,000 -- $100,000,000 is creating for us.  I would like to see that documented.




CHAIRMAN GALVIN:  Okay.




DR. HISKES:  And universities are good at doing this because this is how we survive.




DR. WALLACK:  Right.  Right.  I know I’m not asking for anything out of the ordinary and that’s why I’m making that recommendation.




CHAIRMAN GALVIN:  Now can we include that information in the annual report?




VOICE:  Yes.  Warren --




MR. WOLLSCHLAGER:  Yes.  All we have to do is ask for it.  So -- and they have it already so I will --




CHAIRMAN GALVIN:  Okay.




MR. WOLLSCHLAGER:  -- you know, we’ll ask that they include that.  We’ve already asked the institutions to begin preparing, actually we gave them a deadline for submitting their information for inclusion in the annual report.  We’ll just write to them again to tell them to add some more information.




DR. KIESSLING:  If that -- if what they’ve presented at Stemconn were available I would love to see it.  I didn’t get to come to Stemconn.




MR. WOLLSCHLAGER:  Yeah, there are --




CHAIRMAN GALVIN:  Just a minute Bob.




MR. WOLLSCHLAGER:  -- we do have, what do you call it, not just transcripts, but we have audio of those presentations my understanding is.  We could follow up with you on that.




DR. WALLACK:  This will be a way for Ann and all of us to get that information.




DR. KIESSLING:  Was the audio posted anywhere?




CHAIRMAN GALVIN:  We’ll just put on a disc and mail everybody a disc.




MR. WOLLSCHLAGER:  We don’t have the -- the conference planner has it, so it hasn’t been distributed yet to me.  Milt, you haven’t seen it yet have you?




DR. WALLACK:  No.  I don’t have it.




MR. WOLLSCHLAGER:  But it’s supposed -- we were told that there’s an audio of all those sessions.  So we can get that, yes, and I’ll be happy to share it with everyone.




CHAIRMAN GALVIN:  Yeah.  I think that’s just about -- what everybody is doing now with scientific sessions is they audio record it and actually I went to one at Mass General where they send the slides out in advance and then you can buy the audio so when you get back you can just flip the slides and listen to the audio.  But we ought to be able to do that.




MR. WOLLSCHLAGER:  We can ask for the PowerPoints as well.




CHAIRMAN GALVIN:  Yes Bob?




MR. MANDELKERN:  Well, I think you know in all of the discussion about the audits and the reports we do have mechanisms in place.  We have the Legislative mandate to do an annual report if we can simply expand that or put a subcommittee to work to expand it.  I don’t see why new mechanisms are needed just as we are supposed to be reviewing six-month reports and we can look at them and see if we’re satisfied if we need anything else.  I mean, there are mechanisms in place from the law.  I think if we utilize them we’re on the best track.




CHAIRMAN GALVIN:  Yeah.  There’s no -- I don’t think there’s any problem with doing that.  I think there’s a problem with making it operational and a problem with I think we really wouldn’t want to know at the end of a time period that somebody was unable to do their work for, you know, we get back to that the omnipresent hood that wasn’t supplied or the space wasn’t right.  So I think we need to sharpen our focus a little and just to make sure that the thing is moving along.  And once again, we don’t want to get into something and say, you know, well that was a stupid idea anyway and it’s not going very well.  But -- which -- and some things are not going to go very well.




MR. WOLLSCHLAGER:  And that is all self-reported information as you know.




CHAIRMAN GALVIN:  Yeah.




MR. WOLLSCHLAGER:  Just as an old regulator, you know, I’m always a little leery of self-reporters.




CHAIRMAN GALVIN:  Okay.  Any further comment?  If not we’ll move onto item eight, Ethics and Law Subcommittee, Comments in Response to Draft NIH Guidelines.  Let me just -- I was quite distressed to hear this information when Attorney Horn shared it with me.  It’s sort of hard to look at something which we thought as opening up a wide vista of funding and now which is somehow appears to me to be more restrictive than it was before.




MS. HORN:  It could potentially be.  I’m going to just go over the draft NIH guidelines and Milt and Warren were at the IASPR last week, or a week and a half ago where two representatives from the NIH, including Story Landis (phonetic) came and spoke to the group and heard comments from the stem cell states about these draft guidelines.




DR. KIESSLING:  The stem cell states here are red, blue --




MS. HORN:  That’s right.




CHAIRMAN GALVIN:  Stem cell, yep.




MS. HORN:  Those are INCR numbers.




(Indiscernible, talking over each other.)




DR. KIESSLING: -- how many of the stem cell states are red and how many are --




VOICE:  Mostly blue.




MR. WOLLSCHLAGER:  Not a lot of red stem cell states.




MS. HORN:  Anyway, I was on the -- hello?




MR. WAGNER:  Hey, Marianne?




MS. HORN:  Yes?




MR. WAGNER:  Before this becomes an hour-long discussion I have a 2:00 o’clock appointment that I have to drop off for.  So I don’t know if we -- if you need me per se for the three quick items that I have --




CHAIRMAN GALVIN:  Yeah, let’s --




MR. WAGNER:  -- but I don’t want to hang on the telephone for another hour and a half while you guys talk about ethics.




CHAIRMAN GALVIN:  -- you don’t?  What’s the matter with you?




(Laughter)




VOICE:  You have no ethics.




CHAIRMAN GALVIN:  You have no ethics.  Okay.  Let’s --




MR. WAGNER:  I already sat through that meeting once.




CHAIRMAN GALVIN:  -- okay.  Let’s skip up to item three.  Dan, can you handle item them?




MR. WAGNER:  Yeah.  Can you tell me what it is?  I don’t have an agenda in front of me.




CHAIRMAN GALVIN:  2009 Contracts Update, approval of 09SDUCHC01 Xu rebudget.




MR. WAGNER:  Okay.




CHAIRMAN GALVIN:  Yep.




MR. WAGNER:  Okay.  So the ’09 grants are basically all set.  We’ve received escrow approval from I believe all but maybe one or two that I have to double-check, but I think we have everything in hand.  We have letters from the Commissioner.  We have the contract drawn up and I think when I return from this conference we should be able to get all the contracts out next week for the universities.  And the last one that was pending was Ren-He’s core grant and that grant was decreased in funding from his request and he has to go back and rebudget.  In speaking with him and officials at UConn they had a concern about the core funding lasting and not being able to carry things out.  So I believe they went from a three year grant, and this is in the revised budget that everybody should have received by email, they went from a three year grant to a four year grant, which -- and then they are going to draw down -- I don’t know the exact number but a very small amount the first year to cover the gap in funding kind of from the March of 2010 end of their initial grant and the second year funding, which will be June 1st of this year’s funding.




So they’re just extending their grant out.  They didn’t have any issues with changing of the scope.  They thought that they could achieve their milestones and their goals accordingly and -- but the biggest thing was with reduction of funds they wanted to draw a very little amount this year just to cover that gap between next March and next June and then kind of keep the core running for three years after that.  And then that just needs to be voted on by the Committee.




CHAIRMAN GALVIN:  Okay.  Does everybody understand?  I think Dr. Xu started out at 2.2 million?




VOICE:  2.5 million.




CHAIRMAN GALVIN:  2.5, was reduced to 1.9 and extended a year so he could build up some steam for a start up.




MR. MANDELKERN:  Two stem cell lines?




CHAIRMAN GALVIN:  Yep.




VOICE:  Three.




VOICE:  Four.




CHAIRMAN GALVIN:  Okay.  So I’m going to entertain a motion to approve -- approval of 09SCDUCHC01, Dr. Xu’s rebudgeting for a total now of $1.9 million and a four year grant instead of a three year grant.  Can I have a motion to that effect?




VOICE:  I’ll move it.




CHAIRMAN GALVIN:  And a second?




MS. HORN:  I’ll second it.




CHAIRMAN GALVIN:  Is there any discussion?  If not, all in favor indicate by saying aye?




DR. HISKES:  Aye.




CHAIRMAN GALVIN:  Opposed?  That passes.  And Dan, do you want to update -- you’ve updated us on the status of the contracts.




MR. WAGNER:  Yep.  Let’s kind of jump back to -- we’ve got activity on all the grants.  So the class of ’06 their two year date was end of -- beginning of April I believe, April 1st or end of April, so they have a lot of those grants are two year grants and those will have final reports coming in to the Committee to review.  I believe we’ve been collecting them at C.I.  I’m not sure if we have all of them, but those reports will then be assigned back to the Committee.




A number of the original Committee members that reviewed them initially have left the Committee so we’ll be trying to re-pair people up and provide as much information as we can regarding previous reports or whatever so the Committee members can evaluate their work.  And so any grants from that ’06 year are -- that have three and four year grants will be providing intern reports, intern annual reports that will have physical, technical and a lay report and those are being collected and will be disbursed out to the Committee for review.




And then the -- I think that’s it.  And then also then the ’08 grants they’re on their 18th month checkup I think.  So we have to -- I think that’s just the tip of financial --




CHAIRMAN GALVIN:  Yeah, it’s the six month physical.




MR. WAGNER:  -- position.  Right.  And those will be reviewed by C.I. and DPH and anything that’s out of the ordinary will be brought to the Committee I believe.




CHAIRMAN GALVIN:  Okay.  That’s it.  You’re all set.  You can go on to your next meeting unless you have any further comments?




MR. WAGNER:  No, that’s it.  It’s nice and sunny here in Atlanta, but hope you guys have a nice day.




CHAIRMAN GALVIN:  Alright.  Wear your sunblock.  See you later.




VOICE:  Thanks Dan.




CHAIRMAN GALVIN:  Okay.  We’re going to now revert to -- go back to item eight.




MS. HORN:  Okay.  Essentially the draft NIH guidelines in which we have an opportunity to comment by May 26th and one of the things that the people from the NIH underlined was that if we commented they were particularly looking for comments from the scientists.  They’d had a great many comments from people who were anti-stem cell and they had coordinated approach of letters from JDRF and two from scientists so far.  So they are definitely looking for some comments, but we were invited to weigh in.




So I’m just going to give you a quick overview of the new standards and the concern is that these heightened standards and the requirement for documentation of all of the new standards would make it extremely difficult, if not impossible, for the existing NIH approved presidential lines to continue to be utilized in federally funded research.




CHAIRMAN GALVIN:  Are these -- I had asked this question and I’ll ask it again or state it.  These are the Bush lines, from President Bush lines?




MS. HORN:  These are the Bush lines, yes.  Yes.  We’ve been asked to call them the Bush lines, not the Presidential lines.  So the Bush lines.




MR. MANDELKERN:  Which are basically scientifically useless, am I correct in that?




MS. HORN:  No.




CHAIRMAN GALVIN:  No.




MS. HORN:  No.




CHAIRMAN GALVIN:  No.




MS. HORN:  We argued that at one point, but they have turned out to be some of them very useful, but there’s been a lot of work that’s gone into them to purify the feeder mechanism and to -- a lot of good research has gone on using these particular lines.  Not just the NIH ones, but all of the lines that were developed prior to the 2009 NIH guidelines may have difficulty meeting these requirements but they document everything.




DR. WALLACK:  Well, there’s -- where’s Ann?




DR. KIESSLING:  Yes?




DR. WALLACK:  Ann, how many lines of -- came out of Harvard, 100 or something like that?




DR. KIESSLING:  No, no, no, no.




DR. WALLACK:  How many?




DR. KIESSLING:  They’re probably now -- I think they’re close to 30.




DR. WALLACK:  30.




DR. KIESSLING:  The first 20 are kind of restricted in use.




DR. WALLACK:  Right.




DR. KIESSLING:  But the following ones are full use.




DR. WALLACK:  Right.  So those are lines that would be impacted?




DR. KIESSLING:  Well, no.  The existing NIH lines would be impacted by these grants.




MR. MANDELKERN:  Why is that?  This first of all this is only a draft.  This isn’t final.




MS. HORN:  This is draft, but what I’m bringing to your attention is it probably would be a useful thing is the Committee is concerned about ongoing research that we submit some comments and Story Landis said, please submit them to me in a way that is not just, we don’t favor them, give me some concrete regulatory type language that we can put in there.




MR. GENEL:  So the issue here is whether -- is their parentage I presume, isn’t it?  That whether or not the appropriate consents can be documented for the use of those lines?




DR. KIESSLING:  It’s an expansion of the consent required.




MR. GENEL:  Yeah.  Which may be -- which may be very difficult, if not impossible, for some of the lines that have been used.  I mean, that’s just some other -- I mean, I think it’s fairly very simple to argue that those lines had been used for the last several years and that they should continue to be used under the circumstances that they were used and those rules -- those paretic rules should be applicable going forward, not retrospectively, that’s how I would --




DR. KIESSLING:  I’d like to make a couple of historical perspectives on this document when I saw it.




CHAIRMAN GALVIN:  Julie, I know you have a comment.




MR. JULIUS LANDWITH:  That’s okay.  No, I’m okay.




CHAIRMAN GALVIN:  Okay.




DR. KIESSLING:  So much of what seems to be in the NIH guidelines now were sort of taken from the laws that were passed in Congress during the Bush administration in the House of Representatives.  So they tried to come up with a document that was going to insult the fewest people.  They also incorporated a little bit of what went on in something called the Human Embryonic Research Panel, which was in the mid-90s.  And that panel put forward some guidelines of research that they thought could be federally funded, should be federally funded, and some research that should not be federally funded.

So it looks to me as though some very conservative group at NIH -- and I also think it’s important to remember that NIH is responsible for the Dickie-Wicker amendment.  So this is a group of people who try to satisfy Congress at -- I think that’s what they really try to do and it was actions by the NIH that caused Dickie and Wicker to put their amendment as a rider on the NIH budget.




So this is almost an historical document and unfortunately they’ve gotten 10,000 letters from people who don’t want any embryonic stem cell research.  So I think they’re looking for numbers.  So I think in addition to having the State come up with a position and Marianne draft a document I think you’ve got to have everybody possible send a letter because it’s going to be a numbers game.  We got 10,000 from people who don’t like it, we need 20,000 from people who are in favor.  Not just institutions.




MS. HORN:  And Laura Grabel (phonetic) -- Laura Grabel from Wesleyan did submit some comments specifically on the impact of not being able to use the Y cell lines that she’s using for her temporal lobe epilepsy research will have on that research.  So I think that’s very powerful and the scientists should certainly be encouraged to submit that kind of information.




VOICE:  Letters to who?




DR. KIESSLING:  There’s a mechanism for submitting this.  It’s online.




MS. HORN:  I have it.  I’ll give it to you after the meeting.




DR. KIESSLING:  Yeah.  You upload your letter, it’s an online submission.  And if it’s -- because it’s a government online submission you need to give yourself a day or two buffer.




MR. MANDELKERN:  There are many guidelines on websites.  The information from my organization that aside from the specific science the general letters are running 90 percent against embryonic stem cell research.  So the organizations that I’ve worked with are generating general letters in support of embryonic stem cell research.  If you get into the Dickie amendment and the Bush lines and the Melton (phonetic) lines, you can’t convince anybody.  You have to I think take the stand pro embryonic stem cell research and work out the scientifically sound and the ethically sound guidelines for it.




DR. KIESSLING:  Right.  That’s right.  That’s what Marianne is trying to do.




CHAIRMAN GALVIN:  Yeah.  And I think that, you know, it’s my understanding that whole congregations of religiously oriented people are hearing from the pulpit about this is bad, wrong, and the killing of human beings, and to write a letter.  And that’s -- so thousands of letters are going to go forth from people who have a point of view which is different from ours.




DR. KIESSLING:  This is the debate that was held in England 20 years ago that we haven’t had yet.  So now we’re going to have it.




CHAIRMAN GALVIN:  Yep.  Yep.




MR. WOLLSCHLAGER:  And again, just 11 days ago they had only heard from two scientists, two individual scientists.




MR. GENEL:  What’s the deadline?




DR. LATHAM:  Well, they’re also hearing Warren from NAS and from ISSCR and other groups of scientists?




MR. WOLLSCHLAGER:  Yes.  ISSCR has -- I don’t know if they formally submitted, they certainly drafted and have stuff up on their website.  NAS I’m sure is doing the same.  He IASCR also has information, our State organization has info. on our website as well.




DR. KIESSLING:  Steve, it turns out --




DR. LATHAM:  Was that submitted?




DR. KIESSLING:  -- Steve, it turns out it’s going to be a numbers game is the problem.




MR. WOLLSCHLAGER:  Yes.




VOICE:  Yeah, it’s not the organization, it’s the numbers.




DR. KIESSLING:  It’s the numbers.




CHAIRMAN GALVIN:  It’s the numbers.  So if they get 100 from an eminent scientist and 15,000 from people who have a different point of view the 15,000 will carry the day.




DR. KIESSLING:  Well, it’s going to be a bean counter in NIH.




CHAIRMAN GALVIN:  Yep.




DR. WALLACK:  Bob, to give you an idea, 10 days ago of the 7,000 at that point submissions 700 were from JDRF.  Those obviously were all positive.




CHAIRMAN GALVIN:  Yep.




DR. WALLACK:  JDRF even though they had submitted the most responses they’re going to go out and really initiate even a greater desire for responses.  That’s the kind of thing Ann on an individual basis that Ann is talking about.  So it’s the institutional responses and the weighting of every name that is being sent in.




CHAIRMAN GALVIN:  Yep.




DR. KIESSLING:  We will -- no, we learned this the other day because Harvard was drafting a letter for Harvard and somebody came in and said, you’re only sending one letter?




CHAIRMAN GALVIN:  Yeah.  Which should be enough.




DR. KIESSLING:  Yes, but it’s not.




CHAIRMAN GALVIN:  Julie?




DR. LANDWITH:  I just have a question about these large numbers of comments that were coming in from people who are opposed to stem cell research.  Why would they be in favor of these guidelines if they’re opposed to stem cell research?




CHAIRMAN GALVIN:  The guidelines were very restrictive.




DR. LANDWITH:  I understand that, but that still leaves them with stem cell research.




DR. KIESSLING:  I don’t think they’re necessarily in favor of these guidelines.




CHAIRMAN GALVIN:  Oh, they’re not.  No.




DR. KIESSLING:  I think they’re just opposed to all -- they don’t want these guidelines.




DR. LANDWITH:  Then it’s really not a comment about the guidelines.




DR. KIESSLING:  It’s a comment about government funding of stem cell research.




MS. HORN:  They are taking -- they are taking a look from what I understand at whether there’s public support for other kinds of stem cell research and they have decided that there’s not public support for parthenogenic research or for SCNT and so if they are hearing that there’s not support for that and furthermore there’s no support for any kind of embryonic stem cell research that’s the kind of thing that they are paying attention to.  Not that they will not do guidelines of some sort, but it’s certainly not going to encourage them to look at mechanisms to allow pre-existing lines to be utilized.  They’d be just as happy to set stem cell research back.




DR. WALLACK:  Picking up on what Marianne just said, so there’s really four areas I think, not just one area.  So Marianne, you brought up the -- you led the discussion with the oversight -- with the grandfathering --




MS. HORN:  Yes.




DR. WALLACK:  -- with the grandfathering thing.  And our responses have to be that we need to have the grandfathering more appropriately incorporated into what’s going on now and that’s a problem as I understand it, correct me if I’m wrong, because a lot of those lines don’t meet up with some of the guidelines that are in place for authenticating the consent process.




MS. HORN:  Correct.




DR. WALLACK:  So that some of the research and some of the articles would be called into dispute, number one.  The second thing is as it was just mentioned, there’s research going on in the country right now in a number of institutions having to do with parthenogenic lines.  We have to get that reinstated.  That can be reinstated from what we were led to believe but they need to get a response from us in our letters asking for the reinstatement.




The two other areas, the somatic cell lines, we should write about but we’re told that we can’t anticipate seeing that turned around now.  Now at least.  And the Shamira (phonetic) lines, the Shamira lines that’s very problematic in any event.




MS. HORN:  But I don’t think that’s -- the Shamira piece is not inconsistent with what’s in place now under the NAS guidelines.  But the other issue I think that was brought up at the IASCR is the establishment by NIH of a registry of these lines so that we’re not all separately going through trying to assess whether these lines are useful or ethically derived or whatever, if they’re on that NIH registry then they can be used.  So there were those four areas that I would recommend that we draft something around.




We did meet with the Ethics Committee.  We have a little lack of meeting of minds in terms of what that mechanism would be and with some members wanting to have a much more detailed list of criteria that some -- that would be used to assess lines that were developed before 2009.  And I had proposed a system where we would look at the acceptably derived system that is in place in Connecticut and California and under the NAS guidelines where you have an IRB essentially making a decision about whether these lines met the standards that were placed at the time, that they had informed consent, that there was no inducement, and that the research was legal in the jurisdiction that it was -- where it was developed.




So that is -- that is a model.  I don’t know what the NIH would do with that and I would be interested --




MR. WOLLSCHLAGER:  And that’s our current -- that’s our current requirement?




MS. HORN:  -- yes.




CHAIRMAN GALVIN:  Bob, did you have a comment?




MR. MANDELKERN:  Well, I’ve been reading all I can as a lay person and I frankly get lost between the past and the present.  What I don’t get lost in is that public polls for the last eight to nine years have shown two to one majorities in favor of embryonic stem cell research.  Why doesn’t the NAH be told, take your head out of the sand?  What are we arguing about Melton (phonetic) lines and Bush lines?  The public supported embryonic stem cell research by margins of two to one in all polls from 2002 to date.




What’s happened is those who opposed it originally still oppose it and they vow to organize this.  And in NAH with it’s brilliant science should be able to realize that and it should be told.




DR. WALLACK:  Bob, we were told that the answer to that is that there might be, I’m not saying there is, I don’t want to be quoted as saying that there is, but there might be a political consideration in back of why they’re drawing the guidelines the way they are.  Now you can take that -- let me finish, you can interpret what I just said in any way and you can take issue with that.  However, I’m only suggesting that, and I didn’t say they are, but I’m only suggesting that there might be political reason for them wanting to go in a certain direction.




MR. MANDELKERN:  Of course -- if I may respond?




CHAIRMAN GALVIN:  Yep.




MR. MANDELKERN:  There’s politics in every one of these decisions.  That’s nothing new.  But to bend to the will of one politic to the other it should be called to their attention what the will not only of the people, but of the House of Representatives and the Senate on two separate occasions overwhelmingly voted and was vetoed.  Why should that minority point of view now prevail in the NIH?  I don’t understand it.




DR. WALLACK:  Bob, we’re all on your team.  The only thing is that there are some critical issues that have to be done within -- by May 26th.




MR. MANDELKERN:  I know that.




DR. WALLACK:  And philosophically so you take out -- Ann mentioned Dickie-Wicker before, if you really want to get down to brass tacks on this thing you’ve got to rescind, override Dickie-Wicker.




DR. KIESSLING:  That’s not going to happen this year.




DR. WALLACK:  That’s going to be a totally different argument and that’s where the response to you is going to be very meaningful.  We’ve got to get rid of Dickie-Wicker.  That’s not going to happen before May 26th.




MR. MANDELKERN:  No, it’s not.  But also it should be pointed out that a Republican dominated Legislature followed by a Democratic dominated Legislature passed overwhelmingly legislation that was vetoed by a minority point of view.  NIH, which is now not minority should be told and with some passion, not with this Whickie -- I know the Dickie thing, but they did pass the legislation in spite of it.




VOICE:  We don’t disagree.




MR. MANDELKERN:  So I don’t think we should be winding down into these details because we’ll get lost.  The 90 percent response is not on detail, it’s on basic objection to the most valuable research that we have, which is the gold standard for embryonic -- and the NIH should be told that outright.




VOICE:  Yes, I agree.




DR. GOLDHAMER:  The most surprising and ironic aspect of these guidelines to me is the fact that the Bush lines now go off the table for federal funding.  This is really unbelievable.  I mean, my head is still spinning.




MR. WOLLSCHLAGER:  When Joe Palco (phonetic) was there he used the exact same word, he said, how ironic is this?




DR. GOLDHAMER:  It’s just amazing.  I don’t know if anyone knows the answer to this, but how far short do the H-1 and H-9 lines fall for instance in terms of living up to a standard informed consent that it’s now on the table?




DR. KIESSLING:  The big picture answer to what you’re saying is that these guidelines are operating under the presumption that the only thing, the only stem cell lines that can be federally funded come from embryos that were destined for reproductive purposes.  It is overwhelmingly concerned about the concept of creating an embryo for research purposes.




CHAIRMAN GALVIN:  I understand.




DR. KIESSLING:  Now they’ve used the term embryo way too broadly, so now a paratheno is an embryo.  So that’s one of the big problems.  But if you simply removed from this document concern about not creating an embryo for research purposes then you go back to where you were.  We go back to the guidelines that the NAS had.  You go back to some kind of standard logical guidelines.  So someone who wrote this, and I’ve got to keep reminding you, NIH is responsible for the Dickie-Wicker amendment.  It was their actions that caused Dickie and Wicker to put a ban on the appropriations.  It was really stupid.  And so whoever did this is now gone over backwards to not offend anyone who does not want to create an embryo.  So all of the consenting -- the new consenting language in here is designed to make sure that people were -- have other alternatives for their embryos.  If you get rid of that then you’re back where you were.  Although not all of the NIH approved lines still pass muster.




VOICE:  The most frequently used ones --




MR. MANDELKERN:  Point of information.  Are you talking about the IPS lines and SCNT lines?




DR. KIESSLING:  No.  No.




MR. MANDELKERN:  What are you talking about?




DR. KIESSLING:  We’re talking about -- no.  So these guidelines Bob have taken to heart the concept that Congress is not going to pass legislation to support research on embryonic stem cell lines derived from anything that was made specifically for research.  It has to be only leftover fertility products.  So that’s a very conservative view and that language is what makes all of the prior lines not -- not in compliance.




DR. LATHAM:  It’s more than just that language that makes some of the prior lines noncompliant.  There’s some of the specific informed consent requirements that don’t --




DR. KIESSLING:  Yeah, but it’s all about reproduction Steve.




DR. HISKES:  But Wisconsin’s embryos were originally created for reproductive purposes.




DR. KIESSLING:  Yes.




DR. HISKES:  And they’re the best informed consents available of the NIH lines.  And they don’t meet the requirements of -- you have to show documentation that for example all options pertaining to use of embryos is no longer needed for reproductive purposes were explained.  None of the informed consents from that era, none of the informed consents until the 2005 NAS guidelines say in writing on their informed consent checklist, and you have the options of donating your embryos for reproduction to another couple, you have the options of continuing in storage, you have the option of donating to this research project, or some other research project, or they may be disposed of.  No informed consents have that as a bullet point.




DR. LATHAM:  And it’s worse even at that because they also want documentation that the clinic had a policy of informing people of that stuff in writing.




DR. HISKES:  Right.  And then you have to have documentation of how the informed consent was obtained, that there was no connection between the researcher conducting the project and the clinic at which the fertility treatments were offered or the people providing the, you know, the information.  So nobody has this in writing before we all became aware of this through the 2005 NAS guidelines.  So these are even more conservative in some sense than the 2005 NAS guidelines.  They just raised them to a new level and so even the Y cell lines don’t qualify.  So I think our immediate goal is to come up with language that at least saves the Wisconsin lines and allows for other consent processes such as those conducted in Sweden where there’s a dialogue and, you know, yes, this information is conveyed, but we don’t have written documentation.  We don’t have a --




DR. GOLDHAMER:  So it seems like there might be a number of lines that conform perhaps to the spirit of what’s in here, but none will conform to the letter of --




DR. HISKES:  -- that’s right.




MS. HORN:  That’s right.  And through the IRB approval process, which isn’t our acceptably derived that kind of process is approved by an IRB and they look at how the informed consent was obtained.  They look not just at the letter of the consent form, but the informed consent process and you have an opportunity to ask more about how the information was obtained at the time.




DR. HISKES:  I have a question Marianne.  To what extent are embryo donations always overseen by an IRB?  Where the Bresegen (phonetic) lines for example, which are the most questionable of the Bush lines, were they -- revokes consent overseen by an IRB?




DR. KIESSLING:  No.  No.




MS. HORN:  No.  And I think that this would -- this approach would not allow every NIH approved of Bush line in because there clearly are some that maybe we should not be using.  And as I did a little chart of what we’re using here in the state and I’ve looked at California’s mostly it’s some Harvard lines and Y cell lines and a few others that are not --




DR. HISKES:  Carol Linska (phonetic) for example.




MS. HORN:  -- Carol Linska, that are not as ethically challenged.  So we would have to put this process out and then have the assessment done.  We don’t know going in that it’s going to save all of them.  The only thing that would save all of them would be to say we want to have them grandfathered, period.  You funded them, we relied on that, you pulled the funding, that’s not ethical and that’s the only thing that’s going to save all of them.




CHAIRMAN GALVIN:  Again, I have little problem with that because one of our selling points was that these old lines are potentially polluted by or include genetic material, which may have been inadvertently introduced, and gathered together which I used and so forth and they’re old and they don’t grow very fast.  Now we’re turning around and saying, oh, but we really need these.




MS. HORN:  Well, it would be wonderful to have new things to work from that would be federally funded.




CHAIRMAN GALVIN:  Yeah.




MS. HORN:  But given the fact that they only had federal funding for these lines I think scientists did a pretty good job of cleaning up some of the problems and Story Landis did comment that it’s little ironic that now everybody’s clamoring for these lines that they did not want for years.




CHAIRMAN GALVIN:  Are you going to undo the research that’s already been done?




MS. HORN:  Right, right, right.




CHAIRMAN GALVIN:  I mean, that’s --




DR. HISKES:  But I like your middle ground proposal.  They must have, you know, IRB oversight before consent and that would rule out the more problematic Bush lines but allow the ones that are -- the predominant ones under Ustal.




DR. GOLDHAMER:  I agree.  I think that --




CHAIRMAN GALVIN:  Gerry, did you --




DR. FISHBONE:  I had just a couple of questions.




CHAIRMAN GALVIN:  -- yeah.  Gerry, I’m going to ask you to chair the meeting for a while.  I have to -- we have a financial call I need to make with the Governor.




DR. FISHBONE:  Okay.  Can I ask myself questions?




CHAIRMAN GALVIN:  You can ask yourself a question and you can even answer it to yourself.  You know?  I mean, who would give you a more salubrious answer than yourself?




(Laughter)




DR. FISHBONE:  I wanted to ask Marianne a couple of questions.  Number one, do the federal -- the NIH guidelines apply only to federal funding?




MS. HORN:  Yes.




DR. FISHBONE:  So they would not effect what we are doing?




MS. HORN:  No.




DR. FISHBONE:  Okay.  The second question was would it be possible that -- there seem to be a couple of you have a real handle on what we need to get across, would it be possible for you to perhaps put together a few cogent comments that you would like us to include in a letter that we send?  Otherwise we’re going to be all over the place not really knowing what we’re asking for.




MS. HORN:  Sure.  I don’t have a signoff from my committee, but nonetheless I have put together a draft.




DR. FISHBONE:  Just happen to have it?




MS. HORN:  I just happen to have a draft --




VOICE:  Just happen to have one.




MS. HORN:  -- and so nobody’s had a chance to look at it.  Keeping in mind if we are going to comment it would need to be done by Tuesday morning and we are off -- mandated to have a vacation day or a furlough day Friday.




DR. FISHBONE:  Tuesday?




MS. HORN:  This next Tuesday.




DR. HISKES:  Yeah.  This is an emergency.  You need to do this tomorrow.  When we leave here or tomorrow because -- yeah, State employees are off Friday, the first holiday --




MS. HORN:  It’s not that Warren and I don’t love being --




DR. FISHBONE:  Wait.  Anne and Marianne, why can’t we sent it directly to NIH?




DR. HISKES:  -- you should.  You should.




DR. FISHBONE:  I think we should do that.




MS. HORN:  There’s a site that you have to upload it.




DR. FISHBONE:  Right.  I know.  Yes, I have that.




MS. HORN:  Right.  But it has to be done quickly.




DR. HISKES:  But if we’re going to organize state of the UConn people it needs to be done today or tomorrow.




DR. FISHBONE:  Right.  But we can all do it even Saturday, correct?




DR. HISKES:  And eventually, that’s right, in the privacy of your own computer.




DR. FISHBONE:  Okay.




(Indiscernible, multiple voices.)




MR. GENEL:  Well, this is a draft that would be submitted over the advisory committee.




MS. HORN:  That’s correct.




MR. GENEL:  You know, the thing is that we use this --




COURT REPORTER:  I’m sorry.  You have to speak into the microphone.




MR. GENEL:  -- my point is that this draft is for submission on behalf of the Committee.




MS. HORN:  Correct.




MR. GENEL:  So what you’re suggesting is that as individuals we use this as a template --




VOICE:  Right.  Exactly.




MR. GENEL:  -- but not necessarily replicate it explicitly.




DR. WALLACK:  As a matter of fact, I know in my letter it’s going to talk more -- it’s in the add  parthenogenesis.  It’s going to elude to --




DR. KIESSLING:  But to do that you could tell them that all they need to do specifically is eliminate Section 4B, get rid of the paragraph.




DR. WALLACK:  -- which prohibits it.  Right.  Correct.




MS. HORN:  I can add that to this.




MR. WOLLSCHLAGER:  That’s good.  That’s what they’re looking for.  That kind of --




VOICE:  Yeah, just eliminate that paragraph.




MR. WOLLSCHLAGER:  -- concrete regulatory --




(Indiscernible, multiple voices.)




MR. MANDELKERN:  4B in their draft?




DR. KIESSLING:  Yes.  4B, other non-allowable research.  They need to eliminate 4B.




MS. HORN:  I’ll just walk you though this and --




VOICE:  It doesn’t say for IPS.  It doesn’t say anything -- specifically mention IPS.  It doesn’t mention it, it’s implied.




VOICE:  No, IPS is not --




VOICE:  They’re fine with that.




VOICE:  -- yeah, they’re fine with that.




VOICE:  They like IPS.




VOICE:  I know.  That’s why they’re --




MS. HORN:  So this document talks --




VOICE:  -- it might not give out much (indiscernible, too far from mic.)




MS. HORN:  -- four areas of comments.  One is to establish a process for, for lack of a better word, assessing and allowing the use of derivation -- donation and derivation of earlier lines provided they were consistent with standards of acceptable derivation.  It goes and asks NIH to develop a registry or database of NIH approved lines.  It asks NIH to permit the use of parthenogenic cell lines provided they meet core standards for ethical derivation and provide with the support of research on cell lines developed from somatic cell nuclear transfer technique.  Those just speak to the importance of those two particular forms of stem cell line development.




DR. FISHBONE:  Do you think we need to put all of the supportive data or just say, this is what we feel should be done, and give the headlines, you know, the four things?  Because they only count them anyway, don’t they?  They only count the number of items?




MR. WOLLSCHLAGER:  No, they do have to respond to the topics that are raised.




DR. FISHBONE:  Yeah.  So do you think we should -- we should send this whole thing?




MR. WOLLSCHLAGER:  I do.  Yes.




DR. FISHBONE:  Okay.




MR. WOLLSCHLAGER:  Maybe even more.  But at a minimum it could be the core --




MS. HORN:  And at the heart of the acceptably derived model --




(Discussion off the record.)




MS. HORN:  -- so the first comment under acceptable derivation relies on an IRB or equivalent body to do the review of the informed consent.




MR. WOLLSCHLAGER:  I’m sorry.  I can’t hear Milt.  We’re just trying to get approval on these.  I know you guys are helping us, but I -- on our side of the table we can’t hear what Marianne is saying.




MR. GENEL:  Well, that could be an Ethics Committee just as well.




MS. HORN:  Yes.  The reason for the IRB is that IRBs are used to looking at informed consent, they’re used to looking at beyond the actual consent form and examining into how the informed consent was obtained. An option here would be to just say go ahead and grandfather all of the NIH lines, but I’m hearing from the Commissioner that he would not be comfortable with that position.




DR. WALLACK:  But we can write that Mike.




MR. GENEL:  Yeah.  Right.  I mean, you’re talking about a committee decision?




DR. WALLACK:  Right.  Right.




MS. HORN:  For the folks on the phone I’m sorry, I don’t have a copy for you.  I can send this out electronically to everybody and if there are --




DR. KIESSLING:  You did, didn’t you?




MS. HORN:  -- no.  I sent the ethics version out.




DR. HISKES:  Ethics Law Committee.




MR. WAGNER:  Yes, please do.




MS. HORN:  I will.




MR. GENEL:  Well, you do say verification by an IRB or equivalent body, which is fine.  I mean, I’m okay with that.




MS. HORN:  Okay.  Good.  And the reason for that is that this would -- we have a lot of international lines as well that will have a lot of trouble meeting the new NIH guidelines.  Swedish, Canadian, U.K., and this acceptably derived process will allow the NIH to look at those lines as well.  Otherwise we’re going to become very isolated in terms of being able to share research and this is just what the IASCR was put into place to avoid.  So we’re taking some of that energy and trying to get them to -- it’s fine if they want to something really stringent going forward that’s great, but don’t wipe out all of the years of research beforehand.




DR. HISKES:  So as far as grandfathering goes there might be a question grandfathering of what?  Any lines before the NIH guidelines are adopted or grandfathering of the Bush lines?  And I would certainly be completely opposed to just grandfathering in any lines --




VOICE:  Right.




DR. HISKES:  -- obtained before the NIH guidelines.  And the advantage of Marianne’s draft as opposed to a simple just grandfather clause is that this sets out ethical principles, which is good.  If you say just grandfather, that’s just a pragmatic approach.  It’s not a principled approach and that would have less weight than a principled approach.




MS. HORN:  (Indiscernible) I was told today.




DR. HISKES:  Not (indiscernible) of ethics necessarily, just pragmatic.




DR. FISHBONE:  Do we need a motion on your draft?




MS. HORN:  That would be lovely.




MR. WOLLSCHLAGER:  Well, I guess we’re looking still to provide people the opportunity to give you feedback, but as -- I don’t know who said it, Anne or somebody, it’s an emergency.  I mean, we’ve got to get --




DR. HISKES:  Right.  I think it is an emergency.




MR. WOLLSCHLAGER:  -- we’ve got to get this stuff -- if we’re going to do it we’ve got -- we got to have a motion that says, yeah, we’re okay with those concepts and everyone has a day to comment or something like that.




DR. FISHBONE:  Right.  And we could send this out as the words or recommendation of our subcommittee, our committee.




MR. WOLLSCHLAGER:  That’s the intent.




MS. HORN:  And if individuals want to use it please feel free.  I have borrowed liberally from California, from the IASCR.  There’s no such thing as plagiarism in terms of this.




MR. GENEL:  I’d like to move that this be -- that we adopt this as an official position and statement on behalf of the Advisory Committee.




VOICE:  Second.




DR. FISHBONE:  All those in favor say aye?




VOICES:  Aye.




DR. FISHBONE:  All those opposed?




MR. WOLLSCHLAGER:  Do we have discussion?




DR. FISHBONE:  Do you want discussion?




MR. WOLLSCHLAGER:  I’m not on the Committee, but I mean, again, just to point -- you were supposed to give people a day so they could give back some comments.




DR. HISKES:  No, but this is a position, this isn’t --




MR. WOLLSCHLAGER:  Well, you’re just saying as a position?




DR. HISKES:  -- yeah.




MR. WOLLSCHLAGER:  Okay.




DR. FISHBONE:  As a position paper, yeah.




MR. GENEL:  Yeah.  Maybe -- we’ve adopted this.  May I also suggest that there be a public release?  That this be released as an official position of this Committee to --




DR. KIESSLING:  Well, I think Marianne is looking to fine tune it.




MS. HORN:  Yes.




DR. KIESSLING:  She wants to fine-tune it a little bit.




DR. WALLACK:  I don’t think -- I don’t think we want to do that.  Because I think that it’s one thing to be in conversation with NIH, but to put this out in the public about the difference or the view dispute I’m not so sure that I want to have that in the public eye.




MR. WOLLSCHLAGER:  What the IASCR is going to do?  Milt, I don’t think you know this, because we didn’t talk about this at the meeting.  Is we’re trying to collect comments from leading research institutions and organizations, such as ISSCR and so -- but, you know, such as Harvard as well as draft some individual researchers and then list it on our own website but also then publish the fact that leading research institutions throughout America and perhaps Europe are saying pretty much all the same thing.  And just try to actually get that published.  It won’t be in time for the end of the comment period, but --




MR. GENEL:  Well, that’s okay.  It’s not a matter -- the comment period is simply a regulatory process and all I’m saying is I think that --




MR. MANDELKERN:  (Indiscernible, too far from mic.)




MR. WOLLSCHLAGER:  Right.




MR. GENEL:  -- no, no, but I mean, there’s a federal process of how they’d respond to -- if it’s published in the federal register there’ll be a period of time when they regurgitate and review this and then they will respond.  The response will probably note that X number of responses were received and X number opposed and so forth and then make some -- and then -- and then use that as they wish to amend it.  In point of fact, if there are as many comments as they are they’re probably free to amend these anyway they wish.




DR. KIESSLING:  Yeah, that’s the concern.




MR. WOLLSCHLAGER:  Or maybe the whole --




MR. GENEL:  Yeah.




DR. KIESSLING:  This is clearly -- there’s no director of the NIH.  This guy who is doing this is an acting director.  He wants nothing to do with this.




MR. GENEL:  Yeah.  So -- but I think -- that’s why I think there ought to be some way of stating publicly if it’s got to be done through the NAS and IASCR it’s even better.




MR. WOLLSCHLAGER:  Yeah.  We want to be able to get --




MR. GENEL:  I’m comfortable doing it that way.




VOICE:  That’s okay.




DR. FISHBONE:  Now what we’re trying to do is to see if in the next few days we can have something sent out.




MS. HORN:  Yes.  If you can get me comments on this we’ll -- the motion is to go forward pretty much as is, but allow a little fine-tuning.




DR. FISHBONE:  Yeah.  Would you fine tune it and then email to everybody so that we can just send it on?




DR. HISKES:  Marianne?  Do I have your --




MR. GENEL:  The final comments you mean?  Yeah.




MR. MANDELKERN:  The motion that this statement should be forwarded to the NIH, was that part of your motion?




VOICE:  Not yet.




MR. GENEL:  That’s what we approved I thought?




DR. FISHBONE:  We’re modifying it slightly to say that after a little retooling and we send out to everybody and then you could forward that retooled statement to the NIH.




MR. GENEL:  I think this is fine as it is.  I mean, you can fine-tune it if you want to --




MR. WOLLSCHLAGER:  Some members haven’t seen it.




MR. GENEL:  -- well, I mean --




DR. HISKES:  I’d like to make two points.  One point is that there was not unanimous agreement on the advisory committee of the ethics and law.  Some of us thought there should be some language specific to human embryonic stem cell research such as donors should be aware that the embryo will not survive the derivation process.  So it would be inaccurate to portray this as universally assented to by the subcommittee.




And secondly, Marianne, do I have or we have your permission to take bits and pieces as we desire and mobilize a effort of individual responses?




MS. HORN:  Absolutely.  Absolutely.  That was really why we got the subcommittee together to get everybody’s opinion, but to put a template together that could be used.  And I think the more times the NIH hears a similar message but not identical --




DR. HISKES:  Right.  Take pieces and put it in your own words.




MR. WOLLSCHLAGER:  We’ll send it out as well to folks like Rene and Hiphen (phonetic) and Mark, you know, a final product saying, feel free to cut and pasts to individual research loads.




DR. HISKES:  Right.




DR. WALLACK:  There’s just one thing here.  I know I don’t have to say this, but I’m going to say it anyway and that is that I hope we don’t get too tied up with making this a difficult process and having to report back to anybody.  The critical thing here, let’s not lose sight of it, is that we write a letter.  That’s all it amounts to.  Don’t worry about the technicality or the appropriateness of how we use any of these documents, this or anything else.  Just get a letter out and get it recorded.  That’s all that matters.




MR. MANDELKERN:  Marianne?




MS. HORN:  Yes?




MR. MANDELKERN:  One thing I just wanted to add that on the Parkinson Action Network website there is a letter on this issue in lay language, which some people may feel more comfortable pointing people towards.  Secondly, in spite of what Dr. Genel has said I understood that the executive order that was issued by the President in early March said that the NAH had to have guidelines in place by mid-July.  And the fact that they put out these drafts very early is a commendation to them, because they jumpstarted the whole process.  But they -- I believe if I read the executive order these all have to be finalized by mid-July so that you can’t take, you know, maybe if we have to act on it we have to do what we wasn’t to do.




DR. WALLACK:  But Bob, they will not receive any more comments from the general public after May 26th.




MR. MANDELKERN:  May 26th.  I’m quite aware -- thank you.




MR. GENEL:  I have the executive order here and you’re correct, that is correct.




DR. KIESSLING:  So Marianne?  The heart of this is seven, A through I, right?  That is the guideline?




MS. HORN:  You have California?




DR. KIESSLING:  No, no, no, no, this is the draft -- the draft guidelines?




MS. HORN:  Yes, yes, yes.




DR. KIESSLING:  So part of the problem is paragraph seven A through I?




MS. HORN:  Yes.




DR. KIESSLING:  Has there been -- has anybody made an attempt to just rewrite that paragraph?  Because that’s what I’ve been trying to do and I can’t remember how much, I mean, if they just get -- all they have to do to these guidelines essentially is get rid of paragraph four, subsection B, if they just get rid of that then partheno and somatic cells are fine.  And rewrite seven so that it’s reasonable.




VOICE:  What is seven?




DR. KIESSLING:  Seven is the written informed consent part and it’s got eight things they want to have written in this informed consent and that’s what makes the existing lines not eligible.  So if that were simply either eliminated and replaced with some simple language, the rest of the guidelines are kind of wordy but they’re harmless.




VOICE:  Right.




DR. LANDWITH:  Well, that’s the whole crux of it though, right?  If you did say it had been IRB approved without any definition then that’s what you’ve got.




DR. KIESSLING:  Right.  All you really need to do is redo seven --




DR. LANDWITH:  That’s the whole point of what this is for.




DR. KIESSLING:  -- right, is redo seven.  So this is section two, paragraph seven with all of it’s subsets, and then paragraph four, subsection B, just needs to go away.




MS. HORN:  Well, I think there are some things in seven that would not have applied to 2001.




DR. KIESSLING:  So should we just eliminate the entire paragraph and tell them to do it again?




DR. HISKES:  Just go with Marianne’s.




DR. GOLDHAMER:  It might be easier to keep seven as it is and grandfather in those lines that need --




DR. KIESSLING:  You can’t.  You need to read seven.  Seven is awful.  You can’t do anything -- any kind of gamete that wasn’t recovered for reproductive purposes.




DR. GOLDHAMER:  Well, I was mostly --




DR. KIESSLING:  Seven is ridiculous.  I don’t know who wrote seven, but it’s really -- it’s an absurdity.  I can make a copy of this for you if you want it.




DR. GOLDHAMER:  -- I’ve haven’t read it, I just heard it.




DR. KIESSLING:  It’s only seven.  Everything else is just kind of -- it needs to be wordsmithed and it needs to be smoothed out, but seven is the heart of the problem.




DR. FISHBONE:  Well, who could do that?




DR. KIESSLING:  Well, that’s what I was -- I mean, I’ve started that and I keep getting kind of lost in terms of exactly what you want to say there for informed consent.  But -- and I don’t think IRB is necessarily where you want to go either because this has got to have some kind of combination of IRB and the NAS guidelines.




VOICE:  Right.




DR. KIESSLING:  And I’m a little fuzzy on the NAS guidelines.




MS. HORN:  A lot of that is in here.




DR. HISKES:  Yeah.  Too much NAS.




DR. KIESSLING:  But not in seven.  Seven is not NAS guidelines.




MS. HORN:  Yeah, pretty much.  I do have a comparison between the NAS guidelines --




DR. HISKES:  There’s the comparison chart here.




MS. HORN:  -- I’d be happy to work on that, but in terms of what we’re doing here I think we just need to get the job clear that we’re going to do this document.  I’ll go back to the office, spell check it, I don’t really want to do anything much more to it.  I’ll send it out to everybody electronically.  Get me your comments tomorrow, Thursday at the latest, and I will send them in to the -- in to the NIH.




DR. WALLACK:  And that’ll be our official one, but separate again from our individual?




MS. HORN:  Correct.




DR. WALLACK:  Can we go off the record just for -- into Executive Session just for a second, or not?  Is that permissible?




MS. HORN:  Only if we have a pending claim or we’re discussing something proprietary.




DR. WALLACK:  Oh, okay.




MS. HORN:  We’ll wait till we adjourn.




DR. WALLACK:  Alright.  So we will be getting something from you in mail, which we can either use or just cut and paste from it what we feel we can use and send it.  Do we know the line -- the address that we need to send it to?




MS. HORN:  I’ll include the -- I’ll include the line.  I’ll include the draft guidelines.




(Indiscernible, multiple voices.)




DR. LATHAM:  Do you still have the comparison?  That would be great to include as well.




MS. HORN:  Yes.  I have the comparison.  I also have a final draft from California.  It’s still got a few little -- needing to be tweaked in a few areas, but they’ve done of course a beautiful comprehensive consultative kind of process and but it goes through in much more detail the kind of process that I did in that number one section.  They didn’t get into SCNT, they got into the registry and parthenogenesis.




MR. WOLLSCHLAGER:  That’s on their website as well, but we can send that out.




MS. HORN:  Yeah.  It’s beautifully done.  But it certainly supports our approach of the IRB being sufficient to assure that these preexisting lines were ethically derived.  Thank you all very much.  That was really a tough and productive discussion.




DR. GOLDHAMER:  Before we close on that I want to make one more comment.  Gerry, you had asked about the impact on State funded research.  There is a potential impact and I fell into this category where my work is done in a building that was built with federal dollars, so I’m using H-1 and H-9 lines, which I have funding from the State to do, but presumably if these guidelines pass I cannot use those lines in my lab even with State dollars.




DR. FISHBONE:  Because you’re in a federally funded --




DR. GOLDHAMER:  Because I’m in a federally funded building.  So I don’t know, I mean, how prevalent that is across the country, but it might not be -- it might be, you know, a sizable impact.




DR. WALLACK:  May I make one other comment taking up on what Dave said?  And that is that -- and I hope it comes out on the record and in the minutes as well as David’s, and that is that this is -- this whole discussion is a small example of why what we’re doing as a state is so important.  Because we as a state are not prohibited from doing some of the things that they are potentially going to prohibit us from doing and it is critical going back to the beginning of the meeting to make sure that we not lose sight of the fact, and we not let the politicians -- the legislators lose sight of the fact that just because supposedly the federal government is going to fund something it means nothing to what our scientists are able to do under our state funding.  We have to continue that.




DR. FISHBONE:  So do we have a consensus on what we’re going to do?  We’re all going to try to write letters, we’re going to wait for your fine-tuning, which is to be in a day or so, and if anybody has comments you want them to submit them to you above and beyond what’s been discussed?




MR. WOLLSCHLAGER:  By tomorrow.




DR. FISHBONE:  By tomorrow.  So do we need any motion on anything?




MS. HORN:  No.  I think -- I think we have the balance of it and I’ll send all those documents out to everybody and I will send the final document to the NIH on behalf of the advisory committee.  But please feel free to send your own individual tailored versions or identical versions to the NIH as well.




DR. FISHBONE:  I just have on question to myself.  Do you think that what they’re putting out counteracts what the President is trying to do and do you think that the President knows what’s going on or won’t know until the thing is finalized?




MR. WOLLSCHLAGER:  Their stated response to questions about is this where the administration really wants to be has been, they try to -- I’m paraphrasing, Milt, correct me if I’m wrong, that NIH tried to put out a product which is responsive to the President’s executive order which called for responsible and scientifically ethical, something like that, research, and that the language that they put out is -- does that, but that they put it out early on purpose so that they could get feedback from the community.  So do I think that the folks know?  I don’t know.




DR. KIESSLING:  Do we know who wrote these?




DR. WALLACK:  The President -- the President -- to answer Gerry further and take you up on that, the President stated his executive order in such a manner that they feel -- NIH feels comfortable in what they’re doing as supporting his intent in this executive order.  I will tell you though that shame on us because as I understand it there’s no such thing, and the lawyers -- maybe if Steve Latham is on the phone still --




DR. LATHAM:  Yeah.




DR. WALLACK:  That there’s no such thing as an executive order.  So that for example when Harry Truman wanted to control the steel industry and tried in the late 40’s, early 50’s, and he tried to create an executive order to do so the Supreme Court ruled that that was illegal.  The problem with what happened here is that none of the universities contested what should have been contested and that is that Bush never had legitimate rights to create an executive order.  And all that we’ve been contending since 2002 has been absolutely outrageous.




VOICE:  Fictional fabrication.




DR. WALLACK:  Absolutely outrageous, number one.  Number two, the -- interestingly the Obama executive order might be legal because it countermands an illegal order except for the fact -- except for the fact that he does what we’ve been discussing for the last hour, and that is he asked for guidelines to be formed.  He cannot by executive order, that’s a Legislative process, and he can’t by Legislative order -- by executive order ask for that to happen.  Steve, if I’m off base that’s my understanding at least.




MS. HORN:  That’s certainly how it happens at the State level.




DR. LATHAM:  The last thing that you said is right.  It’s pretty unusual for a President to ask for regulations, provide an executive order, rather than having the power to regulate -- be delegated by Congress.  The earlier thing, that there’s no such thing as an executive order that’s not quite right there.  Executive orders do exist.  Bush didn’t actually ever enter an executive order that articulated his stem cell policy because his policy was just basically a speech.  There never was an executive order that embodied it.  So that’s a different issue related to the one you were talking about.




DR. WALLACK:  It’s even worse then Steve.




DR. LATHAM:  He answered one executive order which said he wanted NIH to fund research for alternative sources of pluripotent cells, but he never entered any executive order to the respect that people shouldn’t be using lines that preexisted of 2001.




DR. KIESSLING:  But just so it’s clear, before Mr. Bush’s press conference, or letter, or whatever, you couldn’t use any federal dollars for embryonic stem cell research, none.




DR. LATHAM:  There wasn’t any prohibition on using dollars --




DR. KIESSLING:  Yes there was.  Yes.  The Dickie-Wicker --




DR. LATHAM:  -- but NIH has so far declined to do that.




DR. KIESSLING:  -- the Dickie-Wicker amendment -- the Dickie-Wicker amendment made sure that you couldn’t do that.  So Bush --




DR. LATHAM:  Dickie-Wicker applies not to funding for lines but to funding for the creation and destruction of embryos.




VOICE:  That’s right.




DR. LATHAM:  Once the line has been created with private money Dickie-Wicker doesn’t apply.




DR. KIESSLING:  -- that’s true now, but before Mr. Bush made his executive order the NIH wouldn’t fund any embryonic stem cell research because of Dickie-Wicker.




MS. HORN:  I thought it was because they didn’t have regulations?




DR. FISHBONE:  Hold on.  Bob, did you want to say something?




MR. MANDELKERN:  I’m wondering if we’re taking the position that the Congressional legislation that was passed in ’04 and in ’06 was illegal legislation?  It was passed by the House of Representatives and the Senate knowing about the Dickie-Wickie (sic), but they wanted to make the statement, they passed the law and it would be in effect today if it had not been vetoed by a minority President.  We should look at the basic facts.  That was the will of the Congress and the will of the people.




DR. FISHBONE:  Alright.  Well, we know what we can do and we will be provided with the information to do that.  Are there other items that we need --




MR. WOLLSCHLAGER:  Yeah.  I think there was still one more item here.  Number seven.  Well, two more, seven and nine.




DR. FISHBONE:  -- the annual report, yeah.




MR. WOLLSCHLAGER:  Just a reminder, on the annual report that it’s due -- it’s your annual report for those of you who are new, and it’s due to the General Assembly and to the Governor’s office no later than June 30th.  We’ve done two of them already, they’re on our website.  We were sort of going to do the same, you know, format.  We’ve already -- the Department has already asked the research institutions to give us their annual report.  We’ll go back to them and ask them to include information about the economic impact and also try to get to specifics from them as well.




And we will also add a section now on this advisory committee’s response to the NIA.  To go back to Mike’s point about publicizing it.  It will be in the report that we’ve done.  So -- oh, and so I’m prepared to send you out the draft right now, but it won’t include any of the institutional stuff.  I was going wait.  And it doesn’t include obviously the economic impact or the comments.  So if you want me to hold off for a couple of weeks until we try to get all that stuff and then send it out to you?  Hopefully there’ll be one more meeting for you to approve it and if you want -- like we did here, approve it with a window for minor items.




MR. MANDELKERN:  How about the June meeting?




MR. WOLLSCHLAGER:  That’s what I’m saying.  Hopefully we’ll have a June meeting.  I don’t know.




DR. FISHBONE:  Now Warren, we don’t have to approve that, do we?




MR. WOLLSCHLAGER:  Yeah, it’s your report.




DR. FISHBONE:  We do report.




VOICE:  Warren writes our report for us.




MR. WOLLSCHLAGER:  Somebody’s got to write them.




DR. WALLACK:  So can we agree to have you send it out at an appropriate time that that you’re comfortable with?




MR. WOLLSCHLAGER:  Yeah.  Like 10 days before the next Committee meeting or something like that.




DR. WALLACK:  Right.  Whether there’s a meeting or not.




MR. WOLLSCHLAGER:  If there’s not a meeting I’ll just get it out and ask -- if there’s not a meeting then we’ve got a problem because it’s your report.




DR. HISKES:  So the next meeting is June 16th.




DR. WALLACK:  Well, if there’s not going to be a meeting why can’t you send it out and have us then be able to respond back electronically for acceptance of the annual report?




MR. WOLLSCHLAGER:  It’s a meeting.




MS. HORN:  We could make a motion here to accept that.




MR. WOLLSCHLAGER:  Accept what?




MS. HORN:  The report.




MR. WOLLSCHLAGER:  Nobody’s seen that report or anything.  Come on, we just reported on the Ethics Committee.




MS. HORN:  I tried to get something contingent on receipt and there being no issues with the report that it would be.




MR. WOLLSCHLAGER:  You know what?  If we have to we’ll just convene a telephone meeting --




MS. HORN:  Telephonic.




MR. WOLLSCHLAGER:  -- a quick telephonic something.




DR. KIESSLING:  What’s our deadline for our report?




MR. WOLLSCHLAGER:  June 30th.




DR. KIESSLING:  Oh.




DR. HISKES:  Fiscal year, end of the fiscal year.  And our meeting is June 16th.




MR. WOLLSCHLAGER:  And they’re beautiful reports if you’ve never seen them.




DR. KIESSLING:  They are.  Yes.  I’m really pleased with them.




VOICE:  You guys do a great job.




(Indiscernible, multiple voices.)




DR. FISHBONE:  Milt?




MR. MANDELKERN:  I never failed to commend you on it.




MR. WOLLSCHLAGER:  I know.  You’re the only one who does Mr. Mandelkern.




MR. MANDELKERN:  I didn’t say that I was the only one, but I said that I never failed.




DR. WALLACK:  (Indiscernible, talking over each other) besides Mr. Mandelkern who has commended you on the wonderful job that you’ve done.  This time we all should commend you on the record.




MR. WOLLSCHLAGER:  Thank you.




VOICE:  Yes, indeed.




DR. FISHBONE:  Do you want to make a motion too?




DR. WALLACK:  I will move that we -- that we share our pleasure and delight in the annual reports that have been created --




MR. WOLLSCHLAGER:  It must be getting late now.




DR. WALLACK:  -- by Warren Wollschlager and his team and that we are indebted and with appreciation for those and look forward to the next one.




DR. LANDWITH:  We can pass that unless there are any objections after we see it.




(Laughter)




MR. WOLLSCHLAGER:  And let’s --




DR. WALLACK:  No, I put that out there seriously.  As a comment.




MR. WOLLSCHLAGER:  -- thank you.  I think the last piece that you had then Mr. Chair was just public comment.




DR. FISHBONE:  Public comment.  Are there any comments from the public?




MR. DAVID MENAKER:  My name is Dave Menaker.  Comments on a couple of things.  It’s a good thing I came in late.  I want to go back to the auditing or onsite visits to determine if the projects are effective or ineffective and I agree if you go in on an onsite visit that you could be snowed pretty badly unless you understand the project from ground zero.  But just tossing some numbers around if you hired a full time guy to do that who works for the State round numbers maybe it’s a cost of $100,000 a year and I’m dragging that number out of the air, but it’s probably in the ballpark.




If that guy spent all of his time evaluating and looking at projects onsite he probably at a minimum would raise productivity by about five percent.  And I’m pulling that number out of the air.  And that number comes up to maybe a half a million dollars a year.




So if you -- simple arithmetic says that he’s going to pay for his salary several times.  So that’s maybe something to think of if my numbers are anywhere in the ballpark.  Yes?  No?  Maybe?




DR. KIESSLING:  That’s an interesting idea.




DR. FISHBONE:  Yeah.  But, you know, we don’t know whether we have the authority to make a motion or I think just to afford the comment.




DR. KIESSLING:  That’s an interesting idea.




DR. FISHBONE:  You have some additional comments?




DR. GOLDHAMER:  I have a comment.  I still question the validity of the approach of sending anyone to an institution and gaining useful information about the productivity or the progress made on a project that could not be gained by the progress reports.  Just -- and there’s no one who can visit my lab I don’t think who could increase my productivity by five percent.  Not that it’s so high that it can’t go any higher, it’s just that there are fundamental constraints on how fast we can do our work.  You know?  So it doesn’t -- I just don’t think that that will serve the purpose that -- although it’s a laudable goal, but I just don’t see it working.




MR. MENAKER:  Maybe your projects are such that they can’t be improved, but there’s a whole bunch of projects out there that may be improved like you mentioned that wood business, that would have been picked up early in the game and it would have been corrected and I don’t know what kind of dollars that might have saved, but it wouldn’t have wasted as much time.  I remember that from six months ago.




DR. KIESSLING:  Institutional roadblocks are easier to pick up on site visits.




DR. GOLDHAMER:  That’s a good position, I agree with that.




DR. KIESSLING:  That’s right.  So if the investigator is having -- if there’s something the institution could do that they’re just sort of like not doing, in support of the investigator I think it could be very helpful.




MR. MENAKER:  Second subject, the feedback to NIH, which is due on May 26th, if my watch is right that’s a week from today, does anybody know why 90 percent of the feedback to NIH has been against embryonic stem cell research?  I didn’t hear anybody say what the cause was.




DR. WALLACK:  That wasn’t a firm number.  All the comments --




MR. MENAKER:  80 percent?  70 percent?




DR. WALLACK:  -- the comment was that they had 7,000 responses total and that the bulk of them took the opportunity to speak against it and it wasn’t any hard facts.




MR. MENAKER:  The reason for it is right wing radio.




DR. WALLACK:  Right.




MR. MENAKER:  They’re pounding that everyday, three hours a day from each one of them, and that’s where it’s all coming from.  So that’s what you’re struggling with.  As far as sending information to the NIH by next week, if I had something to send I could get to 300 people this afternoon.  A number of those people are organizational, like the Boston chapter of the spinal cord and I have a bunch of those people across the country that could write separate letters to NIH like immediately.  And I know that each one of you have separate organizations that you probably could connect with in the next couple of days that you could also have notes sent to NIH.




There’s a but there.  I cannot take this -- Marianne’s two page letter, which I haven’t read but I’m sure it’s great, but I need to send it to -- I’m going to send -- I would send it mostly to people like myself who are not going to read two pages of that level of detail.  I need something in six or eight lines that maybe somebody will give me this afternoon before we leave today.




VOICE:  (Indiscernible, too far from mic.)




MR. MENAKER:  Okay.




DR. WALLACK:  The stuff on the Parkinson’s website might be helpful.




DR. HISKES:  No, I’d have to invent them -- I’d be happy to do it but it would have to be more like 5:30 this afternoon.




MR. MENAKER:  I can wait.




DR. HISKES:  Because I have to pick up my son from school.




MR. MENAKER:  Okay.  I will give you my email address and I will get that out.




DR. HISKES:  And I’ll layout the issue, the problem, I’ll layout a solution.




MR. MENAKER:  Please.  And as I say, there’s a number of other organizations.  If anybody’s familiar with the Miami project, I can get information to them.  They deal primarily in spinal cord.  Bob I know can get out many, many Parkinson’s.  And I’m sure -- I know we have people from junior diabetes.  It’s the people, the individual letters as somebody said, that cue up the numbers.




DR. FISHBONE:  Yeah.  Maybe -- do you have all of our emails?




DR. HISKES:  Somewhere.




DR. FISHBONE:  I mean, I would love to have a --




DR. HISKES:  And UConn is having it’s escrow meeting tomorrow and I’ll discuss this with them and suggest --




DR. WALLACK:  So what Gerry’s suggesting, the letter you send today you’ll just copy all of us and --




DR. HISKES:  Sure.  I can do that.  I need David’s email.




MR. MENAKER:  I will give it to you before I leave.




DR. HISKES:  Okay.




DR. FISHBONE:  Do you have any other points?




MR. MENAKER:  Yep.  Of course.  One more.




DR. FISHBONE:  Okay.




MR. MENAKER:  You were mentioning at the end of the discussion that we’re not even sure that what Bush did was legal and we’re not even sure that the general Congress either understands or seems to be -- would seem to be in favor of what’s happening because they probably don’t know what’s happening.  And I think part of the answer to that, maybe a small part, is to contact each of our Congressional people like immediately and let them start, those that have time or are inclined to can start following up on this relatively quickly.  Now doing just Connecticut doesn’t help because 100 of us could send something to the six or eight Congressional people, it needs to be your contacts across the country that need to understand and that way there’s a whole bunch of Congressional people that can get their fingers into this and hopefully some of them have some responsibility with regard to NIH and I’m not sure who those people are or which states they come from, but maybe somebody here knows that and those are the ones that specifically need to get this input.




And I think that’s all I might have.




DR. FISHBONE:  Thank you.  Any other --




DR. KIESSLING:  Those are great.




DR. WALLACK:  I have comments.  I have comments.




DR. FISHBONE:  -- (indiscernible, too far from mic.)




DR. WALLACK:  No, but I have comments anyway.  I just want to comment we spent two days in Washington at the IASCR meeting and I’d like to note that Warren chaired the majority of that.  He’s co-chair of the 11 state consortium and two countries, Canada and the U.K.  And that we -- most of our meetings have all been good meetings.  This last meeting I thought was an extraordinary meeting and the importance of it for those of us who were here has become obvious.  And that is that it’s our way of being able -- and this is what we accomplished I think, of interacting in an important way with NIH and mobilizing the kinds of efforts that are very, very necessary on behalf of all of us, vis-a-vis the states.




You’ve heard other kinds of items.  The IASCR has been involved in creating guidelines with NAS.  We’ve heard about the National Academy of Science guidelines, they didn’t do it on their own.  We were involved in doing that.  The -- you heard today about the registry.  Certainly the scientists at the table understand the importance.  No one really talked about that today, the registry, because without that registry each of you -- each of the scientists in this room would have to go out and authenticate each of those lines themselves.  That would be an impossible task on an ongoing basis.




The whole area of collaboration that we didn’t even touch on today, but we eluded to is made possible because when Marianne talked before about working with lines from outside the country, what she was really saying is that what IASCR, and the importance of what was happening at that table is helping to make possible the collaborations not only between other countries, but potentially -- and this hasn’t happened yet, and hopefully it will, between states and just the overall -- the cataloguing of what’s going on research-wise across the country, that part of it has not happened, but that’s potentially what’s going to happen.  And I’m talking about our friend from --




VOICE:  Aaron Levine (phonetic).




DR. WALLACK:  -- right.  So that this -- and I’m only touching the top of the iceberg.  So there’s a whole array of issues and importance that is occurring at that table and we should be proud in this state, for the record I’m saying this, that Warren Wollschlager is responsible as Chair, or Co-Chair of that organization for making sure that these things happen.




MR. WOLLSCHLAGER:  Thank you very much Milt.  But actually, I mean, there’s a lot of folks working, including yourself, that have, you know, as one of the original founders.  But Marianne has actually done most of the legal work for that committee and really --




DR. WALLACK:  Right.




MR. WOLLSCHLAGER:  -- you know, I just sort of show up.  So -- but thank you.  I think it’s a good organization.  I hope it stays viable.  You know, we’ve got a few budgetary issues there, but it’s a good group.  And as I say, Milt goes down there.  He goes down there on his own time, his own dime, and you know, it’s open to whoever wants to come.  But thank you.




MR. MENAKER:  Marianne, one more question, one more point.  When I send out our note I need to know exactly how to tell these people how they send this to the NIH and I think somebody mentioned it needed to go to a certain person --




DR. KIESSLING:  Yeah, it’s a website.




DR. HISKES:  I’ll include that information with my email to you.




MR. MENAKER:  Okay.  That’s fine.  Thank you.  The second is a question.  I think I heard reinforced that private money does not come under any of these NIH changes?




DR. WALLACK:  That’s correct.




MR. MENAKER:  When other governments like Sweden and who else, whoever else, why are they not considered private money as opposed to our federal government’s money?




DR. WALLACK:  I think that what we’re talking about is that we’re not -- we’re talking about the lines that are being -- the shared research, the collaborative research.  That doesn’t have anything to do with the financing, it has to do with collaborating on a research basis and utilizing lines that we don’t have appropriate consent for.  They haven’t -- and you heard -- you heard Ann talk about that, you know, vis-a-vis the Wisconsin lines, the Y cell lines.




MR. MENAKER:  Well, I guess I don’t understand that.




DR. KIESSLING:  Federal dollars can only be used for lines that were derived under appropriate circumstances.




MR. MENAKER:  Okay.  I’m talking about the private dollars which are coming from Sweden for example.




DR. HISKES:  Well, that’s okay.  You can do anything you want with any money as long as it’s not from the federal government.




MR. MENAKER:  Okay.  I guess I don’t understand how the federal government’s money got mixed in with, again, for instance, Sweden’s money?




VOICE:  It’s not.




DR. HISKES:  It’s not.  It was Swedish lines, Swedish embryos or Swedish --




MR. MENAKER:  Okay.




DR. FISHBONE:  But what would happen if the research was being conducted in a federally funded lab?  They would not be able to use --




DR. HISKES:  Carolyn’s Swedish lines perhaps.




DR. FISHBONE:  Federally funded like David was saying --




MR. MENAKER:  Piece of property.




DR. FISHBONE:  -- his lab -- his lab is a federal --




MR. MENAKER:  Okay.  Now I understand.




VOICE:  Did you have -- was there a question over here Paula?




MS. PAULA WILSON:  I just had a quick question/comment/plea.  We are working on -- our grant ended, the year two ended on March 1st, and we’re working with no year three monies.  We just wondered when that money was going to be released?




VOICE:  Who are you?




MS. WILSON:  Paula.




MR. WOLLSCHLAGER:  She’s a private citizen just looking for some money.




MS. WILSON:  And I’m speaking for UConn too.




(Laughter)




MR. WOLLSCHLAGER:  Well, you know, you were here when Dan spoke, right?




MS. WILSON:  Right.  So did -- so you’re going to meet in June?




MS. HORN:  We don’t need to do anything more from the Committee in terms of the grant.  The piece we did today on Ren-He’s budget was the last piece that the Committee had to sign off on.




MS. WILSON:  You don’t have to sign off on the annual reports?




MS. HORN:  Oh, the annual reports.




VOICE:  That’s what -- annual reports for (indiscernible, too far from mic.)




MS. HORN:  Yeah, yeah, yeah.




MR. MANDELKERN:  You have to rely on (indiscernible, too far from mic.).  We were told we would get them previously and now we’ve been told again we’ll get them.  So we have to (indiscernible, too far from mic.).




MS. ISOLDA BAKS:  The first set of reports were due in end of March and the second set of reports came in by the end of April.  So we’re kind of waiting on those funds.




MR. WOLLSCHLAGER:  So everybody submitted their reports already?




MS. BAKS:  Everybody has submitted their reports, yes.




MR. WOLLSCHLAGER:  Okay.  We’ll follow up the best we can.  But the Committee’s not reconvening till June.




DR. FISHBONE:  But that’s not up to the Committee, is it?  Or is it?




MR. WOLLSCHLAGER:  Yeah.  We’re talking about release of like second and third year funds based on annual reports.




DR. HISKES:  Well, that’s really important.




DR. KIESSLING:  Yeah, that’s really important.




DR. HISKES:  I think we need to have an emergency meeting.




MR. WOLLSCHLAGER:  Well, I think we need to talk to C.I. and see, you know, see what their plans were and if -- and if they’re ready to go then we’ll ask the Commissioner if he’s willing to call a special --




DR. HISKES:  Yeah.  That’s really a hardship.




MS. BAKS:  We’re basically operating on, you know, institutional funds.  They let us continue the research with the understanding that, you know, if you guys don’t approve UConn and Yale is on the hook for --




MR. WOLLSCHLAGER:  Sure.  It is important.




DR. WALLACK:  Sounds like we need that June meeting desperately.




DR. KIESSLING:  Well, why don’t we have those -- if they came in the end of March why don’t we have them?




MR. WOLLSCHLAGER:  They don’t come to us.




MR. MANDELKERN:  When the April meeting was cancelled by email there was a note that these reports would be coming to us further.  To date they have not shown up.  (Indiscernible, background noise).




DR. FISHBONE:  And this is a C.I. issue?




MR. MANDELKERN:  Yes, this is -- yes, I think so.




MR. WOLLSCHLAGER:  We’ll follow up with Dan.  Dan’s not -- you heard he’s out of state right now. We’ll send him an email.




MR. MANDELKERN:  If you looked in the email canceling the April meeting, you’ll see what (indiscernible, too far from mic.).




DR. FISHBONE:  Any further comments?  Do we have a motion to adjourn?




VOICE:  So moved.




MR. MANDELKERN:  Second.




DR. FISHBONE:  All in favor?




VOICES:  Aye.




(Whereupon, the hearing adjourned at 2:05 p.m.)
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