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PROCEEDI NGS
OPENI NG REMARKS

DR. SHAPI RO Col | eagues, | would like to
call our neeting to order.

Al right. Let me try to outline how we are
going to try to proceed today.

First of all, I would Iike to wel cone
everyone and thank everyone for interrupting their sunmer
activities in order to be here today. | think we are
expecting all nenbers of the comm ssion here today
al t hough not everyone is here at the nonent.

Let ne begin, first of all, by thanking the
menbers of the staff and many nenbers of the comm ssion
for the enornmous anount of work done in the |ast couple
of weeks on various aspects of the report. | mean, quite
a few of you did an awful 1ot of work and an awful | ot of
writing.

Jim Carol, Eric, Alex, Steve, as you all got
the e-mail yesterday, those of you who are up-to-date on
your e-mail, and others. | nean we just -- Bernie has
provi ded sone really interesting material now which we
will put in a couple of the chapters, little boxes which
illustrate the possible uses and eventual benefits of
research in the area that we are discussing. So that |

really amvery, very appreciative of the commttee's
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wor K.

My only -- nost of the work that we did since
our last neeting in Washington really focused on what is
now chapters one through four, that is all the
i ntroductory chapters, and chapter six, which we were
waiting to do at the last mnute trying to get the
mat eri al s together which aimtowards chapter six. Wll,
it was chapter six, now chapter five, excuse ne, the
recommendat i ons and concl usi ons chapter, is the one that
probably needs nost of our attention here today.

| intend to work as we have at other neetings
to discuss particular issues, which I think we need to
resolve yet to be resolved and then accunul ate a few of
these issues and to the extent that we want to sit down
and rewrite things we will just break up while staff and
a few associate conm ssioners rewite things that we
think need attention right now because | do want to get
t hrough a di scussion of all the recommendati ons. e
deci ded in sonme sense quite a few things last tinme but

there are quite a fewthings in front of us that need our

attention.

I would Iike to begin today's discussion by
going to -- again in chapter five. |If | say chapter six
just think chapter five. | amprobably not fully

adjusted to the fact that we have renunbered these
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chapters yet -- to, | believe, what is recomendation
ei ght .
THE ETHI CAL USE OF HUMAN STEM CELLS | N RESEARCH

DI SCUSSI ON OF DRAFT REPORT

DR. SHAPI RO Reconmendat i on ei ght
currently appears at the top of page 19 of chapter five.
It reads in this current formas follows: "Current
human subj ects regul ations require clarification and
review to make clear the role of institutional review
boards in the review of research using human enbryos and

requi renents for consent,” and so on. That is what it
says.

There is a -- that is not an adequate
recomendation in its current formand there are a series
of very substantive issues that |lie behind that and that
is where | want to focus our initial discussion.

Subsequent to that discussion we can then
| ook at the revised recommendati on nine, which deals with
the actual activities of the national review board or
whatever its nane is going to be. | do not have the nane
quite correctly.

And | think we m ght break at that tine just
to make sure we have those aspects of this tied down

bef ore proceeding to work on other aspects of our

reconmendati ons.
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First of all, a logistical issue before we
| aunch into this particular recormendation. The way this
m crophone systemworks -- | nean, we discovered that
every venue we have is a different type of m crophone.
There is no end. There is an infinite nunber of possible
arrangenents apparently. Al our mcrophones are on. |If
you want to say sonething really secret, press the nute
button and you can tell yourself or your closest nei ghbor
what it is you want to say. All our m crophones are
live, so to speak. The nute button is at the bottom of
this pad and you press that if you want to say sonething
really that is not relevant for others and not rel evant
for the discussion.

PROF. CAPRON. Boy, this is boring.

(Laughter.)

DR. SHAPI RO There ought to be something --
| ought to have a hook here where | can nute anybody --

(Laughter.)

DR SHAPIRO. -- here when | do not |ike what
they are saying but | do not have such a facility. Not
just yet anyhow.

DR. CASSELL: Not just yet.

DR. SHAPIRO Not just yet. That is right.
You know, that phrase we use "not at this tine."

PROF. CAPRON: W ought to try sone other
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hotel until we finally get one.

DR. SHAPIRO That is right.

PROF. CAPRON. Then we are staying in that
hotel, right?

DR. SHAPIRO That is right. W wll finally
settle down into a single venue.

PROF. CAPRON: Are we witing a separate
report on all the hotels we have been in?

(Laughter.)

DR. SHAPIRO That is right. W can have
folders of special listening for all our experiences.

Vell, let ne recall first of all -- let ne
begi n our discussion of this reconmendation eight with
the -- rem nding you what we decide |ast tine.

The principle thing we decided was that
derivation required national review, however we structure
that national review. Use, e.g. ES cells, required | oca
review. That was really the decision that we nade.

Nati onal in one case and local in the other.

Now | think what we need to discuss is what
do we nean by local review Now I think we sort of
talked in a kind of informal way about |ocal IRB review
and, indeed, if you read reconmendati on nunber nine,
revi sed reconmendati on nunber nine, it sort of refers to

the local |IRB s.
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There is, however, as quite clearly from
reading what is currently chapter three that Al ex has
taken a | eadership in helping us redo that the question
is are we dealing with human subjects review here. Is
that what we are saying? O are we saying, "No, this is
not human subjects review. It is just that we want sone
kind of local review and we may want to use a mechani sm
that is in place here for that purpose.” And we need
to discuss exactly what we nmean in this area.

Then we can go to the issue of derivation and
national review where |I believe our thoughts are sonewhat
nore clearly defined. This is really, | think, an
i nportant issue to decide in principle whether we are

going to declare that this is human subjects research,

which | think is not what we said. | believe what our
t hought was that -- | amtal ki ng about use now -- that
this -- that we wanted to use the | ocal nechani smt hat

happens to be in place but how we decide that wll
determ ne how we have to rewite this and what we have to
say about subpart A and subpart B, the so-called Common
Rul e, and so on.
Al ex, would you like to address the question?
You have probably thought about this nore carefully and
what -- we will see what your judgnent is on this issue.

PROF. CAPRON.  Well, ny judgnent woul d be
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that we are going to run into a |l ot of resistance, and
under st andably so, if we were to recommend a construction
of a parallel set of review bodies at the local level to
| ook at work with human stemcells and to nake sure, for
exanple, that if there is a registry or certification of
cell lines that are fundable; that they be -- that they
be net.

And on the other hand IRB's do not clearly

have jurisdiction in this area because unlike research

wi th enbryos where there is sone argunent, | suppose,
does subpart A apply sinply because subpart B applies.
And, indeed, does subpart B apply if you go back, which
di d not even discuss in chapter three because | thought

it was too arcane. |If you go back to the preanble of the
subpart B it tal ks as though research with enbryos is not
going to be covered but HHS has, in fact, treated it that
way.

But once you are dealing with stemcells you
are dealing with what are research tools at that point.
Nevert hel ess, because of the desire to nmake sure that

this area is going forward in a fashion which the public
can be confident is getting oversight, it seens to ne
appropriate to expand on it and expl ain what we mean by
the present recommendati on eight and, in effect, make use

of a group -- the IRB's that are famliar with the
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research process and where no additional admnistrative
machi nery has to be established for themto take on the
role that is suggested for them for exanple, under

recommendation nine in the rewite that we got from you

and Kat hi .

Is that responsive to your --

DR. SHAPIRO Yes, it certainly is.

Agai n, now we are tal king about -- | want to
di sti ngui sh between use and derivation here. | amtrying

to make sure that we agree on what we think the
appropriate review nmechanismis for use and there wl|
have to be a rewitten recomendation eight in order to
accommodate this nore clearly.

But how -- do you feel -- if | understood
what Alex said, and it certainly coincides with ny own
feeling about it, is that we do want |ocal review of use.

kay. That is what we decided last tine. And that we
want to use an existing system not because it is covered
legally by that system but we are recomrendi ng that we
use that system which is in place and well| understood
and so on, to give the kind of local review that we woul d
feel confortable with regarding use of EGES cells to
tal k | oosely.

Ji n?

DR CHI LDRESS: This recommendation al so
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i ncludes as many of our other comments that we have about
the twin protections of IRB review and i nfornmed consent.
| guess | would be interested as we are thinking about
this exactly what we are bringing into play and | think
fromny standpoint we are not bringing into play al
those requirenents about inforned consent so at | east
that part woul d have to be dropped out of the
recomendati on.

And then exactly what do we expect of the
| RB? What does this review constitute? Exactly what
sorts of things do we want themto deal with and by what
st andar ds?

DR. SHAPIRO Well, | will just -- there is a
| ot of people who want to respond. The things that | had
nost in mnd nyself, Jim was: One, that the cells cone
from so to speak, certified source. And, two, the other
issue that at least was in ny mnd was to avoid the
extravagant use of these materials. Those were the -- it
was not -- those were the main things that were on ny
m nd but others coul d speak.

Al ex, and then Larry?

PROF. CAPRON: | agree with what you just
said, Harold, and | actually did not think that sonme of
the introductory | anguage on pages 17 and 18 was

appropriate for that reason. | do not think that this is
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the report in which we ought to be rehearsing our |arger
project of the extension of the twin protections, as it
were, or the extension across the Federal CGovernnment of
subparts B through D or revisions in the Conmmon Rul e and
so forth like that.

| nean, this, it seens to ne, gets us off on
the wong foot. W ought to hone right in on what Harol d
just said.

DR SHAPIRO Larry?

DR MIKE M recollection of the discussion
at the last neeting about |ocal review was that it was
going to be whatever local reviewis now So it is new
to me that we are now tal ki ng about sonething in addition
to human subjects research. That is where we seemto be
goi ng.

DR. SHAPIRO | amsorry. | did not hear the
| ast part of your --

DR. MIKE | thought we had concluded at the
| ast neeting that |ocal review wuld be |ocal review as
currently conducted so that if these cases of use are not
human subj ects they would -- we would not be extending
the reviewto this area.

Now it seens to nme that one way to get around
the -- | guess, we do not want to be arguing about this

-- is that | thought part of the oversight board was that
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t hey woul d be doing -- | ooking at derivation and
certification of that and eventually woul d devel op sone
standards and then the | ocal boards or sonebody at the
| ocal level could actually |look at individual projects
and follow that process.

But to -- | do not think there has been any
controversy about the actual research of ES and EG cells
thenselves. It is the source of the material and | | ook
at this as just another part of the basic research area.

DR. SHAPIRO Well, | think there are really
two possibilities here if we want any oversight at all of
this. Maybe that is an exaggerated way to say it but one
is to use the |ocal nmechanisns that are avail abl e and not
because they are defined as currently in the federa
regul ati ons but just to use an existing nechanismif we
want some oversi ght on a case by case basis of the use
si de.

The ot her possibility, which I think Steve ad
| had at |east a brief discussion about just before the
neeting, is to give that authority or give that oversight
to sponsoring agencies. |In which case what you have is
case- by-case review but you have it at the sponsoring
agency level. Now to not have any review of the use but
just overall assessnent as tine goes by the national --

through the information that is collected in the nationa
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registry -- is -- clearly that is possible but | did not
think that is what we had deci ded but maybe that is ny
i nterpretation.

DR MIKE: Can | respond to that?

DR. SHAPI RO Yes.

DR. MIKE That is not what | was really
saying. | think that there would be a registry and that
we woul d need to know what projects are getting done but
| thought that we had decided at the |ast neeting that
the normal peer review nmechani smwoul d nake the
scientific assessnents of the research projects.

DR SHAPIRO. The scientific assessnents,
that is correct. That is right. So the |ocal review
that we are tal king about now woul d not be for the
scientific -- overall scientific nmerit of this proposa
that woul d be handl ed at the agency. The question is
whet her you want sone additional |ocal review to | ook at

two things, certification and what | call extravagant use

or -- but | think you could -- Steve probably wants to
speak to this point -- put that at the funding | evel
agency.

Steve?

DR. HOLTZMAN: So | woul d suggest as an
alternative precisely because IRB's are not in play,

because human subjects are not in play when we are
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tal ki ng about use of -- as you said, Alex, it is a
research tool or reagent -- that the two goals you
articul ated, the national |ooking over the derivation, a
certification process with respect source -- the nationa
could take care of that. And the other thing you

nmenti oned was how do we have preventi ons agai nst
extravagant use.

I would ask the question how do we currently
have protections agai nst extravagant use of fetal tissue?
And the answer is each agency | ooking at a protocol by

protocol review of the submtted grants nmakes a
determination as to the scientific validity of the worth
in virtue of the material being used and that we could
recommend or we could recommend that the oversight agency
say to the agencies that the review of protocols using
enbryonic stemcells or other enbryonic and fetal tissue
that due consideration be given to the respectful -- that
the scientific project nmerits the use of these materials.

DR. SHAPIRO Cearly another possibility.

Davi d?

DR. COX: So | really support what Steve is

sayi ng.

First of all, the two criteria that you
menti oned, Harold, are the prinme ones. | support that
first.
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But the problemw th the local reviewis
that, as Steve said, that the IRB' s are for human
subj ects, they are not for this, and how are they going
to collate this information to sort of keep track of who
is using what? There is no way to funnel it back in
ultimately to keep track of how many peopl e are doing the
work with the cell lines and what the results are. So
that is better for the fundi ng agencies and the funding
sour ces.

| do not think it will be any less of a
review but that it just seenms onerous with presently
exi sting local structures.

DR SHAPIRO  Jin®?

DR CHI LDRESS: | would underline those
points as well and it seens to ne that given the probl ens
that we have already tal ked about with the I RB system
that it is -- it would be unfortunate to | oad sonething
else on it when, as a matter of fact, what can be
acconpl i shed can be acconplished as well if not better at
another level. So | very much support the direction
this discussion is taking.

DR. HOLTZMAN: | also have a major pragnatic
point. | do not know for a fact that every institution
conduci ng bi omedi cal research has an | RB because not al

of them are conducting human subjects research
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DR SHAPIRO. FEric, and then Al ex.

DR CASSELL: | think | want to reiterate
these last few points. | think we would be adding a
burden to IRB's but nore than that it is not sonething
that is part of their expertise. You know, what woul d
they actually do and they woul d be finding thensel ves
doi ng things they never did before and they do not have
consent fornms to argue about endlessly. Instead of that
they woul d be | ooking at something that | think the
fundi ng agency should be and al so at this next mechani sm
we are going to discuss in a little while which
acconpl i shes sonme of the other things that we were
| ooki ng for.

DR SHAPIRO Al ex?

PROF. CAPRON: | think there is a |ot of
nmerit in Steve's suggestion. The question that | have is
sonet hi ng which David and others can respond to. M
i npression fromthe study section approach is that they
al so do not have any experience with what we are asking
or what Harold has put as the central question, which is,
in effect, a question of justice, appropriateness and so
forth.

Deciding on the scientific nerit as a
relative basis anong and giving a priority score to a

range of protocols that have cone in is sonething that
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the study sections are famliar with. But this notion
that there are a set of social concerns about
"extravagant” use | think will strike nany of them as
being as odd as you all -- and as Eric Cassell has just
suggested, is for the IRB's to get off their famliar
turfs. The irony, of course, is the IRB's have justice
as one of the three principles under the Bel nont Report
that they are supposed to be inplenenting. Mybe they
are no better at it.

So |l amnot -- | do not oppose it. | think
there is a lot of attractiveness. It -- Steve's idea
springs fromthe sane notivation as the other suggestion
that I had put forward, which was let's make use of
exi sting nmechanisns. Let's not create a whol e new set of
review bodies. It is a genuine question. Do you really
think that if you were sitting on a study section and
i magi ne the people who would be sitting around the table
with you, would they feel thenselves equi pped to, ready
to, confortable with the process of saying, "Wll, does

this anpbunt to an extravagant use,” to use the Chair's
question. That is really -- it is just --

DR. SHAPI RO David, Steve and Larry?

DR. COX: So ny answer to Alex is yes because
the reason is that study sections are not your father's

O dsnobil e any nore and the scientists may not be ready
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for it but the staff at the National Institutes of Health
makes themready for it because whether they are ready to
step up to the plate or not that is part of the job. So
it is already in place.

It isin place with the -- the human subjects
that are being used, are males and fenal es represented
equal | y? Congress took care of that one. Now whet her
scientists want to address it or not, in every study
section that gets addressed, okay, when you have human
subj ect s.

How about different ethnic groups? How about
children? That is the mandate from NIH now. Every grant
that you review you have to | ook at and basically say,
"Have children been appropriately considered?" So that
it may be viewed as a burden by sone scientists but that
is tough because now that is part of the job and | think
that in ny viewthis is the best possible scenario
because scientists get drug, if they are not -- they are
not wwlling to do it thensel ves, kicking and scream ng
into the real world.

DR. SHAPIRO | just want to point out, Steve
and Larry, that whichever one we choose here, they have
an additional set of considerations to work on. Qur
points to consider and things like that will help them

whoever it is, but there will be sone additional burdens
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no matter where we put this.

Steve and then Larry.

DR. HOLTZMAN: | guess, | would say yes as
well, Alex, for the follow ng reason or two reasons: The
first is there is an experience now with approving
protocols which use in research fetal materials. |If you
| ook at the statute and whatnot and then regul ati on or
what ever, you get a whole |ot of discourse to the effect
that this should not be used gratuitously, that noving to
the use of the human material should be if there is not
avai |l abl e animal materials equivalent, et cetera, that
you have noved to the point where this nakes sense. So |
think there is sone precedent. | have heard scientists
here tal ki ng about how they only nove on to the human
source material when the alternatives are not avail abl e.

The second point is, again, | think we can
provi de gui dance and the new revi ew body can provide
gui dance to the study sections that say, "Take this into
consi deration. "

DR SHAPIRO Larry

DR. MIKE: | amhaving trouble with sone of
the offered criteria for review. For exanple, on page 24
in chapter five there is five and six. And naybe the
scientists here can correct ne if I amwong but |

t hought we were tal king about really basic research so
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that I do not know how one can begin to make these ki nds
of estinmates about the potential benefits when it is
goi ng down a particular track, who is -- you know,
whet her the wealthy was going to get the benefits of it
over others.

And it seens to ne that we -- if -- | am
havi ng troubl e seeing -- once the decision has been nmade

that stemcells ought to be used in research as basically

sonme materials to be used -- | am having troubl e seeing

what ki nds of ethical issues we have to deal with -- and
we continue to be concerned -- on the individual protoco
basi s.

DR SHAPIRO. Well, first of all, Eric.

DR. CASSELL: Well, Larry, after all, one of
the reasons that -- one of the justifications given in
the first place for using human enbryos at this tine is
that the potential reward fromresearch is nuch greater
now than it has been before. You cannot both say that on
the one hand and on the other hand say, well, this is
just basic research, you know, they do not have any end
in view. For one thing, | never net anybody that did not
have an end in view sonehow.

DR. MIKE  But, Eric, | think you can.

t hi nk you can.

DR. CASSELL: Their own vanity.



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

20

DR MIKE: That is what the -- that is what
the proposed review after several years ought to be
taking a look at. | amjust having trouble w th deciding
how one woul d go about review ng individual protocols by
these criteria.

DR CASSELL: Well, we would like themto
tell us what they are doing this for.

DR. SHAPIRO If | could just say that the

i ssues you are -- | believe, Larry, excuse ne if | have
msinterpreted -- the naterial on page 23 and 24 really
deal s in the national oversight |level. Point aside from
whether it is the right material or not. It does not

deal with the case by cases, at least it is not nmeant to,
that we are tal king about now.

Let's see if we can reach sone conclusion --
| am sorry, Rhetaugh.

DR. DUMAS: May | just nmake a statenent.
There has to be some consistency and sone |ink between
the notives for the oversight and the initial review so
that whatever we are going to propose to ook at in the
oversi ght we nmust ensure that attention is given to it at
the earlier |evel.

The concern that | have in trying to separate
this is whether or not we m nd end up having a | ayer of

criteria for oversight that has not been sufficiently
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incorporated in initial reviews.

DR. SHAPIRO | think that is an inportant
point. | think that the way I would like to see
recommendati on eight be witten, regardl ess of whether we
put that burden on local IRB's or on fundi ng agencies, so
that it refers to criteria, for exanple, that are in the
poi nts to consider docunent, which is, | think, quite
conpl ete right now and other things which we really wl|l
i ncorporate. Those things at least will be on their
m nds as they go through and think about this.

Let's see if we can reach a conclusion. | do
not know if we have anything further to say or to add to
this discussion on what is a snall but inportant point,
nanely where this case by case review takes place. There
have been at |east two options presented here. One is
that it should take place at the sponsor's |evel, whether
it is NNH or DOE or whoever it is that is sponsoring the
research if it is federal funds. And, second, takes
place locally. | think we -- so let's just say that is a
wel | defined point and let's settle it.

How nmany favor, as Steve said, using the
anal ogy fromthe fetal tissue case to have this case by
case review at the sponsor's level? Qbviously it has got
to reflect the points to consider and so on.

PROF. CAPRON. Could I have just one question
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bef ore you --

DR. SHAPI RO Yes.

PROF. CAPRON: -- because you stuck in the
"as is the case for fetal tissue.” Do we have any
evi dence despite the sensitivity on the subject that the
study sections do anything on the fetal tissue issue?
Because you threw that in, Steve, and you said scientists
talk about this, and I amsure they do, and sone wite in
journals about it. | amsure that is true. But do we
have any evi dence that the study sections have ever done
anyt hi ng about this? Do you know, David, or Carol ?

DR. SHAPIRO | cannot speak. | had not
meant quite as much by that --

PROF. CAPRON:. Yes, but | think what -- ny
reason for raising it is | do not think we can with
either of these ideas sinply say this is business as
usual .

( Si mul t aneous di scussion.)

PROF. CAPRON. | was al nost ready to vote for
it, you see, and then you put that in and | thought, wait
a second, are we fooling ourselves saying, oh, they are
famliar -- they do this already with -- under the fetal
ti ssue --

DR SHAPIRO. | think whoever does this wll

have to read this material, read the points to consider,
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educat e thensel ves sone, whether it is the local IRB or
soneone el se.

PROF. CAPRON: Ckay.

DR SHAPIRO. | think that is -- we cannot --
yes?

DR. LO If | can just make a friendly
suggestion that that text, exactly what you say, be part
of the commentary that |leads up to this so there is no
confusion on the part of anybody inplenenting this.

DR. SHAPI RO Yes.

DR LO That it is not business as usual.

DR. SHAPI RO Yes.

DR. LO It is a new challenge. They may
have been doing it and they may not but they have got to
nmeet it.

DR. SHAPIRO All right. Wth that
under st ood, how many woul d favor the review at the
fundi ng agency | evel ?

(A show of hands was seen.)

DR. SHAPIRO (kay. Cearly that is the
overwhel m ng view of the conmttee if not the unani nous
Vi ew.

DR. LO Can | ask a question which has been
bothering me as | read through the |ast chapter, chapter

five? So much of what we are doing is obviously directed
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at the issue of federal funding, federal oversight. Do
we want to say anything at all about what we woul d pose
as best practices or ethical ideas for research outside
federal oversight in the private sector? So that is
there sone room sone place to say that if you are going
to sponsor such research outside federal auspices
privately that you should have sone conparable systemin
place to | ook at these issues when you are doi ng use?
DR. SHAPIRO | think this is a very

i nportant issue and | want to come back to that as a
separate issue if you do not mnd, Bernie. It is a very
i nportant issue. W have discussed it fromtine-to-tine.

It is not adequately reflected in the current materials
and we have to decide what it is we want to say in that
respect so thank you for raising it. W wll definitely
bring it up as a separate issue.

kay. So we will have to rewite

recommendation eight to reflect the discussions we have
had here today and I think on reflection in hearing this
di scussion there are sone very distinctive advantages to
having this at the sponsoring |evel, not |east of which
does not confuse what the IRB's are about, and so | think
that that is, you know, a way to do that. W wll break
after a while and see if we cannot get one or two of us

torewite eight to reflect those issues and reflect that
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di scussi on.

| would Iike nowto turn to item--
recomendati on nine, which has to do with the -- we are
now t al ki ng about the National Review and Oversi ght Pane
or whatever other nanme soneone wants to reconmend, | do
not want to focus on that, which is described in
recommendation nine. | think you all have copies of
revi sed reconmendati on ni ne.

PROF. CAPRON. Before we go to nine, | am
confused about one thing. Wat are we doing with the
text and the reconmendation -- the present recomendati on
ei ght, which is not exhausted by our previous discussion
for the last twenty m nutes?

DR. SHAPIRO It is not exhausted. | thought
that your recommendati on was entirely appropriate nyself,
that is that we try to take on too nuch just prior to
ei ght .

PROF. CAPRON: No, that is -- | amsorry, |
amnot clear. The first two paragraphs prior to eight I
think basically should di sappear. But then the next
par agr aphs, and the recommendation itself, asks for
clarification of the role of the IRB vis-a-vis
derivation. | thought -- in other words, the division
that exists here is | ocal versus national.

DR SHAPIRO Right.
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PROF. CAPRON: The division that we have just
been tal ki ng about is use and derivation. W are sort of
goi ng i n nonchronol ogi cal order. | nean, perhaps we
ought to tal k about the Seinfeld --

( Si mul t aneous di scussion.)

PROF. CAPRON: Anyway, but on the derivation
side there is a whole -- there is need for clarification

of the role of the IRB's because sonme of the question

goes to --

DR SHAPIRO | agree.

PROF. CAPRON: Ckay.

DR SHAPIRO | agree.

PROF. CAPRON: And | was not sure whether we
were - -

DR. SHAPIRO | agree with that.

PROF. CAPRON: -- aligning and sort of
saying, well, we have gotten rid of eight because we have

done this peer review thing now.

DR. SHAPIRO No, | quite agree that it is
not -- it is because we have changed | ocal/national to
use/ derivati on.

PROF. CAPRON:  Fi ne.

DR. SHAPIRO And this has to be adjusted to
reflect that. So if we could | ook at recomendati on

nine. Now | do not -- obviously if you just | ook even at
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the revised recommendation nine it refers -- under item
(a) it already has to be changed because item (a) just
refers to 9(a) refers to what role they have with respect

to use and that refers to | RB's whi ch now, of course,

will no | onger happen. That has to be rewitten.
| just want to -- without trying to give ny
own view of nine or revised nine right now -- to see

whether it is captured in any way the kind of issues that
we were concerned about as to what this role and function
of this group ought to be.

Rhet augh?

DR DUVAS: | do not think 9 is clear at all

| found nyself trying to add on to the recommendati on as

it is stated. It is not clearly stated in nmy conception
what the oversight panel is going to be |Iooking at. What
function does it serve? Wat are we trying to ensure by
that panel? And I do not think it is clearly enough
stated in that section

DR. SHAPIRO May | just make -- is everybody
| ooki ng at revised nunber nine? They may both be very
uncl ear .

DR DUVAS: | do not have that.

DR. SHAPIRO | amnot trying to defend
either the currently --

DR. DUMAS: Ch, | amsorry.
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DR SHAPIRO -- the first or the second
version but let's all at least work froma single
versi on.

DR. DUMAS: Oh, okay. | do not have that
one. | have not |ooked at it. Scratch that.

DR. SHAPI RO  Your comments nay very wel
apply in any case.

St eve?

DR. HOLTZMAN: But to Rhetaugh's point, even
if rewitten, maybe if we took a nonment for ourselves to
say in a bullet point formwhat are the key roles with
respect to derivation which | believe -- ny understandi ng
-- With respect to derivation protocol-by-protoco
review. Al right. Wth respect to -- let ne call it --
registry functions. Al right. Mintaining a registry
of certified cell lines which can approve the -- approve
prot ocol - by-protocol review and a registry of protocols
using -- all right.

And then the last | amgoing to call the -- |
woul d not call it review because | think it is confusing
but rather public education, oversight of use where what
you are doing is getting mandatorily the protocol-by-
protocol for the federal agency and voluntarily fromthe
private sector of use in order to, for exanple, provide

an annual report on the state and progress of the
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sci ence.
DR. SHAPIRO If the latter part -- the
latter bullet that you described includes a periodic

overal | assessnent of what is happeni ng and perhaps sone

gui dance to the sponsoring agencies regarding this. |If
it includes that -- | understand you were naking
shorthand bullets -- that -- those are the

characteristics that | thought about in this. Nothing
nore than that. So --

DR. HOLTZMAN. And | think Al ex actually
added i nportantly providing guidance to the agencies with
respect to nongratuitous uses or at |east paying
attention --

PROF. CAPRON: | think we can call that --
the principle of parsinony is actually what we are
tal ki ng about, naki ng parsi noni ous use of this particular
resour ce.

DR. SHAPIRO Right.

DR. DUMAS: See then ny statenent stil
pertains sonewhat, and it has to do with the way that
this is witten, the A's, B's and C s describe what this
body woul d do and the |ast one, | think, addresses -- the
| ast one has -- addresses only, in part, what this is
bei ng done for. So the statenent you made, Harol d, about

the basic function of this, what the advice and
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recommendat i ons and what have you, | think needs to be
succinctly stated up front and then the A's, B's and C s
is just telling themwhat they need to do in order to
fulfill that.

DR. SHAPI RO Any ot her conments? Yes, Tonf

DR. MJRRAY: Yes. Apologies for being |ate.

I had not counted on rush hour traffic beginni ng about

25 mles from Boston

Thi s di scussion seens to presuppose that we
have deci ded and the comm ssion has already decided to

recommend public funding for derivation of stemcells and

| am readi ng reconmendati ons that seemto -- not all of
us are on board yet. | amnot on board yet. And I do
not -- I would like -- I ama little unconfortable

tal ki ng about the details of the reconmendati on | anguage,
whi ch presupposes a point which I amnot yet prepared to
accept .

DR. SHAPIRO Well, that is right. W are
not all agreed on that but we did vote on that, not for
perhaps the last time but we did vote on that the |ast
time and there was a very large mgjority of the
comm ssion in favor so I do not think it is inappropriate
to discuss this but we will come back to that issue as we
go through the other reconmendati ons.

Yes, Bernie?
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DR LO | like the way Steve laid out sort
of the new bullets in recormendation nine. It mght help
actually to separate into a derivation -- what is this

new panel going to do with regard invol ving derivation
and what is it going to do involving use.

You know, we have had very bad luck with
tabl es but at | east conceptually it seens to ne there are
colums in the table, use and derivation and derivation
and use. And then protocol-by-protocol review, it is one
but not the other, maintain your registry of what for
what purposes, oversight and education, and | just think
it would be nice to clarify this as nmuch as possible so
t hat everyone knows what we are really suggesting.

DR SHAPIRO FEric, and Steve, and Carol ?

DR. CASSELL: Just a point of infornation.

As this recomendati on stands now, is it to be followed
by the text we have in here that clarifies what we nean
by it or is this meant to be instead of that text?

DR. SHAPIRO Be followed by text.

St eve?

DR HOLTZMAN. Wen | think of the nodel of
the RAC and how it intersected with the private sector, |
think that this could fit very well with how we were now
structuring this oversight board because with respect --

if for federally funded projects would do protocol-by-
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protocol, mandatorily protocol -by-protocol review, it
will also provide a certification function of the cel
lines that cane from an approved protocol.

The private sector then can choose whet her or
not it wishes to have its cell lines derived -- which it
derives get so certified by submtting a protocol. It
need not. Al right. But the cost of that, if you wll,
is those cell lines will not be able to be used in
federally funded research and that is nuch |like --
conceptually like the structure of how the RAC worked.

DR. SHAPIRO Carol? Any other comments on
this? Cbviously we are going to have to sit down and get
a fewof us torewite this to reflect the recent
coment s.

Let me make a recommendation. | would like
to take a break in our session right now and actual ly get
two or three people in each case to Il end their hands at
redoi ng eight and nine just to nake sure that we have
that really pretty well set out. | think this is a
critical aspect of this as far as | amconcerned. There

is the issue that Tomraised just a few nonents ago.

Qoviously that is a very critical decision also. But
the -- | would feel nuch better if we had these kinds of
recommendat i ons strai ghtened out. So |l et ne make a

f ew suggesti ons.
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Steve, would you and Kathi, and Eric, want to
work on nine? And naybe, Alex, if you and Eric, and
whoever else would be interested, | aminterested, work
on eight. And let's see if we can over the next 15 or 20
m nut es get sonme new recomendations to put before the
conmttee as a whole. We will circulate it all around
obvi ousl y.

(Wher eupon, a break was taken from9:29 a. m
until 10:40 a.m)

DR SHAPIRO | would Iike to call our
nmeeti ng back to order.

kay. Col | eagues, pl ease.

Col | eagues, you shoul d have available to you
now what is being passed around a revi sed reconmendati on
ei ght, a revised recomendati on nine, which we wl|l
di scuss nmonentarily, both of those, and a revised
recommendati on one and | and Donal d just revised, and
there is also copies of an additional recomendati on
whi ch sone conmmi ssi oners have asked that we discuss.

My proposal is that we will go through eight
and nine. We will then discuss this proposed additiona
recommendati on and then start going from one through al
the other recommendations. |If we go in that way | think
we have sone chance of really feeling pretty good about

where we are and naking pretty good progress.
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So let's begin now with revised
recommendati on ei ght. Does everyone have a copy?

Who needs a copy of eight? GCkay. W is in
charge? Has everyone el se got a copy of eight? W wll
produce an additional copy. Ckay.

This is reconmendation eight. Now if you
recall -- let nme try to get -- the origina
recommendati on ei ght was on page 19. W discussed before
why that was not adequate and we had a pretty good
di scussi on which has resulted in this new recomendati on
ei ght .

Eric, or Alex, or Jim which one of you would
-- Alex, do you want to speak to this one?

PROF. CAPRON. Ckay. The first one is the
poi nt that we had that show of hands on this norning and
we did not use the termsection and so forth because we
are tal king about agencies and different review
processes. Let ne just read it out and we will probably
di scover typos as we read along as well as thinkos (7).

DR. SHAPIRO That is a new word which | just
| earned from you yesterday.

PROF. CAPRON:  Thi nkos.

DR DUVAS: Thi nkos.

PROF. CAPRON. \Wich you are sonetines trying

to claimare just typos but you are pressed and you have
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to admt, no, | messed up.

"When review ng research proposals utilizing
ES/EG cell lines, all federal agencies should ensure that
their review processes conply with any requirenents
establ i shed by the National Oversight and Revi ew Panel
payi ng particular attention to the adequacy of the
justification for using such cell lines."

The thought is that our points to consider
are really a draft docunent, a working docunent for the
use of this oversight panel, and that docunent itself
tal ks about the adequacy or the necessity of using the
cell lines and there are other points that cone out
there. Under the comentary we should really have
bulleted -- these are rem nder notes. These are place
hol ders really -- that we would give an exanple of the
study section process at NIH and the ways in which the
institute has made sure that its study section nenbers
attend to issues beyond the narrowy scientific as part
of the review process.

DR. SHAPI RO Thank you. And the only
question | have about this is that this reference to the
requi renents established by the National Oversight Review
Panel assumes that the -- | guess that cones out in
recommendati on nine, which we are comng to -- that

certification is taken care of, that these are certified



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M~ W N - O

36

cell lines.

PROF. CAPRON:  Yes.

DR. SHAPI RO  Okay.

PROF. CAPRON: | nean, | thought that was
going to be explained in nine.

DR. SHAPI RO  Okay.

PROF. CAPRON: And that is the reason for the

DR SHAPIRO. Let's assume that is the case.

DR COX: Should we have nine cone before
ei ght ?

DR. SHAPIRO When we get to nine let's
di scuss that. That seens reasonabl e.

Any conments on the first part of this? So
that seens responsive to our discussion? Al right.
Let's go on to the second part.

PROF. CAPRON: That is the using part. The
derivation part, which we broke out and actually is
closer to the old eight and would rely in large part on
the | ast two paragraphs of the comentary before the old
ei ght states:

"Current human subject regul ati ons shoul d
make cl ear that protocols involving the derivation of
ES/ EG cell s nmust be revi ewed and approved by an

Institutional Review Board prior to consideration by the
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Nat i onal Oversight Review Panel. The |IRB should ensure
conpliance with any requirenents established by the
panel, including confirmng that institutions in the U S
or abroad which supply enbryos or fetuses have obtai ned
themin accordance with requirenents established by the
panel . "

The reason for that second or, excuse ne, the
final clause with the second sentence is the chart, which
we have tal ked about which now appears at the end of
chapter five, highlights the need particularly with
enbryos or fetuses supplied fromabroad that there be
sonme process that woul d say that they have been obtai ned
in away which is conpliant with the gist of these
regul ations -- of our recommendations, which we see the
nati onal panel as being the body that will inplenent
t hose recomendati ons.

There is now no real regulatory franmework
apparently. Eric reported to us that John Gearhart had
asked the FDA -- Jaine Thonpson, excuse ne, not John
Gearhart. Jai ne Thonpson had asked vis-a-vis the enbryo
-- using enbryos, | guess, from Canada; is that right?

O Israel. \Wether there were FDA regul ati ons about that
and was told, no, there are not as | understand it.

And so we want to make sure that it is not

just the processes that occur at the institution but a
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rem nder that the requirenment would extend to nmaking sure
that if there is an institution in Israel or wherever
that is sending enbryos that they have obtai ned t hem
usi ng the sane requirenents about separation of the
process of getting consent for the research fromthe
process of nmaking the decision about whether to use them
for fertility and discard and so forth.

DR. SHAPI RO Thank you. Are there any
comments? This does seemto reflect our discussion in ny
own judgnment but any further comments?

Al right. W will assune that -- thanks to
t he panel, subpanel or whatever we call it, the subgroup
for drafting that.

DR. COX: Actually, Harold, I wll cone back
to this issue, though, because | think the primry neat
of all of this is in nine, not eight, so to have that up
front and then --

(Si mul t aneous di scussion.)

DR. COX: -- so eight is alnost |like an
addendum

DR SHAPI RO  Yes. That is fine. W can
certainly reorder this and I think there may be a | ot of
sense to that but we will see.

Yes?

PROF. CAPRON. As we were playing around with
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the | anguage of this, we actually -- we had -- it should
be clarified, and that -- in the first sentence, and in
that context the word "current" nmade sense but | think
the present wordi ng where we have said, "Should nake

clear,” that what we really want to say is sinply human
subj ects regul ations w thout recurrent -- and maybe what
we mean i s should be revised as necessary to nake cl ear
or sonething like that.

M5. FLYNN: Can | say sonething? Can | just

DR. SHAPIRO Laurie, | amsorry.

M5. FLYNN: | just want to ask sort of an
i nformati onal point that perhaps was di scussed at the
| ast neeting. Can we get sonme exanples of ways that we
woul d know that IRB's were able to confirm sone of these
things that we are believing are inportant safeguards
here? Do we have a sense that there is sone kind of a
framework out there that is being devel oped or that there
is sonme kind of ability for us to get that information in
the case of enbryos that may be com ng from ot her
nati ons?

PROF. CAPRON. Well, my understanding is that
the panel that has already been established and that has,
as of April, put together its draft guidelines for Dr.

Varmus and NIH, which | do not think have been publicly
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rel eased at this point --

M5. FLYNN: | have seen nothing of their
wor K.

PROF. CAPRON:. Right. Those guidelines
actual ly have an el aborate provision which is that if the
-- if enbryos fromfertility are going to be used then at
the beginning of the fertility process an IRB will have
to review the process, neaning the consent and so forth,
to ensure that at that point the couples are only naking
the decision to create enbryos for fertility purposes.

So you have a research body maki ng sure that
no research is now contenplated and that at the point in
whi ch research cones into the picture it will only arise
after the couple has decided that they do not intend to
use the enbryos thenselves or to store themfor future
use but are ready to give themaway or discard them and
that there are going to be specific requirenments then for
the consent and the information that are given.

Now what that would nmean to ne is once those
are put forward, if you' re thinking that you are going to
derive stemcells fromenbryos and you have a
col | aborat or abroad or you have soneone who you know is a
source, a potential source, you would be in contact with
them and say, "Here are the guidelines |I have to work

with. M/ IRBis going to want to see certification that
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your | RB has engaged in this process.”

Now | do not know that we have any way ot her
than the good faith of IRB's to know that they are going
to do that job any nore than they do any other job and
that is always the issue with this kind of deputy/sheriff
nodel that we have for IRB's that they are out there
doi ng these things on the pronmise that they will do it
but they are not directly reporting to the -- any federa
agency step-by-step that they do it.

In this case when we are tal king about
derivation, their paperwork is going to have to go
forward to the National Oversight Panel. |In that case |
think there is greater |ikelihood, Laurie, that all the
paperwork on the paperwork level will be in order. Now
what that will reflect of what conmunication there was,
was it an Israeli couple or a Croatian couple, or anybody
el se, as to what they thought they were getting
t hensel ves into, we are kind of trusting to peopl e doing
what they said they have done.

M5. FLYNN: The paperwork process that we do
t hi nk nmay beconme nore regul ari zed woul d i ncl ude the
oversi ght of the paper going on in the foreign country?

PROF. CAPRON. According to this --

DR. SHAPIRO They certify. That is right.

MS. FLYNN: That there would be some
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standards that would then be applied against a variety of
t hese foreign docunents that woul d assure the appropriate
i nfornmed consent and so forth.

DR. SHAPIRO | do not know how else it woul d
get certified. Ckay.

Let's -- we will cone back to this. D ane,
did you want to nention something? Sorry.

DR. SCOIT-JONES: Yes. | just wanted to say
that | worked on recomendation -- on new reconmmendati on
nunber five and it now i ncludes one of the points that
Al ex just nmade that the couple needs to have decided to
di scard remai ni ng enbryos before being asked to
contribute themto research

DR SHAPIRO Recommendation five, if sone of
you do not recall, deals with the inforned consent
process for ES cells and we will get back to that shortly
but | asked Diane to work on that because | did not think
the current recommendation set it out properly but in any
case we will get back to that as we go through all these
recomendat i ons.

Let's turn our attention nowto
recommendat i on nunber nine. Wich one of the deputy
sheriff's wishes to speak to this?

Steve, do you want to speak to this, or

Kat hi, either one? Steve?
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DR. HOLTZMAN: Certainly.

DR. CASSELL: You just have to read them
first. Wat we are trying to do with this is to nmake it
possi bl e to know where cell lines conme from to know
where they go, to have a history of them and to see what
they are ultimately used for to nake sure that we -- that

we satisfy one of the things that was put forward by the

t heol ogi ans when they discussed it. The equitabl e use
and outcone of cell line research
| guess one change that -- ny other deputy

sheriff over there changed what | wote so | want to find
out if it would be all right with himif we put it back
to a different way.

DR HOLTZMAN: That was done with the
consul tation of the chair and our faithful scribe over
t here.

DR. CASSELL: These protocols will be -- and
four, the last sentence of four, "These protocols wll be
entered into the registry rather than enable the
correlation of protocols and outcones with the cell lines

used. . . But do not take offense but | do not know what

that means. "...to enable a record of the history and
ultimate outcone of any line of ES or EGcells.” All
right.

DR. SHAPI RO  Steve?
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DR HOLTZMAN: Just in terns of sonme of the
| ogic of what we did here, we thought the first thing you
had to do was say that this panel has certain authorities
so that is what we are actually in the first one saying
that it has a certain kind of authority, nanmely to
approve and certify cell lines. Approve protocols for
derivation and certify the cell line. Then we get into
what is in the registry.

The third point, we have been giving gui dance
as opposed to requirenent so that we will have to
har noni ze that with what we say in the previous
recommendation -- what was just discussed. Are these
requi renents or are they guidance, okay, to the
sponsori ng agenci es?

And then four and five is the basis for
getting a variety of information and publishing it and
making it avail abl e.

And the last point in fiveis it is not just
about the state of the science but as it were the state
of the quality with respect to the science.

DR SHAPI RO. What about Eric's?

PROF. CAPRON: Wbuld you mnd just having
soneone just read these aloud? | nean, it helps, |
think, in our process.

DR. SHAPI RO Fine. Wwo would like to -- |
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will read them al oud.
This is recormendation nine. It is revised
fromwhat you have before you. "A National Panel should

be established within the Departnent of Health and Hunan
Services to provide review and nonitoring of ES/ EG
research conducted or supported by the Federal Governnent
as well as ongoi ng educati on, guidance and reporting on a
conti nuous basis.

"One: The Panel shall have review and
approval authority of all federally funded activities
proposing to derive ES or EG cells. Approved cell lines
are certified and entered into a registry. See below..."
and so on.

"I n addition, the Panel should review for
certification purposes all cell lines submtted on a
vol untary basis by nonfederally funded individuals or
or gani zati ons.

Two, the --

PROF. CAPRON: Can we tal k about --

DR. SHAPI RO Yes, absolutely.

PROF. CAPRON. -- any of these?

DR. SHAPIRO Any of these at all.

PROF. CAPRON: Ckay. The second sentence,
"approved cell lines are certified,” can we get a subject

in this sentence with an active verb? There is not -- |
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nmean, are we saying that the panel shall establish a |ist

of --

DR CASSELL: WII be certified. WII be.

PROF. CAPRON. By whon? | just want to be
certain of this. | nmean, around, shall we say --

DR. HOLTZMAN:. Cell lines approved by the
panel will be entered into a registry.

DR LO WII be certified and entered into a
registry.

( Si mul t aneous di scussion.)

DR. LO Certifying cell lines and enter
certified cell lines into a registry.

DR. SHAPIRO | would prefer Bernie's.

( Si mul t aneous di scussion.)

DR. SHAPI RO

agai n, Bernie?

What is your nodification

DR. LO The panel will certify cell |ines

and enter approved cel

lines into a registry.

DR. HOLTZMAN: Certify approved cell I|ines

and then enter them

( Si mul t aneous di scussion.)

DR.  DUNAS:

Who approves the cell |ines?

DR. HOLTZMAN: W have approval authority in

t he previous sentence.

PROF. CAPRON: But, frankly, that is why we
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need an active voice. 1Is it in the panel, the secretary?
Who is going to do it?

DR. SHAPIRO It is the panel.

DR. DUMAS: The panel .

PROF. CAPRON: The panel will certify --

DR. LO  Approved cell Ilines.
PROF. CAPRON: -- cell lines derived from
approved experinments. |Is that --

DR. BRITO The panel will certify approved

cell lines.

( Si mul t aneous di scussion.)

DR. BRITO And enter theminto a registry.

DR SHAPIRGC Well --

DR. DUMAS: The panel will certify and
approve.

PROF. CAPRON: Isn't it the panel is
certifying cell lines derived from approved experinments?

DR. DUMAS. Right.

PROF. CAPRON. The previous sentence says
they will approve --

DR SHAPI RO  Ckay.
PROF. CAPRON: | amtrying to be careful
about this.

DR. DUMAS: It is having approved the cel
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lines the panel will certify themand enter theminto a
registry.

DR. HOLTZMAN: Alex is technically right.
What we have been doing is approving protocols as an
activity.

DR. SHAPIRO Right.

DR. HOLTZMAN. W are now going to tal k about
certification and registration of the product of that
activity. R ght? So we are giving another authority or
responsibility to the panel that the panel shall. All
right. Certified as having arisen from an approved
protocol cell lines and register said cell lines or
whatever. | do not think we have to get into that detail
at the nonent.

DR. SHAPI RO  That hel ps.

DR. HOLTZMAN: In the followi ng sentence we
need a mnor nodification in that we are really talking
about what is being submtted on a voluntary basis are
protocols, cell lines, which resulted from nonfederally
funded activities as opposed to nonfederally funded
or gani zati ons because there can be --

DR. LO  Yes.

DR. HOLTZMAN. -- | think -- again | think
that wordsmthing can be done.

DR. SHAPI RO  Yes.
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PROF. CAPRON: Thank you.

DR. HOLTZMAN:. Conti nue readi ng.

DR. SHAPIRO "Activities would replace both
i ndi vi dual s and organi zations. "

DR. HOLTZMAN: Yes, that is right.

DR. SHAPIRO (Ckay. Let nme continue with
item nunber two. "The panel should maintain a registry
of certified ES/EG cells. The registry will contain al
protocol s proposing stemcell derivation that have been
approved and certified by the panel as well as a |ist of
all certified cell lines."

PROF. CAPRON. Wiy do we have -- it seens to
me that the first sentence suggests what | thought we
were originally tal king about, which was the registry of
the certified cell lines. To throwin that it wll
contain all protocols proposing stemcell derivation that
had been approved and certified --

DR. HOLTZMAN: The | ogic of keeping a record
of the protocols, Alex, was that one can envi sage a day
in the future where it becones fairly routine potentially
and that just as we saw with the RAC that after you had a
nunber of protocols of the sane kind of formyou could,
say, issue a guideline that says so long as it is
according to the follow ng protocol it may go ahead, al

right, and then provide the nunber and they could have a
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certification. So we thought it was useful to get a
registry of the protocols as well even if that day | just
descri bed never cane, that they wanted to review t hem al
the time but nevertheless have a record of them

DR SHAPIRO. Carol ?

DR GREIDER Also, | would think froma
scientific point of view knowi ng exactly what process the
cells went through would be really inportant for any
scientist that wanted to use the cells that were in this
registry.

PROF. CAPRON. Could I suggest then that the
recommendat i on nunber two be revised to say the registry

establ i shed by the panel shall consist of two parts. The

first will contain all protocols proposing stem cel
derivations that have been approved by the panel. The
second part shall -- in other words, make clear that --

DR. SHAPIRO That is great.

PROF. CAPRON: Ckay.

DR. GREIDER. But they have to be linked to
each other. You have to know cell l[ine X cane from
protocol Y.

PROF. CAPRON. Right. That neans we want to
have a sentence saying the relationship of the two parts
shall be made transparent. But in the process | want to

be careful that we do not do what the second sentence
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says now, which says the protocols which have been
approved and certified, let's use approval vis-a-vis the
protocols and certified vis-a-vis the cell lines. Ckay.
DR GREIDER  Yes.
DR. HOLTZMAN: That is a great idea.
DR. SHAPIRO |s soneone getting all this?
PROF. CAPRON. Because | amnot witing it

down.

(Si mul t aneous di scussion.)

DR. LO Actually if I could foll ow up on
what Alex is suggesting, which | like a lot, it seens to

me one and two, provisions one and two, could be made a
little nore harnmonious. | nmean, one -- | nean, we are
throwi ng several things here. One, it seens to ne, is
reviewi ng protocols, approving themand certifying cel
lines. The second thing is a registry which is part A,
as Alex pointed out, a registry of cell lines and, B, a
regi stry of experinents |inked, as Carol suggests, and
sort of have the registry pop up in both one and two is a
little -- it is not as clear as it could be.

PROF. CAPRON. And probably not as economc
as it could be.

DR. GRElI DER  Yes.

DR. SHAPI RO Any ot her conments on two?

Very hel pful. Yes?
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DR DUVAS: That is two.

DR. SHAPIRO It is up to you. | amgoing to
go to three in a mnute. It is there sonething -- a
comment on two or one?

DR DUVAS: | wanted to comment -- | wanted
to go back to a comment on the precedi ng statenent
because | still think it is mssing sonething. "A
Nat i onal Panel should be established within the
Depart nent of Health and Human Services to ensure that ES
and EG cells are derived according to certain standards
or to ensure the adequacy and justification for using EG
and ES cells.”™ There is sonething that still is mssing
there. They are going to review and nonitor but that is
a mechani sm

DR. SHAPIRO (Ckay. You want --

DR. GREIDER: To ensure.

DR. DUMAS: | want sonmething there. | want
to say what we are trying to achieve by this to ensure --

DR. SHAPI RO | understand what you are
sayi ng.

DR DUVAS: -- that ES and EG cells are
derived according to certain ethical standards descri bed
or upheld by this conm ssion or sonething |ike that.

DR. SHAPIRO (Ckay. So that is just to

expand the introductory sentence and maybe a coupl e of
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sentences by the tine we are through --

DR. DUMAS. Right.

DR. SHAPIRO -- to give a -- sort of -- a
better sort of sense of what is com ng bel ow.

DR. DUMAS: Yes.

DR. MJRRAY: Right. W have a statenent -- |
think Rhetaugh is right. W have statenents of the
function but not of the purpose.

DR. DUMAS: The purpose.

DR. MJRRAY: So a phrase or a brief sentence.

DR. DUMAS: W say that they want -- we want
themto ensure the adequacy and justification of using
these cell lines. Nowis that enough? That nay be
enough to just repeat up there. To ensure the adequacy
and justification of -- to ensure that -- well --

DR SHAPIRO. Let's think about that and
let's not try to formit right here but | agree with you
that this -- we need to do sonme work on that.

DR. DUMAS: Right. Insert it there. Right.

Ckay.
DR. SHAPIRO | agree with that point.
M5. KRAMER: And it did not capture your
suggestion -- your earlier suggestion about the

par si noni ous use of the tissue or the enbryos.

DR. DUNAS: Yes. Yes.
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DR HOLTZMAN: | think there is two different
things. Parsinonious use is going to conme in, in three.

DR. SHAPIRO Right.

DR. HOLTZMAN. Ckay. Were it is providing
gui dance to the agencies. | think Rhetaugh's point about
the purpose is very appropriate. And also we do not
actually say in here with respect to the review and
nonitoring what you are review ng and nonitoring for not
only is in terns of purposes to accord with the
recommendations in the report.

DR. SHAPIRO Right.

DR HOLTZMAN: So | think what we need --

PROF. CAPRON: | thought she had a --

DR. HOLTZMAN. Right. The preanble has to
capture both of those.

DR, SHAPIRO  Arturo?

PROF. CAPRON: Can we nake it sort of an
active sentence and just say the departnent should
establish a panel to carry out the recommendations or to
ensure conpliance with the recommendati ons?

DR. DUMAS: Yes. Yes.

DR. BRITO | know that we are going to work
on this in the wording and all but within that purpose
maybe -- this is just ne but on page 24 of this chapter,

lines 18 through 27 where the purpose is discussed for
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this registry or this panel, one thing that | find that
is mssing or not enphasized enough is that -- isn't one
of the purposes of this registry or panel so that
i ndi vi dual s can make an individual choice or just have
some know edge about the derivation of certain cells or
is this not the place for it or is it?

DR, CASSELL: Yes.

DR. BRITO So should that be enphasized in
t he begi nning al so?

DR. SHAPIRO Well, you have to -- that is
sonet hi ng we shoul d consider. W have to -- we do not

want the first preanble to include absolutely everything

in this recomendati on but we can perhaps -- that should
be. | nean, we can try to work on it. W ought to think
about --

(Si mul t aneous di scussion.)

DR. BRRITO | think it is inmportant not to at
| east put enphasis there.

DR. SHAPI RO  Okay.

DR DUVAS: Public record.

DR. SHAPIRO (Ckay. Well, we will have to
revise this first sentence in a nunber of ways that have
been suggested here and try to incorporate as nuch of
this as possible.

PROF. CAPRON: M . Chai rman?
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DR SHAPI RO  Yes.

PROF. CAPRON. Just to respond to Arturo, |
think that just as Rhetaugh has suggested that we give
kind of the ethical groundwork for the overal
recommendation in that sentence as she was revising it,
we could also when it gets to tal king about the registry
-- | nean, Bernie has in effect said we ought to separate
t he reconmmendati on one, which focuses on the approval
process.

And reconmendation two, the registry, in
order to provide a public record that the ethica
standards are being conplied with, the panel shal
establish a registry for two -- for containing two parts
and we could have a sentence about the purpose there that
this record will allow easy access to infornmation about
the origin of the cell lines for any nenber of the public
as well. And the commentary can tal k about the point you
are maki ng but make it specific there rather than trying
tolay it on to the opening preanble.

DR. SHAPIRO In this case the sort of
information on the origin of the cell line is very useful
for a whol e nunber of purposes, one of which is this one
but also for scientific purposes it is quite critical so
it is a very good point to include.

Al right. Let's look at point three here,
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which is also an inportant issue. It reads as follows
currently: "The panel should provide on a regular basis
gui dance to the sponsoring agencies on the nonscientific,
soci al and ethical issues and should be considered in the
revi ew of protocols proposing to use ES and EG cells."

PROF. CAPRON: W are going to need to decide
and then align recomendation eight in this because
recommendati on ei ght used the words "any requirenents”
and here the word is "guidance."

DR. SHAPIRO Right. That is a critica
i ssue here and Steve also raised that in reducing this.
How do people feel about that? It is an inportant
di fference.

DR. CASSELL: Say it again.

PROF. CAPRON: Between a requirement -- the
sorts of things that |I understand the ad hoc panel is
provi di ng guidance to Dr. Varnus on are really
requirenents. In order to do X, Y, Z, you are going to
need to have gotten consent in the follow ng fashion,"
and not just guidance. There may be ot her points which
are -- are just guidance and naybe we want to use both
words. Any requirenents or guidance.

DR. SHAPIRO That is really ny preference to
do that because we are going to find ourselves, | think -

- and we will have to find exanples of both and use them
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And ny thought -- let nme just -- going back to eight,

whi ch tal ks about, if | renenber now, requirenents -- |
tried to think in nmy own mnd about how we woul d handl e a
di fference between requirenents and gui dance and | have
sort of an idealization in mnd, | do not knowif it is
very workable, and that is requirenments are requirenents.
And gui dance, however, is guidance.

(Laughter.)

DR. SHAPIRO That is ny sense.

PROF. CAPRON: Gertrude Stein, where are you
when we need you?

(Laughter.)

DR SHAPIRO. But the issue is the -- | would
be quite satisfied with a ot of guidance if | knew from
| RB's when they diverted fromthe guidance. Sone
guidance is really quite inportant and the anmount of
things you would |i ke to make requirenents depend a | ot
on whet her you know whet her your gui dance is being
followed or not. That is not to say it is determi native
in any case but if you are studying this over tinme you
m ght convert gui dance into requirenents or vice versa
dependi ng on what you find out over tine.

And it is -- | have not got the | anguage for
this obviously but it is -- I would be quite satisfied to

use gui dance and recomendations in this particular spot
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here but then | would |ike to understand where -- how

does that process work out.

Steve?

DR. HOLTZMAN: | think the requirenments we
are talking -- | think we should be tal ki ng about
requi renents here. | think that we are saying that there

is a reason for this panel to say this protocol does or
does not conformw th what we expect in protocols for
derivation that have received --

DR. SHAPI RO Devel op those requirenents over

time if they wish to.

DR. HOLTZMAN: Right. | mght change
"regul ar basis" to periodic basis. It is a mnor thing.
But that is the notion and I think it wll resurge
with -- we are recogni zing the science is changi ng,

societal attitudes are changing, we want a body to be
| ooki ng at those things, and them having a public
di scourse about them and issuing requirenents and
gui dance as it changes.
DR. SHAPIRO Do people |like the word
"requi rements” there because that would certainly nmake it
si npl er?
DR SCOTT-JONES: Yes, | think it is
i mportant.
DR. SHAPIRO (Okay. Anything else on three



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

60

for the nonent?

Di ane, yes, you had your hand up before. |
apol ogi ze.

DR. SCOIT-JONES: GCkay. | have a coment
about the phrase "on the nonscientific, social and
ethical issues.” | think it is sufficient to say sinply
soci al and ethical issues because inserting nonscientific
suggests an opposition of the scientific and social and
et hi cal .

PROF. CAPRON: Qur own points to consider
actual ly have a few things under the science headi ng.

DR. SHAPIRO All right. Let nme read item
four here. "The panel should receive fromall sponsoring
agencies and the private sector on a voluntary basis and
publi sh on an annual basis a description of protocols
using certified cell lines and, where avail able, the
out cones of these experinments or those experinents. The
protocols will be entered into the registry to enable..."
and I know that this is where Eric wants to use sonmewhat
di fferent | anguage. Let ne just read what is here.

"...enable the correlation of the protocols outcones with

the cell lines used.”
| believe it is true -- Eric, | hope I am not
m squoting you -- that you would prefer -- correlation

refers to kind of the statistical, at least it seens to
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refer to kind of a statistical study. | think what Eric
was concerned about is the ability, if sonmeone w shes to
or sone organi zation wi shes to, to trace what the actua
out cones and uses of a particular cell line mght be.
think it is based on justice considerations that if
sonmeone wanted to investigate those things they coul d.

That is ny understandi ng of your position.
But how woul d you change the words agai n?

DR. CASSELL: | would change it -- | nean, |
actually -- what, Alex, | amnaking clear is that these
have to be changed in a way that nakes it absolutely
cl ear what they are all doing.

I would change it to "The registry will make
possible a record of the history and ultimate outcone of
any protocol deriving or using human ES or EG " And then
either period or "and" or "any register |ine of human ES
or EGstemcells.” So not only in the protocol but any
regi stered |ine.

DR SHAPI RO. Bernie?

DR. LO Can we require the recipients of
funding for derivation to report back on the outcones to
this panel as opposed to --

DR. CASSELL: No. No, that is what happens,
you see. The -- suppose they got -- they used cell Iine

252, right. They have done that protocol but something
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comes out of that. They result of that. W -- our
registry has the result of the outcone of their protocol

Sonmebody el se picks up on their work. It is stil
attached to cell line 200 and whatever it was. And so
that you can still follow that -- what that cell line is
| eadi ng to.

DR. HOLTZMAN. Bernie, to your specific -- in
the introduction on four we said, "They will receive,"”
"they should receive fromthe sponsoring agencies.” So
if you want to nake it stronger than "should receive" but
t hat agencies should be required to provide to it and
then Eric has got a second point about not only the
protocol but the outcones of the research as well.

DR SHAPIRO. The outcones is in the first
sentence. All right.

DR HOLTZMAN. It is.

DR LO Ckay. So | guess | am-- can
soneone explain to ne how you will get the outcone of
projects that are use projects as opposed to derivation
projects that you are not funding?

DR. HOLTZMAN: It could be voluntarily.

DR. LO This is all voluntary?

DR. HOLTZMAN. No. The agency -- you are
tal ki ng about the agency funding in terns of --

PROF. CAPRON:  You nean not funding. You are
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not fundi ng, he said.

DR. LO So we are saying that if it is
federally funded you have to -- whether it is use or
derivation you have to report the outcones to the agency
whi ch then has to forward it to this panel.

DR CASSELL: Right.

DR. LO And we are just saying every -- for
the private sector it is all voluntary.

DR. HOLTZMAN:  Ri ght.

DR LO So then if it is voluntary | think
we have to not be too strong on what this registry is
going to be able to do, which is going to be a | ot of
things that may be missing data, and so it is only as
good as the --

DR. SHAPIRO That is right.

DR. LO -- conpleteness of the outcones of
the nonfederally research.

DR SHAPIRO Carol ?

DR. GREI DER. Just one point about that. For
federal ly supported research you usually have to report
every year what the results are anyway. And so there
woul d be a nechani sm by which that could be put into the
registry if we wanted to suggest that.

DR. CASSELL: It is the linking of it that is

al |l oned, you see, so they are not -- as, though, each
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thing was a new -- did not have a history and does not go
anywher e.

DR SHAPI RO Al ex?

PROF. CAPRON. | just want to try to
understand practically what we are thinking of under the
phrase "outcone of the experinent."” Wen you think of a
registry you think of sonething with colums and sort of,
you know, fairly discrete data points that are fairly
common anong these things. | nean, the colums phrase
may have been an over statenent but | nean sort of
categories that you enter into.

| assune that people report the "outcomes of

their research” in all sorts of different ways and | am

trying to i magi ne what we think this registry will have.
This is a genuine question. It is not a rhetorical or,
you know, skeptical question. | nean, | amjust not

cl ear what we think.

DR CASSELL: well, Alex --

PROF. CAPRON: This would be sonething in
whi ch sonebody will have a line or two, other people wll
have pages, sone people will describe how this is making
them think of the next step of the research they want to
do, their outcone is to raise the follow ng questions,
whi ch they now i ntend to pursue through additiona

research. |Is that what was in mnd of the people who
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suggested this?
DR. COX: | have two sinplem nded answers to

that. The first is | do not want to get, okay, the

registry of cell lines mxed up with the registry of
results. So the registry of cell lines is really
straight forward. It is cell |line one through 899 and

you figure out where it cane fromand that is a primary
focus. The other is not a registry. It is a data base.

It is a data base of information and primarily what |
woul d | ook for fromny perspective, both as a scientist
and as a -- you know, just |ike Joe Blow -- is so what
was done. An abstract. | do not want to see like a
paper. That is what the scientific literature is for.
An abstract of what was done and what, if anything, was
found. And Carol is absolutely right, every time you
wite a grant, every year you do a progress report on
that, nax two pages. That is what it is supposed to be
and there can be an abstract about that.

Now t he whole NIH is coming up with databases
for this kind of stuff to make that kind of information
nore publicly avail able, not massive anounts of
i nformati on because you do not want to read through
massi ve anounts but you want an abstract.

DR SHAPIRO It seenms to ne it is -- at

| east the concept | have, | think, is reflected here and
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let me just see if -- | do not -- the word "registry"”
does, you know, invoke certain imges and if you |ike --
| nean, the cell line data is pretty straight forward.
think we all understand what that is. You give it a
nunber and then you just certify it or not.

And then on the outcones if one wants to
maintain the word "registry,” | nmean what is really going
to happen -- what really is going to happen here is you
are going to have outcones which will have a file nunber
and you will type in your conputer file nunber 678 and
you are going to get enough information so you can pursue
this matter if you wish to and generally what the outcone
is and so on.

So while it is not nunbers -- | agree with
that -- | think that it -- if | understand the objective,
whi ch seens sensi ble and thoughtful to ne, is that we
want to be able to determ ne at sonme tine just who
provided this material and who benefitted fromit, and
that is what this is ainmed at.

DR. COX: Exactly. And there could be a
registry and then there could be a database. | nean, you
do not want to --

DR. SHAPIRO | do not know what nane to --

( Si mul t aneous di scussion.)

DR. SHAPIRO -- give all this. Right.



© 00 N oo o B~ wWw N P

N T N T S T T T N T N e e T S S N e
gag A W N P O © 0o N oo 0o M W N+ O

67

DR GREIDER. | want to specifically add --

DR. SHAPI RO Yes.

DR. GREIDER -- and "published papers,"
whi ch are going to be nore useful than an abstract that
sonebody has but to specifically state in there that this
cell line was used and this was the paper that cane out
of it. That would be very useful.

DR SHAPIRO. Diane, and then Steve?

DR. SCOIT-JONES: | want to agree w th what
Davi d said and what Carol just said. | think one of the
i ssues that we have considered throughout this is the
prom se of this research, and | think having that kind of
dat abase will allow a fairly easy way to assess in a rea
way the prom se of this research and the steps that are
bei ng made towards the realization of that prom se.

DR. SHAPI RO  Steve?

DR HOLTZMAN: Yes. | think we know what we
want. | think the key is in the reconmmendati on | anguage
to keep it crisp and then in the explication to give
gui dance that they should do it in a way that allows
access to the followi ng kinds of infornmation, whether
that is established in the database, whether it is having
a sinple relational database that gets hyperlinked to
DHHS or NI H ki nds of things, which nmay cone in the

future. | do not think we want to get into that.
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DR. SHAPIRO | think that is right. W do
not want to get into too nuch detail. However, | do want
to get into the recomendati on with the appropriate
| anguage. | do not have any particul ar | anguage ri ght
now. The point that Eric was meking, nanely that we
ought -- someone -- one of the things soneone ought to be
able to do is to see who supplied and who benefitted at
the end, you know, or at some point in tinme, and we need
sufficient evidence to do that or at least try to get
evidence to do it, and that idea is an ethical concern
and should find its way into the | anguage of the
recommendation itself.

DR. CASSELL: And it is public -- it is part
of a public record.

DR SHAPIRO. Yes, Al ex?

PROF. CAPRON: Yes, | agree. | also agree
with David's caution that we be clear about the use of
the word "registry.” | nean, the registry will have a
list of certified cell lines. Are we saying, in fact,
that the registry will have a third category, which is
out conmes of uses of the cell |ines?

DR. SHAPI RO Yes.

PROF. CAPRON: Then we should -- when we
first describe the registry we should put that down as a

separate -- | nean --
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DR. HOLTZMAN: That is a good suggesti on.

PROF. CAPRON: -- and that -- a database of
t he out cones.

DR. COX: In that sense that linking is
extrenely useful because if you get different results if
you can go back and you have this whole list of stuff
that is sort of based on that cell line, just froma
scientific point of viewthat will be extrenely useful.

PROF. CAPRON:  Yes.

DR COX: And I think for the other reasons
we have nentioned it is useful for social and ethica
reasons, too.

DR. SHAPI RO (kay. Thank you very much

Let's go on to the -- | guess we are on
nunber five now.

"The panel should provide an annual report to
the Secretary DHHS which will include an assessnent of
the current state of the science for both derivation and
use of ES and EG cells as well as a summary of any
energi ng ethical or social concerns associated with this
research.”

PROF. CAPRON: |Is this the recomendati on
which is intended to indicate the role of the panel we
tal ked about in revisiting the issue of different sources

such as enbryos created through I VF for research
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pur poses, enbryos created through somatic cell nucl ear
transfer, and so forth? 1Is this the point at which --

DR. SHAPIRO | cannot speak for the authors
but, | nean, that is what | hoped it was because we do
need that in here.

PROF. CAPRON: Because to ne maybe it is al
there but an assessnent of the current state of the
science as well as a sunmary of any energing ethical or
social concerns is really -- that does not -- that does
not to ne convey that thought which is sort of a -- it is
a correlation of an ethical assessnent with the progress
of science. | mean, if we get to the point where in
ani mal nodel s and, indeed, w th noncloned stemcells,
that is | nean the ones that do not have somatic cel
nucl ear transfer.

If we have gotten to the point where you can
show that you can get cell differentiation, you can, in
effect, grow arteries or livers or sonething, and the
question is nowis there justification for using sonmatic
cell nuclear transfer fromthe potential patient
recipient, that is the kind of thing they should be able
to do and that is a correlation not just of assessnent of
the scientific current state of the science for
derivation of use, et cetera. You see what | am sayi ng?

I think we need to be nore specific.
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DR SHAPIRO  Steve, then Bernie.

DR. HOLTZMAN:. Yes, | was inclined to just
have it to econom ze on the | anguage as it is but we
coul d al ways change the whol e thing, was assessnent of
the current state of the science, summary of energing
et hical issues, right, and then sonething to the effect
of "and review the adequacy and appropri ateness of the
recommendati ons provided in this report.” I think that
is what we are after. A way of summarizi ng what you are
getting at.

PROF. CAPRON: Yes, | guess -- | nean, it
seens to me that our own report anticipates that there
could be justification so it is not as though, oops, the
comm ssi on was i nadequat e.

DR HOLTZMAN. Right.

PROF. CAPRON: It is not even the adequate
but sort of the state of the art, the state of scientific
and t herapeutic progress.

DR. SHAPIRO And | think that is very
useful. Bernie?

DR LO Yes. | think that is useful as wel
and I think, also, we have to nake clear in five that
one, two, three and four really pertain to human ES and
EG research and in five we are saying take a | ook nuch

nore broadly at the sort of -- the whole field, including
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ani mal research and with a particular view to seeing

whet her the guidelines that we reconmend, the -- our
recommendati ons can be nodified in |ight of existing
science -- in light of new scientific developnent. So it
is really a whole different set of tasks in five and I
think we should really be clear it is a different set of

PROF. CAPRON:. To the extent that that is the
case, do we want to think of that as a separate
recommendation? |In other words, that what is provided
before is nore the process of approval and then the
establ i shnment of the registry and the getting in of the
results, and then it is alnbst the reassessnment function
really could be highlighted as a second recommendati on.
It mght allowus to be alittle nore explicit there.

DR SHAPIRO Laurie has a -- and then we
will come back to that issue. Laurie?

M5. FLYNN: | have a question that sort of
bears on that. Should | be assuming or are we safe in
assum ng that this panel with which we are going to
charge sone significant duties is going to have
nonsci enti st nenbers, potentially public nmenbers? |
nmean, are we going to -- because of the focus as Alex is
poi nting out on taking a step back and | ooki ng at soci al

and ethical issues and returning to sone of the earlier
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controversies, we do not state anywhere, and one could
assunme that it mght be the scientific community | ooking
at its scientific progress.

DR. SHAPIRO | think that is a very good
point. As a matter of fact, one version of chapter six,
now five, we did talk about that and I think it is a very
good point and I amvery glad you brought it up. M own
view on the matter is that while we need not say anything
in detail about just how many nmenbers of this, that and
the other, there ought to be broad nenbership here. |
t hi nk we shoul d have a reconmendati on on that side,

i ncludi ng not just scientists but list -- nake sone kind
of Iist. | think we do need a recomendati on on that.
That is ny view

Ber ni e?

DR CHI LDRESS: W have sone -- oh, | am
sorry.

DR SHAPIRO. Bernie, and then Jim

DR. LO Followi ng up on Laurie's thought, I
nmean the kind of panel you would want for one, two,
three, four, | think is primarily scientists.

M5. FLYNN. That is right.

DR. LO There nay be a public representative
or two but I mean | would not want to sit on that panel.

MS. FLYNN: Right.
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DR. LO But the panel in five should be a
panel nore |ike this with scientist represented but not
sort of the sane panel that is doing one, tw, three and
four. So | would think about splitting not just the
recommendati on but sort of who is doing recommendation 9
and 9(a). It is a different --

DR. SHAPIRO So you would -- | just want to
understand that |ast coment, Bernie. You would suggest
that, for exanple, that this panel m ght convene
periodically some group conposed in such a fashion to do
five as a possible? It is a possible way to do it. |
understand. | just do not want to convene -- | do not
want to convene too many panels here. That is what | am
sort of struggling wth.

DR LO Didn't the RAC serve both functions?

PROF. CAPRON: Yes. By suggesting a separate
recomnmendation | would --

DR. LO | was addressing his --

PROF. CAPRON:  No, | know, but to the extent
that Bernie --

DR. LO Tell me what the conposition of the
RAC was.

PROF. CAPRON:. The RAC was like this group,
scientists and nonscientists, a | arger nunber of

scientists than this conm ssion has, proportionate to the
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numnber .

DR. LO 50/50 roughly? | nean, | amtrying
to --

(Si mul t aneous di scussion.)

DR. SHAPI RO Like 70/ 30 or sonething like
t hat .

PROF. CAPRON. But fromthe viewpoint of the
scientists it was very nultidisciplinary because sone
wer e physician/clinician, sone were nol ecul ar bi ol ogi sts,
some were m crobiol ogi sts, and on and on, epidemn ol ogi st.

DR. LO  Again help ne understand what the
RAC did. | mean, were the nonscientific people on that
commttee interested enough to cone to the neetings which
were tasked one, two, three, four, you are saying, you
know, for stemcell line 834 we want to review the
following --

PROF. CAPRON: Yes, they were.

DR. LO They were.

PROF. CAPRON: And it turned out, even had
sonmet hing to useful to say.

DR SHAPIRO  Jin?

DR. CHI LDRESS: Just follow ng up on that.
Yes, and there were public nmenbers, totally public
menbers, sone of whom were not heavily involved in the

scientific or ethical discussions, who actually made over
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time sonme very inportant contributions too.

DR. LO Then | would be happy with one pane
provi ded we sonehow describe it as disciplinary with
strong non -- you know, representation by public nmenbers
and not -- and nonscientists.

( Si mul t aneous di scussion.)

DR. CHI LDRESS: And in terns of being
concer ned about nultiplying organizati ons here -- because
yet in recomrendation ten yet another body to determ ne
whet her the bodies that were already set up are worth
continuing over a period of time. So I do think we have
to worry about nultiple organizational structure, and if
there is a way we could acconplish this end, perhaps with
suitabl e ad hoc consultants being brought in, as RAC did
as well, to help in this kind of assessnent, that m ght
be a way to proceed.

DR. LO Help in which assessnent, though?
Assessnent of nunber five?

DR CHI LDRESS: Five.

DR. LO Well, see, but you bring in a
consultant that is --

DR. CHI LDRESS: The consultant is to help the
panel formits -- because just as we bring in consultants
here.

DR. SHAPIRCO Well, let's assune for the
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nonent that we do have to say sonet hing about nenbership
it is a very good point, and we need to formul ate
sonmet hing on that, sonething specific about that, and
| et's assunme that however we describe this that we wll
keep one panel entrusted to do this and entrusted also to
call people it needs to call

| nmean, it wll do what we do when we are
short of ideas or short of -- we need sonme help. W cal
people to help us and they will presunably do the sane
t hi ng.

kay. Well, what we will try -- we have to
see and stop -- at |east pause for a nonent in a mnute
to -- for public comments. But we will -- 1 wll tag a
coupl e of people to try and work on sone of these
alterations in nine today.

Tom you had your hand up before. |

apol ogi ze.

DR. MJRRAY: To nmake the sane point that was
made.

DR. SHAPIRO (Ckay. | apologize. | am
sorry. To -- because there was quite a few changes

recomended here in nine.
I think we should take a | ook at them again
| ater on today so we will come back to nine and at the

| unch break we will get together with two or three people
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to work on that sonetine early this afternoon
kay. Thank you very much. That has been a
very, very hel pful discussion.

PUBLI C DI SCUSS| ON

DR. SHAPI RO We do not have anybody
signed up for public conmment today, which was schedul ed
at 11:30. However, let me just check to see if there is
anyone in the audi ence today who has anything they woul d
i ke to address the conm ssion on.

(No response.)

DI SCUSSI ON CONTI NUES OF DRAFT REPORT

DR. SHAPIRO If not, then we will go ahead
wi th our own schedul ed busi ness.

My recomendation right nowis that we go

back to ook -- we will cone through the recommendati ons
now -- excuse ne. Let's goto -- | was going to say
let's go to one and start working through that. | think,

however, it m ght be sonmewhat nore hel pful, at |east we
will get sone kind of lay of the land here, if we

consi der a recommendation. | do not know who to ascribe
the authorship to. Sone conbinati on of Rhetaugh, Bernie
and David, in sone order. | have a recommendati on which
has no nunber on it but it has been passed out to you on
a sheet that | ooks like this one. It just says

"reconmendation” on it. And let nme just read the



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

79

recommendation as you all are.

"NBAC urges all the recommendati ons nade this
report be voluntarily accepted and applied in the private
sector.”™ And then there is the followi ng statenent after
that: "In sone cases, particularly those that are
norally contested it may be in the public interest for
the private sector to operate under different constraints
and/or rules that apply to the federally funded research.

However, in the case of human stemcell research, NBAC
believes that the public interest is best served by the
common set of ethical standards and research practices
that will be foll owed by both the public and private
sectors. "

But et me now turn to any one of the authors
of this to see if they have anything further they want to
add or do you just want us to go directly to the
di scussi on?

Bernie, | have just read out this
recommendation that the three of you worked on.

DR COX: So | have a comment. The -- but
Rhet augh and Bernie will correct ne when | get it wong,
and that is the goal here was to as crisply and clearly
as possible lay out a position that, in fact, the three
of us support.

In laying it out, though, okay, it is a very
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clear line that is drawn and what we did in ternms of
doing it was to, | think, it can now be used as a straw
recommendation in a way to say what woul d be the
inplications if we accepted this. And | think there
is a clear inplication in this all the recommendati ons
woul d nean that in the private sector if those were
accepted that there would be no enbryos created for
research because that is what we are saying. W are not
creating new enbryos for research. That is going to be
some of our recommendations. That is sonme of our
recommendat i ons.

What that precludes by definition then is any
use of somatic cell nuclear transplant -- transfer
techni ques, okay, because that is required to create new
enbryos in the private sector

Now do we want to say that? Do we want to
see that? What it does, though, is it makes the choice
crystal clear because we either do or we do not.

DR. SHAPI RO  Rhet augh?

DR. DUMAS: | ammnot totally void of
anmbi val ence on this one but I am-- | have sone concern
that we are consistent in what we are saying that we
bel i eve should be done. W have said very clearly that
we do not recommend research that would create human

bei ngs, cloned human beings. |If we support research that
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creates enbryos, is that inconsistent with our belief
about the creation of human bei ngs?

DR. SHAPIRO Yes, | understand the question.

PROF. CAPRON: Yes, it is. The human beings
that we said we did not want to have created were born
human bei ngs.

DR. DUMAS: Born human bei ngs.

PROF. CAPRON:  Born.

DR DUVAS: But not their basic --

PROF. CAPRON. What we call colloquially
"baby maki ng. "

DR DUVAS: Babies. But consider the
position that to create a human enbryo is the first step
in creating a baby.

DR. GREIDER. But this gets at an issue that
we go throughout in the whole report, which is the issue
of this contention of, you know, when is a hunan being a
human being, and | think we have stated pretty clearly in
the report that that is not sonething that we could
resolve in this report, that we have to lay out that that
is an issue that is, you know, polarized in our society
and that we are trying to find sonme nore m ddl e ground.
That was ny --

DR DUVAS: And not even clear in our own

m nds. Not even clear in nmy mnd.
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DR. SHAPI RO Let ne suggest that the
comm ssion divides into two those peopl e who asked to be
put on a |list and those people who just talk.

DR. DUMAS: (kay.

DR. SHAPIRO So just to be fair to everybody
let's wait for the |ist.

Jim you are next and then Carol.

DR. CHILDRESS: | amgoing to hold off --

DR SHAPIRO. Al ex, and then Di ane.

DR CHLDRESS: | wll --

DR. SHAPI RO  Okay.

DR CH LDRESS: -- later.

DR SHAPI RO Al ex?

PROF. CAPRON: | wanted to respond to David
crisply stating the issue, which is -- could be restated
as follows: |If our recommendations are followed, we

woul d be saying vis-a-vis the federal governnent that
there would be a minor lifting of the present
restrictions on the use of enbryos vis-a-vis the public
sector, we would be doi ng sonething equivalent to our
recommendation in the cloning report only it would
actual ly go beyond what we have said there.

We woul d actually be recommendi ng a
restriction. The only way it seens to ne that

restriction would cone about unless it were adopted
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voluntarily entirely would be if there were sone
statenment of how the federal interest is violated by an
activity going on.

| think it would be very hard to nmake that
claimvis-a-vis the creation of enbryos. 1In part,
because any nunber of the people who have spoken on the
fl oor of Congress or the reports of the congressiona
comm ttees about the restrictions on the use of enbryos
have stated that they are willing to restrict federa
fundi ng precisely because they know that val uabl e work
will go forward w thout federal funds.

It would be ironic if we were, therefore,
suggesting this work vis-a-vis stemcells, which we are
stating is very inportant crucial research and a new
avenue of great inportance should stop, whereas other
people are creating enbryos for research in -- for
probably nedi ocre research, in fact, in sone of the
fertility centers and so forth where they are not really
doi ng very good research but they are creating enbryos
for research purposes.

| would find that a hard reconmendation to
support. For that reason | find the explanation given in
t he second paragraph here sonewhat troubling because what
it says is in sone cases, particularly those that are

norally contests, which we know has neant enbryo
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research, it nmay be in the public interest for the
private sector to go forward with different constraints.
That is the very view, as | said, that is stated by the
peopl e who voted for restricting federal funding.

However, in the case of human cell research
we think it is best -- and let's not say served by a
common set of ethical standards but by a common set of
ethical restrictions and legal restrictions in effect, so
| have a hard tinme supporting this for that reason or at
| east as expl ai ned here.

DR. SHAPI RO Thank you. Qher comments
about this? | think it is, as David pointed out --

D ane, you had a conment ?

DR SCOIT-JONES: | think the issues that
Rhet augh rai sed are ones that we will need to think
about. In reading our chapter one | really struggled

with the way that we described the zygote, the enbryo and
the fetus. W call that an entity as if it could be a
nonliving thing. W do not even say organism

And | think that all of us should probably
t hi nk about how we want to present our view of the
devel opnent of a person at this point in tinme before
birth. It is nore than entity but | do not know how we
should do it. It is sonething that | struggled with

nyself. And in ny own teaching | use the word
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"organism" | try not to refer to zygotes, enbryos and
fetuses as entities.

I think we should think nore about it.

DR SHAPI RO. David?

DR. COX: So what | amhearing and | actually
conpletely agree with is that NBAC does not urge all of
the reconmendati ons that we nake in our report to be
voluntarily accepted and applied in the private sector
because one of the recomrendati ons we make, which is not
the creation of new enbryos, is not -- we are not
recommendi ng that be foll owed.

What ot her reconmendations that NBAC is
maki ng do we not recommend to be foll owed? Because the
path that | amtrying to go down is that -- then let's
say the ones that are not going to be or we do not, you
know, expect to be followed but then we can nake it clear
whi ch ones we do expect to be voluntarily foll owed.

The reason for making it so absolute in the

beginning is it just hel ps have those things pop right to

t he top.

DR. SHAPI RO Yes.

DR. HOLTZMAN:. If | could follow up David's
statenment, | think that would be really inportant, that

if we are going to say as a consci ous deci sion that we

think it is appropriate for the private sector to create
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enbryos for research either through in vitro
fertilization techniques or through somatic cell nuclear
transfer.

David sort of said are there any ot her
recomendati ons that we think should be lifted in the
case of privately funded research

I would want to raise the other side of the
equation. Since we did not think about those types of
research for federally funded, what sort of conditions
ought to be inposed on the creation of enbryos for
research in the federally funded sector -- under federa
funding. Do we want to say sonethi ng about what we woul d
expect ethically or what we woul d hope for ethically if
private organi zations are going to create enbryos for
resear ch?

| think there are a |lot of things about
i nformed consent, |ack of coercion, things |like that,
which we really did not touch on because kind of we were
not going to do it in the private -- in the federally
funded sector.

| think it would be very inportant to try and
lay it out so that -- again it is not so much -- if we --
if, as | hear the sense of it, that we are going to say
sonme things are already in the private sector that are

not eligible for federal funding, what do we want to say
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about the conditions under which that privately funded
research ought to be done as an ethical matter? W are
not tal king about legislation. | do not think. W are
not tal king about sort of voluntarily, at |east hol ding
somet hi ng up

And | nust say personally I think that the
evi dence we have based on the Chiron ethics board does
not give ne a lot of --

DR. : Ger on.

DR. HOLTZMAN: Geron, sorry. God, | am

sorry.
It does not give ne a |lot of confidence that
the private sector will do it right w thout sone
gui dance.
DR. SHAPIRO Di ane? Steve, you had your
hand up or you are just -- Diane, and then --

DR. SCOIT-JONES: | am wondering whet her
there is sone mddle ground where we could strongly,
strongly urge that the private sector follow our
recommendati ons and be aware that sone in the private
sector will not w thout our just openly encouragi ng
freewheel ing and w despread private sector goings on that
woul d not foll ow our research

| amnot formulating this very well but I

think there is a mddle ground in the sanme way that we
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all ow divorce in our society but we do not tell married
peopl e get ready to get a divorce within the first couple
of years of your marriage, 50 percent of you are going to
end up divorcing one another. W allow it but we do not
actively pronote it or encourage it.

It seenms to ne that there is sone mddle
ground where there are a lot of restrictions on the
private sector but there is enough to let this go
forward. Maybe it is related to the discussion of not
havi ng extravagant use or sonme very limted use. | think
there is sonme mddle ground possible here.

DR SHAPIRO  Steve and David both want to
speak. | want to say sonething here.

DR DUMAS: And ne.

DR. SHAPI RO And then Rhetaugh. Okay.

Rhet augh, you had your hand up first so |
will go to you next. | apologize. | forgot.

I think we have to be very careful here
taki ng on objectives we really cannot get to in the tine
we have available and | aminagining giving a set of
i nstructions based on certain types of thinking we m ght
bring forward to the private sector is not an
unattractive idea but it is an extrenely conplicated
issue and I do not think we can get there fromhere in

the time that we have.
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The very beginning of this report says that
the focus of the report is going to be on federally
funded activities. And if we can solve that problem and
say what we can, and | think we do say sone things about
the private sector, for exanple, in what we do in
recommendation nine, | think that is a step forward and
we should not | ose that step nor, however, do I think we
shoul d bog oursel ves down and take on the reverse inage
of that, namely how do we wi sh the privates sector to
behave. That is a very interesting subject and a very
appropriate subject for us to think about but | really
despair in getting there in the tine that we have
avai | abl e.

But, Rhetaugh, you are next and then Steve.

DR. DUMAS: Well, sone tinme ago we tal ked
about encouragi ng private sector research enterprises to
utilize the oversight nechanist.

DR. SHAPIRGC That is in recommendati on ni ne

now.

DR DUVAS: It is in there now

DR. SHAPI RO Yes.

DR. DUMAS: kay. That is -- that helps a
little bit.

DR SHAPIRO. | think it nmakes sone sense, |

agr ee.
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Davi d?

DR. COX: Actually | prefer to hear Steve's
m ddl e ground before | say it because | think Steve has
not spoken yet and | think this is -- his conments will
be very --

DR HOLTZMAN: | want to nmake sort of three
di stinctions and endorse what you have said. The first
is comng back with respect to the intent of this is just
again to nmake the point that there are things which are
not illegal but we make the decision for other kinds of
grounds that the feds should not fund it and | think that
has been a basis of this report throughout. So the
deci sion that the fed ought not fund is consistent with
bei ng agnostic with respect to whether it is done in the
private sector. That is one point.

The second point is we nade a decision early
on in this comm ssion, maybe pragmatically, to tackle the
fed funding question only. W had in front of us,
whet her as with fetuses we could go -- and organs could
go broader and tal k about federal |egislation conducting
-- that would -- under which they woul d be avail abl e and
made for use. W chose not to do that and | think it
woul d have been a tough thing to tackle.

The third thing is even if you do not tackle

the question of which of our recomrendati ons do we think
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the private sector ought enbrace, | do think we do have
to ask ourselves with respect to the future which ones of
our recomendati ons seemto be nore enduring than others.

| think in the last draft this started to be tackled a
bit.

For exanpl e, reconmendati ons about
noncoercion. It is hard for ne to i magi ne exactly how
the noral climte could change such that it would be okay
to coerce. On the other hand if we are contenpl ating
changes in the science and in the noral climte in which
SCNT enbryos are -- therefore, research enbryos are okay,
certain features of our recommendati ons such as
nonsi mul t aneous consent to donate with the decision to
create. By definition it goes away. All right. Issues
of directed donation, which is the paradi gm case.

Again this was nentioned in the report and I
think it just -- at least for ne -- occasions us to think
about if we want to say anything about enduring
recomendati ons versus ones which are nore or |ess
subject to change, that -- | think that is what is partly
being gotten at in this |ast set of comrents.

DR SHAPI RO. David?

DR COX: Yes, sol wll comment on this. |
think that the -- I, too, amquite concerned about

getti ng bogged down about maki ng prescriptions for the
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private sector and I would not endorse that in any way.
Al'so, it is clear that not all of our recommendations --
as | said before -- do we agree that we want to encourage
the private sector to endorse.

On the other hand if we do not believe in our
recommendat i ons enough to encourage the private sector to
endorse themwhen it is creating enbryos or doing
whatever it is doing then what good are our
recomendations at all?

So I think the enduring part of it, Steve,
falls under the category of eight and nine where we
reevaluate all the tine but our recommendati ons are what
they are right now and that -- | will state ny position
now as directly as | can and that is that | think that
the big difference between the public and the private
sector right nowis that we are not recommendi ng the
creation of new research enbryos and that is happening in
the private sector. W should state that it is happening
and we are not suggesting that that be different.

On the other hand is that what we are
recommendi ng the ethical principles to be used with
al ready existing enbryos in the federally funded thing, I
personal |y believe should be the sane ethical criteria
that are used for the created enbryos, too. | do not see

the difference so that is a personal view.
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DR. SHAPI RO A nunber of people want to
speak. Carol ?

DR. GREIDER. | just wanted to make one quick
comment in reference to sonmething Steve said and that is
the issue about -- and it cones to -- it is a new thing
that is comng up in the recommendati ons that somatic
cell nuclear transfer enbryos would require changing
regul ati ons about directed donation. | do not see that
| ogi ¢ because what is donated are oocytes and you donate
oocytes just for general research and then the
transpl ant abl e aut ol ogous nature cones in when you take a
particul ar nucleus and put it in there. That is ny
opi ni on about that and so maybe we can di scuss that when
it conmes up in the recomendati on.

The other thing I wanted to nake cl ear,
putting together what David and Harol d had said about
recommendat i on nunber nine vis-a-vis created enbryos,
just to get this straight, what we are saying is that in
recommendati on nunber nine we are saying that voluntarily
private organi zations can submt to this registry for
certification their cell |ines.

Do | understand then that anything that is
created froma research enbryo cannot be certified by
this panel? So maybe -- that should just be clear that

that is what we are -- that is what we are saying.
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DR. SHAPIRO | think we are saying that. |
understood that. You cannot get certification fromthis
gr oup.

kay. Trish?

PROF. BACKLAR: Yes. And then how will that
affect if we want to tal k about the private sector coni ng
into line with us? It seens to ne that it nmakes it very
conplicated if they -- if they cannot register.

DR. SHAPI RO They can register providing
they neet the requirenents, i.e. that these are derived
in certain ways fromcertain sources.

DR GREIDER: Sonme of themw || be.

DR SHAPIRO. And | think there is sonme
i ncentive for at |east sone in the private sector to get
registration or certification, whatever we are going to
call this.

PROF. BACKLAR: But if they are going to
create enbryos for research --

DR. SHAPI RO They cannot get it.

PROF. BACKLAR: -- and then one wants to make
sure, though, that there are other issues that they
follow |li ke not coercing people and getting oocytes and
not paying for them W really are in sonmething of a
bi nd here.

DR SHAPIRO. But we do not cover that here.
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PROF. BACKLAR: The one other thing that I
wanted to point out that | said to you | ast night because
| think it is inportant for us to be thinking about, and
when Steve tal ked about we want to | ook at that which
will be enduring and | ooking forward, is that | think we
al so have to face the fact that we have a | ot of enphasis
on fetal tissue and | suspect with the advent of nedica
abortion that there is not going to be very nmuch fetal
tissue and that we need to at |east address this fromthe
begi nning of this report apart fromthe fact fromwhat |
understand fromthe scientists that one is not certain
whet her the material fromthe fetal tissue is going to be
useful anyway but that is another issue that we cannot
forget in these recomendati ons because it nmay be very
significant in terns of having to go to these enbryos.

And, also, that | do not know why -- | am not
certain why we are agai nst using somatic cell nucl ear
transfer. | amsorry if I ambringing this up very --

DR. SHAPIRO Well, that we can get back to
|ater as we -- the last itemwe can get back to later as
we go through the recomendati ons where that comes up.

| would note that there is in the text, | do
not remenber exactly where it is now, a note that the
fetal tissue source of EGcells is -- really cannot be

relied on and what you are suggesting is that we sort of
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make that a little nore specific in that area.

PROF. BACKLAR:  Yes.

DR. SHAPI RO (Ckay. Bernie?

DR LO | think this is a very inportant
di scussion. | would like to go back again to the
question of privately funded research that involves the
derivation of stemcell Iines.

| totally agree with the idea that we cannot
-- | nean, we are stretched as it is trying to get this
report out under a tight deadline and trying to solve
that problemis insurnountable given our resources. | do
t hi nk, however, it is inportant to kind of at | east
hi ghl i ght the need for sonebody to really pay a | ot of
attention to the ethical issues that have cone up when
you are going to start creating -- when you are creating
research enbryos by whatever process.

And | have been trying to find sone mddle
ground between trying to do that task oursel ves and
saying that it is an inportant task that needs to be done
and it needs to be done with sonme i ndependence and
integrity.

DR. SHAPIRO Well, perhaps -- | nean, |
understand the point you are naking. There m ght be a
natural place to put that in the report. Again | cannot

al ways renenber what chapter it is in but there is a spot
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in the report which says very early on that these things
are not only perfectly legal but they go on w thout any
kind of direct oversight, et cetera, et cetera, if they
do not -- if they are not federally funded, if they are
not allowed by the state and if they do not cone under
FDA jurisdiction, and we could at that point say
sonet hi ng about the fact that we, however, feel that
there are ethical issues here which need to be addressed
at sonetinme. | nean, | do not know quite how -- the way
to do it but that m ght be one point.

DR. LO Well, | guess | would suggest that
we urge the private sector to take these ethical issues
seriously in the creation of enbryos and, | nean, | do
not know what the | anguage has to be but | think if it is
not one of our reconmendations its absence will be
conspi cuous.

DR. SHAPIRO Well, let's go back. | have ny
list now Alex, Arturo, and then Steve.

PROF. CAPRON: | do not support and was not
the origin, as you know, of the recommendation that was
before us a nonent ago but | wanted to comment on one
aspect of it where it was suggested that it was sort of a
little late in the day for us to take up this issue. W
have di scussed this issue and, indeed, | w sh we had the

transcript of the |last nmeeting because we spent tine
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di scussing it and | thought we canme to a consensus and |
want to restate what | thought that consensus was, which
was that the conm ssion encourages private sponsors as an
exercise of their responsibility voluntarily to apply the
recommended safeguards to all research in which ES/ EG
cells are derived, including the consent process, the
i nformed and voluntary nature of that process, the
separation of research fromreproductive decisions,
nmeani ng either the decision to create enbryos or to
abort, parsinony in using the cells, and record keeping,
and that | do not consider that new.

| do not know that it has to be a bl ack
| etter recomendation but | do believe it should be
reflected in the coomentary at the point at which we have
set forward -- set forth those basic concepts as being
i nportant and that at that point as David has said and |
t hi nk Berni e has suggested what we would do is note that
t hese should apply even to research which could not be
federally funded but nmay legitimately and |legally be
carried out by private sponsors, and that these are, in
effect, ethical safeguards that are equally applicable
and perhaps even nore necessary in those circunstances.

| thought we had agreenent, and I w sh --
because we spent tinme talking about it that as | recal

it was sonething along the |lines of encouraging this as
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an exercise of their social responsibility or an
i ndication that they were socially responsible.

DR. SHAPIRO | think that does accurately
reflect the sentinments we had di scussed last tinme. The
distinction | was drawing in ny mnd here when | nade ny
own coments was that the -- at |east the way | was
t hi nki ng about it during that discussion -- it did not
cover issues such as the creation of research enbryos.

PROF. CAPRON: And | totally agree.

DR. SHAPIRO It only goes to a part of our
recomendati on, not all of our reconmendati on.

PROF. CAPRON: | was trying to state those
positively rather than saying all except something or
rather state positively what we thought that was by way
of consent, et cetera.

DR. SHAPIRO | think that is really quite
legitimate in that part of our reconmendati ons that dea
with the kinds of activities that we say are authorized
for federal funds or should be authorized that are not
currently authorized. | think we should find some way to
say that -- | nean, | agree with that -- in those part of
our recomendati ons.

St eve?

DR. BRITO Excuse ne.

DR. SHAPIRO | amsorry. Arturo was first.
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DR. BRITO Basically what Alex just said, |
nmean this is -- | amin agreenent with that and that is
what | heard at the last nmeeting and | think that -- | do
not agree that we should try to make the private sector
or reconmend that the private sector follow every
recommendation that we make for federal funding --
exactly to agree with every single recormendation. But |
guess it is nore the general concept of naking sure there
is scrutiny and ethical considerations, et cetera, and
there is a lot of thoughtful consideration.

The only thing that makes ne uneasy,
sonething that Carol said, is this -- it is ironic that
based on the argunments that we use to say that somatic
cell nuclear transfer is not as ethically justified --
the things that canme out of Dr. Fletcher's paper
basically -- it is ironic that this would be the one area
that there would be no requirenent for a registry to be
made for somatic cell nuclear transfer or stem cel
somatic cell nuclear transfer based on the way we wote
this.

So | do not know if we need to think about --
wel I, recommending to the private sector that they need
to be ethical and have sonme sort of a registry thensel ves
or what have you that may be apart fromthis, the one

that we considered npst unethical to make stemcells from
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that | do not necessarily agree with but as a group woul d
be the one that would be | east -- would have the | east
anmount of oversight and I am having sone uneasi ness with
this and I do not know if there is a way to fit this in
here sonewhere.

DR HOLTZMAN. We shoul d come back and
address that and think about that.

DR. SHAPIRO W will when we get to that
part of --

DR HOLTZMAN: Right.

DR SHAPIRO There is a nunmber of these we
are going to have to address as we go through these
recomendat i ons.

DR HOLTZMAN. Wen | nade m sstatenents
about the public sector -- private sector, | was thinking
specifically about our decision not to say there should
be legislation that controls the private sector as well.

I was not present at the |ast neeting.

| would say -- now putting on ny private
sector hat, if you will, the notion of saying to the
private sector here are ethical considerations you ought
to take into account and you ought to abide by and that
you ought to think about establishing professiona
standards for your societies, et cetera, et cetera, to

i npl enment these things | think is sonmething that could be
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enbr aced. Al right. And | would certainly go for
that. | think it is a good idea. Al right. Because I
think there are good and bad practices in different

pi eces of the private sector.

Again it just needs very careful handling
because | could not endorse a recommendati on that says do
not meke research purpose enbryos.

And when you cited the consent, Al ex, whether
intentional or not, again you had cited as part of the
consent the separation of the decision to contribute to
research fromthe decision to make the enbryo. Ckay.
Which is not possible in a research --

PROF. CAPRON: No, what | said was from
reproductive decisions. That is not a reproductive
deci si on.

DR. HOLTZMAN. Ckay. W will just have to be
very clear about that. And if you think about it in
those ternms we are doing little nore in suggesting the
extension of the Common Rule to private sector hunan
subj ects research, which is | think what we believe we
want to do anyway.

DR SHAPI RO. Bernie?

DR LO | just want to follow up on Steve's
comments which | find very helpful. Wuld you, Steve,

have that include both research that coul d have been
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eligible for funding and research that is outside our
recommendat i ons of federal funding?

So what | heard Alex saying was that to the
extent we are nmaki ng recomendations for federally funded
research, if in the private sector you do the exact sane
ki nd of research, we would |ike you voluntarily adopt the
sanme guidelines. | amconcerned with the --

DR. HOLTZMAN: Yes. And | amsaying with
respect to -- but that which would fall outside is
specifically involving research purpose enbryos.

DR LO Right.

DR. HOLTZMAN. And what | amsaying is --

DR. LO Ckay. So you are --

DR. HOLTZMAN: -- | have been saying the sane
thing over and over again. | nean, it was all of those
parts |ike nonnonetization, nonconmoditi zation,
noncoercion. It is clearly all in play. It really cones

out as a matter of fact you are interacting with a wonman

who is the subject of human research, | think, under the
Common Rul e where the Common Rule -- applicable to that
activity. It is only --

DR LO | would Iike to sonmehow make t hat

into a formal reconmmendation we put at the end here and |
guess ny suggestion is that | think it is inportant

enough there ought to be a recommendati on and not j ust
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commentary. | like the way, Steve, you are phrasing it
in ternms of just as we would |i ke to see the Comon Rul e
applied in a whole lot of other areas, we would like it
to apply here. And | think, you know, we have tal ked
about the issues of consent and nonnoneti zation of
things, which are least the issues they need to grapple
Wit h.

PROF. CAPRON: Could we be clear, though? As
| understand it, our recommendation vis-a-vis the Conmon
Rul e woul d be a stronger one. As | understand it, we
were noving to say such research should be subject to the
Common Rule. Here we are saying they ought voluntarily
as an exercise of their responsibility to apply the
safeguards to the full range of research, including
research which could not be carried out under our
recommendati ons by federal sponsors.

One way of thinking about this is that when
privately sponsored research is published in journals
that the authors could state and woul d, we hope, be
expected to state that they have conplied with the
st andards even though they were not bound to do so.

So there are all sorts of mechani sns that do
not require the force of law that will as a soci al
practice, as a professional standard, lead to the sane

sorts of results.
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| wanted to corment if | could on one thing
that Carol said about the donated oocytes.

Carol, | think you still could get to that
i ssue of directed donation. Cbviously in the case of
creating autol ogous transplant nmaterial the whol e purpose
is directed donation but there still is a choice. The
woman gi ving up the oocyte at that point would have to be
told this is to be used in an attenpt to create a
treatnment for the individual whose somatic nucl ear
material will be placed into the enucl eated oocyte. It
seens to me that nost -- | do not know why a person woul d
not be confortable if they were allowing their enbryo to
be used in research to allow that to happen but it seens

to me that there needs to be a statenent.

DR. HOLTZMAN: But the point with the -- | am
sorry. | amout of order.
PROF. CAPRON: Well, | mean, it is just -- |

nmean, and the only issue then is the consideration behind
the rule on directed donation for tissue transplantation
is that you do not want people creating a fetus for the
purpose of treating a relative or friend or sonething

el se, right? Here the question is do you object to a

per son under goi ng superovul ati on and then havi ng oocytes
renoved for the purpose of helping a particul ar

i ndi vi dual .
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DR GREIDER It does not have to be a
particular individual. That is the point. The person
doi ng the donati on does not have to know anyt hi ng about
t he individual .

PROF. CAPRON: No, no, | agree. They do not
have to know. You are just -- you are just pushing aside
the alternative scenario, which we have to address. | am
not stating an issue on it, in which a woman know ng t hat
her brother, father, you know, sonebody el se, herself, is
in need of a newliver, is told, "Well, the way we think
we will do this nowis to get an oocyte,” and she says,

"I have oocytes.” "And we will give you a drug and we
will take themout and then we will, in fact, put the
nucleus in fromthe patient who is your father, brother,
sister, self, and use that the way of treating.” That is
all 1 am saying.

That is an alternative to what you were
i magi ng, which is coll ege student sees the ad, cones in
and donates oocytes, and | think that the person in that
situation has to be told, "Am | donating oocytes for
soneone to have a baby or am | donating oocytes for an
enbryo to be created through artificial --"

PROF. BACKLAR: It is like giving a kidney.
PROF. CAPRON:  You know, right. | nean, so

all of these are sinply possibilities and if we believe
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donation with the thought in mnd of a particular

patient, is that nore legitimate and | ess problenatic
than the person creating, becom ng pregnant in order to

abort a fetus.

DR. SHAPIRO Carol, and then we are going to

wind up --

DR. GREIDER. | do not disagree with what you

just said. | was just taking issue with the fact that
currently in the report it states that if SCNT were to
occur for autologous transplants at all it would
necessitate that we change the issues about directed
donat i on.

But as you just pointed out there are two
di fferent cases. You could say that you cannot do
di rected donation but you could still do SCNT fromthe
anonynously donated enbryos.

DR SHAPI RO Yes.

DR. GREIDER. So it does not preclude
aut ol ogous - -

PROF. CAPRON: It raises an issue about it.

DR. GREIDER: It does not preclude it. It
does raise an issue and we have to deal with that issue
but I just did not want to say that it necessarily

precludes it.
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PROF. CAPRON: | see what --

DR HOLTZMAN: For what it is worth the
necessitate tracks back to a conversation, | think, | had
with Eric, which basically said the paradi gmcase woul d,

i ndeed, be the nother donating the oocyte so that their
child could get it or because the child suffers from AML
and we all -- you can talk to anyone. That is going to
be the first case that is going to come up

So does it logically necessitate? No.

Is it going to play out that way? Yes.

DR SHAPIRO W will cone back to that

I ssue.

| suggest that we break now for |unch.

DR. COX: Is it possible for us to -- with
this discussion on this reconmendation -- to phrase this

in awy that it is acceptable?

DR. SHAPIRO W are certainly going to work
on it.

W are going to put sonme -- | amduring the
| unch hour put together two or three people to work on
this issue and on the revisions of nine which we had
rat her extensive discussion and then we will conme back
after lunch and start dealing with one and go through
them and then cone back to these revisions that we have

all tal ked about.
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Eric, is there any -- what are the
arrangenents -- or, Pat, what do we do about | unch?

There are three tables reserved for this
group in the restaurant. You can find your seat there.
And we shoul d reassenbl e at 1:15.

(Wher eupon, a luncheon break was taken at

12:15 p.m)
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AFTERNOON SESSI ON

DR. SHAPI RO Col | eagues, | would like to
call our neeting to order.

Col | eagues, | would recommend proceeding in a
particul ar fashion this afternoon. W have, of course,
some new recomendati ons that one or two peopl e have been
wor ki ng on. W have those revisions that have been
wor ked on. Some are bei ng handed around right now, which
i s recomendation ei ght or reconmendati on X and XX,
excuse nme, which are new recomendati ons which are the
focus of our discussion towards the end of this norning's
session. W will get to that sonewhat |later on this
af t ernoon.

There is al so, of course, being worked on as
we speak revisions of what was recomrendati on ni ne that
was the cause of a great deal of discussion earlier this
norning. W will cone to that later this afternoon al so.

What | would like to do nowis go back to
begi n on recommendati on one and start working through
those particul ar recommendati ons and see -- sone of these
we have dealt with before but I just want revisit them
Some will take us presumably just a very few nonents.
Some nmay involve nore extended di scussions.

In any case, | would like to go through them

one by one just to revisit them where necessary and to
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make proposed changes in other cases if nenbers of the
commi ssion wi sh to propose that.

The first recommendati on, which currently
appears -- recommendati on one, which currently appears on
page seven of chapter five, currently reads, "Research
i nvol ving derivation and use of enbryonic germcells from
cadaveric fetal tissue should continue to be eligible for
federal funding.” That is the way it currently reads.

I would Iike to propose that we add to that a
sentence, and | think this has been handed out or is
bei ng circul ated now, which says the following: "In
addition, existing statutory and regul atory provisions
shoul d be anmended to ensure their application to inprove
enbryonic germcells.”

The idea here of the additional sentence
needs to be discussed here since it is my own sense of
the existing legislation that this is not crystal clear
in that |egislation but others could speak to that. |If
it is crystal clear that these are already covered then
t he second sentence woul d not be necessary.

And so | ask what people's judgnment on that
I ssue is.

Al ex?

PROF. CAPRON: | agree with you that it is

not cl ear because the relevant statutory provisions are
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for fetal tissue transplantation. | do not think that
your second sentence quite conveys what you nean in part
because it is not enbryonic germcells and their
derivatives that are at issue, it is really the
derivation of enmbryonic germcells fromthis source.

DR. SHAPIRO "And their derivatives" should
be taken out anyway. | do not know why | put that in
there but that should be out.

| guess the first question we have is whether
we shoul d add a sentence, an appropriate sentence here,
just to nmake sure that that act is clarified so that
these -- this type of derivation of EG cells would be
covered under the provisions of the --

PROF. CAPRON. If | could renmark, although
tried in chapter three -- | amsorry, | do not have the
exact page here at this second but I will find it -- not
to i nclude actual recomrendations but really to frame the
issues. | did note that there was an argunent certainly
in favor of applying in a blanket fashion all the rules
t hat have been established for fetal tissue
transpl antati on even if arguably sone of them m ght seem
sort of over kill or superfluous.

The notion of directed donation is really not
an issue with this kind of research as it is with

transpl antation but just for ease of application and to
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antici pate the day when you m ght have a transitiona

step -- in other words, you would be harvesting the cells
fromthe fetus, culturing themand then transplanting the
stemcells out of theminstead of transplanting the whole
tissue, it would be then odd if you set up separate rules
for EGcells than for direct transplantation

So just for both of those reasons.

And there is a passage in here, | think, on
page seven of chapter three at the top, |ines one through
ei ght, which tal ks about the desirability of amending the
|l aws to nmake them consistent.

DR SHAPIRO  Jin®?

DR CHILDRESS: Since in the fetal tissue
transpl antati on area the main concerns really focus on
t he consent questions and separate the decision and so
forth, I would note that we already have in
recomendation five some version of that and so it seens
to me we need to connect what we are doing with the
revi sed reconmendati on one with the old reconmrendati on
five on page 13 of this chapter.

DR. SHAPIRO | think we are going to revise
five in a substantial way really to focus on ES cells and
-- but 1 agree.

DR CHILDRESS: It would -- well, there are

several ways to do it. But if we are going to consent
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I ssues that would cut across the two then rather than
getting rid of themthere we need to include the other as
we need to include what Di ane has provided in
recommendati on five.

So if we preferred it that would be a good
reason for going ahead and putting these -- what you now
have as part two of the revised recomendation -- up
under nunber one but that will just nean redoing them

PROF. CAPRON. That pretty nmuch frees up the
space taken by recomrendation five for sonething el se,
doesn't it?

DR CH LDRESS: It does but then we
restructure the chapter so that the consent issues would

PROF. CAPRON:  Yes.

DR CH LDRESS: -- which is fine but I would
just note that we cannot just do it in isolation from

what el se appears in the text.

DR. SHAPIRO | agree. | certainly agree
with that.

So you were suggesting, Alex, that we nodify
the second sentence in here to be -- to parallel a nore
useful way the material you had in the chapter. [Is that

PROF. CAPRON: Well, yes. VWhat | was saying
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was that material is certainly in the comentary
category. It is not intended for the recommendati on
itself.

DR. SHAPIRO Right.

PROF. CAPRON: But, yes, the recomrendation
ought to reflect the idea of nmaking fully consistent and
applicable to EG cell derivation research the rules that
apply now to fetal tissue transplantation.

DR. SHAPIRO Comments or --

DR. HOLTZMAN: | just have a quick fix on the
| anguage if you want it.

DR. SHAPI RO Yes.

DR. HOLTZMAN: "In addition, existing
statutory and regul atory provisions should be anended to
ensure their application includes the derivation of
enbryonic germcells for research purposes as well as
transpl antation.”

PROF. CAPRON: | think that does it.

DR. SHAPIRO (Okay. Any further conment? W
w |l add that on.

That was very hel pful, Steve. Thank you.

kay. Let me just say a word about the text.

O course, the text that appears in various -- we are
eager and anxious to have all kinds of suggestions

regardi ng the text thenselves, particularly if people are
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willing to help with the witing, but I do not want to
focus on that right now | want to take each of the
recomendations and to the extent we have tine left we
can go back for the other considerations.

PROF. CAPRON: Could I ask just one question?

DR. SHAPI RO  Sure.

PROF. CAPRON: | thought that -- | had
started to try to revise the introductory | anguage of
chapter five because | did think it continued
unnecessarily to focus on polarization and | thought at

the | ast neeting we said we ought to focus on the

consensus and note that there are views beyond that. It
also -- so if people are nodding their head, | will turn
in -- maybe tonorrow we can | ook at it.

DR. SHAPIRO Well, that would be very
hel pful. Just that we did not get to really | ook again
at that part of this chapter since it is --

PROF. CAPRON. It is not a conplaint.

DR. SHAPI RO Yes.

PROF. CAPRON: It is just | did not want to
bother to do it if people --

DR. SHAPI RO Yes.

PROF. CAPRON: But it also seened to ne that

t he second paragraph that is now at the begi nning of
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chapter four really belongs at chapter -- the beginning
of chapter five. That is a paragraph which basically
says how we have framed our reconmendati ons and since
chapter four is really addressing the ethical issues nore
broadly this | anguage is just perfect for the

i ntroduction to chapter -- one of the first paragraphs of
chapter five.

DR. SHAPIRO What is the paragraph again?

PROF. CAPRON. The second -- the paragraph on
page one of chapter four beginning at |ine 13.

DR SHAPIRO. That is the nunber of that
par agr aph.

PROF. CAPRON:  Yes.

DR. CHI LDRESS: That paragraph you are
proposi ng goes in the beginning of chapter five.

PROF. CAPRON: "W aimto fornulate a set of
recommendati ons that on bal ance would bring our society
to an even better state.” | nean, it really is about
recommendations and then if you go to the next paragraph
here it is really nore about how the report and it nmakes
nore sense not to repeat it here but it is nice |anguage
and | would just nove it whol esal e basically.

DR SHAPIRO  JinP

DR. CHILDRESS: | think Alex is certainly

right. It could go there. | guess that particular
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par agraph was, in part, intending to reflect sone of the
struggl e the comm ssion had and we woul d need, 1 think,
to have sone alternative briefer fornulation of that in
chapter four. That was sonmething Arturo, in particular,
had underlined and | think it was an inportant point.

PROF. CAPRON: Well, | thought a little bit
of that already cane through in the |ines before that and
really are elaborated. | do not -- anyway --

DR. SHAPIRO That is a useful suggestion.
W will try to-- it is a helpful notion, especially the
| ast part of that.

kay. Let's go on now to recomrendati on two,
whi ch one we spent a good deal of time discussing the
last tine we were here. Let ne just read it out so that
we are all focused on it.

"Research involving the derivation and use of
ES cells fromenbryos remaining after infertility
treatnments should be eligible for federal funding given
an appropriate franmework for public oversight and review,
and this requires the Congress rescind, in part, its ban
on federal funding..." The latter, | guess, is a coment
part of the recomrendation strictly but that is --
"Congress rescind, in part, its ban on federal funding
for enbryo research.”

Now we had an extensive di scussion on this
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| ast tine and Tomraised the issue again this norning so
let's see what issues you still want to discuss on this
one.

DR. DUMAS: | had just a little wordsmthing.

DR. SHAPIRO W th respect to the
recommendation itsel f?

DR. DUMAS: Yes.

DR. SHAPI RO  Okay.

DR. DUMAS: "Research involving the
derivation and use of ES cells from enbryos remaining
after infertility treatnents should be eligible for
federal funding and an appropriate framework for public

oversi ght and revi ew shoul d be established.”

DR. SHAPIRO | understand the change. Does
anyone have objection to that, like it, dislike it?
I will take the lack of any protestation to

nmean you like it.

DR. DUMAS: Yes.

DR. SHAPIRO (Ckay. Do you want to say that
again just to nake sure | have got it.

DR. DUMAS: kay. "Research involving the
derivation and use of ES cells from enbryos remaining
after infertility treatnents should be eligible for
federal funding and an appropriate framework for public

oversi ght and revi ew shoul d be established.” And then
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that last part of it can go down in the explanation if
necessary.
DR. SHAPI RO  Congress.
DR. DUMAS: What the Congress needs to do.
DR BRITO Should we reference the

recommendati on here, nine, or | guess --

DR SHAPIRO Yes. There are -- we will in
the -- let me mention -- | amglad you nentioned that
Arturo. W will as we go through these recomrendati ons

to get the final form a lot of themrequire to be
referenced to other recommendati ons so we draw people's
attention to where these things are set up including this
one exactly where you pointed out and so that will be
done. | just left that out until we get all the nunbers
strai ghtened and so on.

DR. MJRRAY: | seemto be the one bel aboring
this point but I amgoing to belabor it because | think
it is inportant that we nake our argunents as clear as
possi ble here and that if we are going to recommend
federal funding for derivation as well as for use that
the case be a very strong one, indeed, as strong as we
can possibly make it. | do not think the current draft
does that yet and several of the comm ssioners have been
in conversation at various points of the day today to try

to explore other argunents for derivation.



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N - O

122

| nean, | will stand by the principle I
articul ated before, which is that if you cannot nmake a
good argunent for why there ought to be federal funding
of derivation because -- and that, in fact, you could not
get effectively the same benefits by allow ng derivation
to go on in the private sector then we would sinply -- we
woul d | ack a noral foundation to reconmend fundi ng for
derivation as well.

So we have sonme argunents and | am actual ly
going to act a little bit of a ringmaster here and I am
going to ask Carol Geider to describe a couple of the
reasons that she offered us because we | earned sonething
this norning, | did and a few others of us, from
conversation with Carol about the nore intimate
connection of the conditions of derivation and the
scientific useful ness of the cells.

DR SHAPIRO. Carol ?

DR. GREIDER. | just had a couple of things
t hat spoke specifically to the scientific issues about
the nature of ES cells and we talked a little bit about
this at the last neeting but perhaps | was not clear
enough about it. There has been sonme di scussion that the
idea -- that you have ES cells, for instance, that --
currently existing ES cell lines from Jai ne Thonpson's

lab -- that those would be enough to just work with for a
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long tine and you could grow themup in the | ab and give
them out to other people.

However, one nmajor scientific point that that
idea msses is that these cells do change through tine.
When you take cells in culture, take cells from an
organi smand put themin culture, very rapidly they
accumul ate changes. There are chronosomal changes.
Changes in gene expression, sone pretty dramatic changes.

Therefore, those cells which have been passed through
several different |aboratories mght be a very different
scientific entity than the cells that were initially
deri ved.

So that is one, | think, major scientific
point and I am happy to wite that up into a section and
gi ve sone references from nouse enbryonic stemcell work
where -- what you | ook at for nobuse enbryonic stemcells
as sort of the gold standard for a cell that really has
all of the components is that it can contribute to the
germline. |If you take those cells and put it back into
anot her nmouse it will go on and contribute to the germ
line of the nouse, and that is sonething that is clearly
| ost in many people's hands when they grow a nouse
enbryoni c stem cel |

So that would be a concrete exanpl e where |

can put sone scientific references in and sonething that
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can go into chapter two. So that is one argunent. |
have anot her one unl ess you have a comment on that.

PROF. BACKLAR: | just wanted to add that
Bri dget Hogan told us nmany, nmany nonths ago exactly this
problemand laid it out, and it would be very interesting
to reference sone of her remarks as well.

DR GREIDER. | will go and | ook at her
papers and her remarks, and she has published on this.

DR. SHAPIRO Is this on this particular
poi nt, Steve?

DR. HOLTZMAN. Yes. And that is it is
absolutely true that ES cells made in different people's
hands are better and worse in terns of their
contributions to various cell lineages. | amnot sure
t hat addresses Tonmls issue because it is not the case
that the person who wants to use it is the naster of
maki ng the ES cell lines, nunber one. Nunber two -- so,
therefore, the person getting federal funding for use has
to get the federal funding to nake them

And, nunber two, the masters of those cel
lines in terms of making themcould be in the private
sector and could be available. So, for exanple, even
though it is true that not all ES cells are created
al i ke, everyone in the field goes to Alan Bradley's for

his, right, in terns of the nouse. Everyone -- you know
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what | nmean. So that there are canonical cell |ines out
there in Bradl ey's hands and Deut schman's hands, et
cetera, et cetera, where you know those are the good
ones. So | amnot sure it really addresses Tom s point
directly. It creates a circunstantial case that the best
producers may be people who could only do it with federa
funding. It is not the connection of the use.

DR CGREIDER That is one issue but | think
that the whol e concept that just because a cell |ine
exi sts, people have said that there are two cell |ines
out there, why don't we just use those. That really
maybe has not gotten across.

DR. HOLTZMAN: Well, that one is crazy.

DR GREIDER Al cell lines are not created
equal. But -- you may think it is crazy but, | mean, |
keep hearing these argunents cone back at ne again and so
clearly if I am hearing them cone back at ne again we
must not have made themvery clearly in the report and we
need to do that.

DR. MJRRAY: The conversation you and Steve
just had was at a | evel of scientific sophistication that
woul d be in excess of many of us, including ne, our
i mredi at e under st andi ng and probably for nost of the
readers of the report so can | just ask you a couple of

questions to see if | understood correctly what you told
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me before?

One is that there are al ways deci si ons nade
in the creation of enbryonic stemcell lines that may
have sone consequence for the kinds of uses to which
those cell lines mght later be put. |Is that correct?

DR. GREIDER. | amnot sure. Could you
restate that? Could you just say that --

DR. MJRRAY: If | amstating it poorly please
say agai n.

DR. HOLTZMAN. There are deci sions made in
the making of the cell lines that affect how good those
cell lines are where good equals the ability to
contribute to nultiple cell lineages. Paradogmatically
in the nouse you are seeking a cell l|ine, which when put
back into a blastocyst will contribute to the germline
of the resulting chineric nouse so that when bred to the
next generation you get a fully transgeni c nouse.

DR. MJRRAY: That is good. That is not the
question | was asking actually because what | understood
Carol to say earlier, not in the context of the ful
comm ssion, was that you m ght nake sone other choices in
the creation of cell lines that woul d nake t hem
particularly useful for certain kinds of purposes but not
particul arly useful for other kinds of purposes.

DR. GREIDER. And perhaps choices is not



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

127

necessarily the word to use here. You mght be -- two
peopl e m ght be following a very simlar protocol and
they end up with sonething which can have certain
properties versus soneone el se using the sanme protoco
will end up using sonme other properties. | do not think
that the science is that well understood that you could
say that that would necessarily be a choice but two

di fferent people deriving ES cells can cone up with cells
wi th sonmewhat different properties.

Al t hough what Steve was saying is there is
one particul ar person, Al an Bradl ey, who makes very good
ES cells that have these particul ar properties, |
di sagree that everyone necessarily gets his cells. |
know peopl e that derive themthensel ves because they want
to have control over what the outcone of those cell |ines
are.

DR. MJRRAY: You had a second point. Wy
don't you go ahead with the second point?

DR GREIDER. Al right. So the second point
is that during the derivation of cells or working with
cells that have been derived is one thing. However,
deriving cells is also a scientific process and so in the
course of deriving the cells if you have a nunber of
scientists who are interested in the processes that go

into the creation of the ES cells you can learn -- there
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is alot of rich science fromwhich you can learn in the
process of the derivation about specific factors that
will contribute to the cells having certain potentials.

My argunent has been that if you have federa
fundi ng then you have a | arger nunber of people that are
interested in those basic processes as opposed to a
specific end outconme and that one of the things that you
m ght give up in not having federal funding is having
curiosity driven researchers doing this and nmaki ng t hose
basi ¢ di scoveries that just come out of doing the hands
on research yourself.

PROF. CAPRON. So that is synergy and
adventitious interactions between derivation work and --

DR. GREIDER During the derivation work you
can make di scoveries that you woul d never be able to nake
if you were not deriving themyourself if you were -- and
you cannot predict.

PROF. CAPRON: Ckay.

DR. GREIDER. If you have people that are
paying attention and are interested in what is going on
in their cell culture they can nake those observati ons.

PROF. CAPRON: And that is adventitious and
if you excluded an entire category of researchers |ike
ever ybody worki ng you woul d undermne their ability to

t ake advant age --
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GREI DER:  To mmke those.
HOLTZMAN. That is right.

T 3 3

GRElI DER:  Yes.

DR. MJRRAY: Crudely -- this is very crude
but there are two nodels of how you derive stemcells.
This is off the top of ny head so forgive ne if it is not
entirely coherent.

One is a sort of fairly technical nodel. All
right. There is a procedure, you followit, you can hand
it to your, you know, |low level lab tech, they pull this
enbryo apart, they culture the stemcells, and all stem
cells are the sanme. That is the crude nodel.

DR SHAPIRO. | do not think the crude nodel
i s even possi bl e.

DR MJURRAY: Well, in fact, the crude node
is wong although | think it probably matched fairly
closely to the conception a | ot of people nay have had
about how stemcells are --

DR. SHAPI RO That is possible.

PROF. CAPRON: And it mght be worth stating
to debunk it.

DR. MJRRAY: It may be but what Carol was
educating us about today was really -- is a much
di fferent sort of nodel for what is going on in

derivation. Derivationis -- it is not nerely the
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creation of a tool for research. It is, in fact, a form
of research in and of itself, nunber one.

Nunber two, you get many different kinds of
results even using what nmay seemto be the sane sorts of
procedures. There is a third el enent which has not cone
up in -- around the table right now, and that is stem--
it is very difficult to keep these cells having the sane
properties over tine. The stemcells, like all human
cells, change continuously. Gay. And so cells that
have gone through a couple of passages say in a
commercial |ab, you get themafter they have done three
or four divisions and they may sinply not be the sane
cells and not be nearly as useful for science.

So to highlight the second nodel --

DR. CASSELL: They are two different

sentences, though. They nmay not be the sanme cells and

they may not be useful. The fact that they are not the
same cell is not the critical fact.
DR. MJRRAY: | agree the latter issue was the

i mportant one.

DR. GREIDER. They mamy not have the sane
characteristics. | nmean, clearly they are not the sane
cel |'s.

DR. MJRRAY: Yes.

DR. GREIDER. They may not have the sane
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characteristics and --

DR. MJRRAY: This is an ontol ogical point
that | --

DR GREIDER  Yes.

DR. MJRRAY: Ckay.

PROF. CAPRON. And, M. Ringnaster, wasn't
the point that Carol --

(Laughter.)

PROF. CAPRON. -- a nonent ago was not on
your list as you went through it, which is because it is
a research process it has unpredictable synergistic
relationship with the research that utilizes these cells.

Let's just say you will be able to do things if you are
i nvolved in that process and can go back and forth
between the two that you could not do if they were
di screte processes. |Is that a correct statenent?

DR. SHAPIRO | want to say sonethi ng about
exactly this point. As | have talked to scientists about
this that is the point that everybody goes to first,
whether | talk to scientists who are in the private
sector or in the public, it does not matter. That is the
point they first go to.

DR. MJRRAY: That point being?

DR. SHAPIRO That point that this is a

process going on which is interactive |earning and
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devel opnent whi ch has an integral and organic
relationship to research both on derivation and on use
that these cannot so easily be separated and the point
they make in addition to that, which I refer to Carol and
ot hers who know a ot nore than | do, is that as they
review the work done on nonhuman animals that it is quite
-- this is just very clear. This is not sonething that
is just sort of inventing and believing but sonething
that the work on nonhuman ani mals really underlines and
t hey have every reason to expect, therefore --

(Si mul t aneous di scussion.)

DR. SHAPIRO -- but that is what | amtold.

It is not firsthand information.

DR. COX: It actually is firsthand because we
di scussed it extensively |ast neeting.

DR SHAPIRO. Well, I -- | am-- but
| earned from David and Carol and others who | speak to,
not fromny own experience is all | neant by saying that.

Bette, and then Steve.

M5. KRAMER:  Well, | just -- | was part of
that conversation this norning and Carol used an
expression at that tinme that just cast it differently for
me and that was that she said that this is an art.
Whereas, | had been hearing -- what | had been hearing

over the past nonths of the discussions was it sounded
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very, very technical and I think that --

DR GREIDER: It is both.

MS. KRAMER:  Pardon?
SHAPIRO. A good rule is everything --
GREIDER It is both.

T 3 3

SHAPIRO. -- is an art.

M5. KRAMER: Right. But she said -- she
expl ai ned -- and she did and she explained that there is
a real art to the process of deriving these cells and,
therefore, in the hands of each artist it is going to be
-- look -- it could ook quite different.

DR. MJRRAY: Cooking is an art Arturo just
said --

DR. SHAPIRO If it tastes any good.

(Laughter.)

DR. SHAPIRO Let's see. There are a couple
of people who want to say things and then I want to get
back to this because we have to get to --

DR. DUMAS: There is another inplication that
shoul d not be lost and that is for the continuing
advancenent of the science it is inportant to have the
opportunity to have federal funds available for people to
work on that and that is one of the things that | heard
Carol saying in addition to all the other things that

have been brought up.
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DR SHAPI RO. David?

DR. COX: Yes. Just to exenplify that in two
ways. First, it is like a nmenu, |like a snorgasbord, the
nore scientists that are doing it the nore things that
you have on the nmenu and the nore you see how to nmake a
dish. It is very nmuch |ike the art of cooking but once
sonebody mekes a good recipe then other people can
replicate that recipe so this is at the first stage.
Sonmeone is making it, right. And the goal of science in
many ways is to make it so that it is reproducible and
the nore people that do it the nore you know it is
reproduci ble. That is one point.

The second point is this relationship again
whi ch we tal ked about extensively last tine between the
public sector and the private sector. The private sector
is very good at taking things fromthe nmenu and sayi ng
these are the things that can basically get translated
into products for the public good. The private sector,
al t hough they have very talented people, is generally not
the place that popul ates the nenu.

The place that popul ates the nmenu is the
public sector so that if you want to have very few things
on your nenu have naking these stemcells just in the
private sector. | mean, it is not to the public good and

that is a point that | tried to nmake, perhaps not very
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clearly, last neeting but, | think, for nme that is of
maj or i nportance froma scientific and public policy
poi nt of view.

DR SHAPIRO Jim and then Bernie.

DR. CHI LDRESS: Since Tomis raising this
particularly in relation to the question as to whether
one could draw a distinction between providing federa
funds for use in contrast to derivation, and asking us to
consi der what ki nds of argunents m ght be appropriate to
strengthen this given the direction the commission is
taki ng, in |ooking back over sone of the transcripts as
we were reworking the ethics section | was struck
particularly by the di scussion anong those spokespersons
com ng out of or relating to religious traditions about
the i nmportance of being as truthful, honest and
straightforward as possible in whatever policies we
recommend, and in whatever rationale we give for those
pol i cies.

And that for ne actually helped a lot in
t hi nki ng about these nmatters becasue for nany of those
persons there is -- fromtheir standpoint it was -- to
tal k about providing federal funding for use and being
able to sharply separate that fromdifferentiation for
them just nade no sense. It seened to be a di shonest

deceptive strategy.
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And as | thought nore about this, this seens
to be one way -- in sone of the -- for exanple, G| bert
Mei | ander related that we woul d probably conme out with a
very different position than he woul d but he hoped that
if we did we would be just straight forward about it and
say why we had got that direction rather than trying to
work wi th distinctions between derivation and use.

| guess | am persuaded by that and nore
inclined to view that as an ethical argunent relating to
public process that would go along with sone of the
scientific ones.

DR. SHAPI RO Thank you. Bernie, and then
Arturo and Steve?

DR LO | just want to say | thought this
di scussion was very useful and I would like to see sone
of this fed back into chapter four. On page 33 and 34 we
sort of say that we think federal funding would increase
the nunber of top rate scientists carrying out this
research. | nean, | think the discussion we just had, if
there is docunentation of that, if there is sone
ref erences we can nake, and how al so that woul d i nprove
the research. That is what you said, Harold, and Carol
said. And just to add on -- in the next page of chapter
four we tal k about federal funding for derivation would

i nprove sharing of materials.
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And again | guess | first want to ask a
question. Since ny understanding is nost universities --
if a researcher derived a cell |ine using federal funds
the university would own a patent and try and license it.

Is it clear that any cell |ines derived fromfedera

fundi ng woul d be nore widely avail able to other

researchers than cell lines that the universities when
they do have a licensing -- patenting |icensing process
have fewer restrictions and nake it -- so if it that is

true and we can docunent that, that would be really
useful .

DR SHAPIRO  Steve -- oh, excuse nme. Arturo
is next and then Steve.

DR. BRITO One key word with David's
comments that he had made to ne privately outside was the
use of the word "partnership” when we are tal ki ng about
federal and public research to look at it in terns of a
partnership that is devel oping there.

I was going to bring it back full circle,

Tom and ask you just to nake sure | understood you
correctly this norning, is that the overall point here is
that we need to be nore straight forward, as Jimsaid, in
what -- in what we are actually recommending in ternms of
federal funding, the reasons for that, and | just want to

make sure -- | see this as an ethical argunent and I
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agree that it should go in chapter four based on the
current science.

Are you in agreenment with that? |Is this nore
of an ethical argunent and that is where it should go and
that is where we should be very --

DR MJURRAY: \What is the "it," Arturo?

DR BRITO | amsorry.

DR MJURRAY: \What is the "it" that is the
et hi cal argunent here?

DR. BRITO Not the argunent, the ethica
reasoni ng.

DR MJRRAY: Yes. | have --

DR BRITO O an ethical reason --

DR. MJRRAY: | apologize if | have not nmde

nyself clear before now but | have said fromthe

beginning -- and | actually do disagree, | think, a bit
with Jim Not -- | amin favor of -- absolutely in favor
of candor, of truthfulness. | do not disagree with any
of that.

It seens to nme that there is -- one can quite

consistently be in favor of federal funding of use and
not in favor of federal funding of derivation. Not
because you pretend that derivation did not happen but
because you do this as a matter -- a nmeans of respecting

peopl e who nay be unhappy with the fact that you fund
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even the downstream use but would be really norally
of fended if you funded derivation. That is at the heart
of ny worry here.

But all along | have said | amcertainly
willing to consider supporting federal funding for
derivation but the argunent had not been made strongly
enough as to why you have to provide federal funding for
derivation and what you m ght be giving up. | think we
have begun to make significant strides towards pulling
that argunent in now.

DR. SHAPI RO Thank you. Steve?

DR. HOLTZMAN. A small point in answer to
Berni e's question, the university can and can choose not
to make it available. There is, however, new gui dance
fromthe NIH which has conme out in the | ast coupl e of
nonths in terns of better accessibility for research
tools so if you want to go down that path and encourage
peopl e foll ow those guidelines, that would be a positive.

To the ringmaster question, | think we have
assenbl ed a series of argunments here having to do with
the utility of these things, argunents along the lines
that Jim has raised. But what sone conmentators or
people reading this report will -- cannot hel p but strike
you is that we rely on a separation between derivation

and use in the case of the fetus and then we say in the
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case of the enbryo we do not think there should be such a

split.

And, therefore, | think we do have to take on
why we think the cases are different, you know, | at
| east took a crack at that in nmy e-mail. GCkay. And I am

not saying the argunment is right but I think if one does
not do that | think one is going to be hard pressed to
address Tonm s fundanental issue.

DR SHAPIRO Eric?

DR, CASSELL: It is just a slightly different
question and so I will just say it quickly. Jim in
poi nt of fact about the truth that goes into this of
bei ng absolutely straight, there is an opposite side to
it, too. 1In N cholas Wades' articles |ast week or the
week before in which he tal ks about the destruction of
the enbryo in order that cells be derived fromit inplies
that if it were not the -- if they did not do that then
the enbryo woul d not be destroyed, and so that is on the
first part of it.

The second part of it is sonmehow to nake it

clear to people who read it -- not the scientists, they
know -- that we are tal king about the typical pencil or
pen, you know, so we are not talking -- we are talking

about sonething that they have to visualize as going to

degenerate anyway and being that size so that it is not
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the inplication that this procedure destroys enbryos that
ot herwi se woul d be okay.

DR SHAPI RO Al ex?

PROF. CAPRON: | have three points. The
first is in response to Eric's last point. | think it is
not size but devel opnental status that is inportant.

DR. CASSELL: Either way so that --

PROF. CAPRON: The people -- the people whom
we are addressing are people fromwhomthe issue is
potentiality and we all know that all organi snms begin
with a single cell and so it is a point where sinply
enphasizing that it is very small sinply neans that it is
just that nmuch nore vul nerable. The point that at that
stage the kinds of considerations that nost people would
regard as gernmane do not yet apply.

DR. CASSELL: | accept that.

PROF. CAPRON: Ckay.

DR. CASSELL: | accept that. So that it is
cl ear what people are looking at in their mnd s eye.

PROF. CAPRON. | think -- yes, we should
t hroughout. The second is in response to sone of the
comments about where this belongs, | think a certain
amount of this really belongs in the science chapter by
way of explanation of what the process is, in part,

because it can be presented there in a | ess tendentious
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way.

It is descriptive of the process and | think
a reader comng on it then will see it as nore
descriptive that researchers working in this field are
not doi ng sonet hing equi val ent to buying reagents froma
chem cal conmpany if they -- for -- in use. They are
engaged in a research process in which the derivation and
use research is very closely connected both for reasons
of tailoring what you do and | earning fromwhat you do.

The third point is sonething which conmes out
in chapter three but which we have not di scussed yet.

We, in other ways, have tried to enphasize that the npst

i nportant distinction is between enbryos remaining from

| VF treatnent and enbryos created for research. And at
this point that is where we think a strong |ine should be
dr awn.

If the NIH policy is followed it is very hard
for NIH or anyone else in that position to exercise any
force on that |ine because as to the statutory line both
the creation of enbryos and their destruction are equally
prohi bited fromfederal funding.

And if what they are saying is but we are not
engaged in any of that, we are just funding use then they
are -- and we can do that because these are two norally

and practically totally separate activities and what we
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do over on the use side has nothing to do with the
derivation then how can you say that it is wong to use
cells that were created through a process by privately
funded process that involved the creation of an enbryo
for its destruction for this purpose.

And it cuts the |l egs out under -- out from
under what | think -- well, I will -- 1 think that nost
peopl e and the people who natter on all this are those
peopl e in Congress who are going to have to pass judgnent
on this. W wll be nore bothered by the notion of the
creation of enbryos for research purposes. W know the
president is nore bothered by that than the use of
exi sting enbryos.

DR. BRITO And nost people.

PROF. CAPRON:  And | think nost people and |
think we ought to underline the ways in which ironically
separating and saying use is discrete fromand can be
funded wi thout getting into any invol venent renoves the
ability to be involved on the positive side with saying

we care about that distinction between renaining |IVF

enbryos.
DR MJRRAY: It does not follow at all, Alex.
It does not follow. You can say -- | nean, | think
agree that the -- probably the largest policy issue is

going to be between creation of enbryos for research and
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the use of spare enbryos. W agree perfectly well on
t hat .

It does not in any way follow that you,
therefore -- that introducing a further distinction
sonmehow obliterates or renoves the force of the private
sector.

PROF. CAPRON: | think it does.

DR. MJRRAY: Well, we disagree.

DR. SHAPI RO One rejoinder and then we have
ot hers who want to speak

PROF. CAPRON. Try to reason it through. If
you are saying that the two are discrete and then you are
faced with soneone who says, "Well, | have a cell line
here that canme from enbryos that were created by the
Jones' conpany for the purpose of deriving cells and they

derive cells,” you say, "Wll, we will not allow those to
be used in federally funded research,” and you say,
"Well, what is your basis for not allow ng thenP" "Well,
they are less licit.”" "WlIl, in what sense are they |ess
licit?"

The only statenent on licitness that we have
is the ban on either making or destroying themand you
have said that your use of cells that cane froma

destruction is not inplicated in that destruction. How

can your use of cells be inplicated in the way in which
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they were created through | VF enbryos nmade for research
pur poses? You are no nore inplicated. Therefore, you
have no noral ground for saying that you would -- you can
practically say anythi ng you want.

O course, you can say we will not fund cells
derived fromthe State of Arkansas. | nean, you can say
what ever you want but on what ground woul d you
di sti ngui sh those that cone from Arkansas from
Massachusetts. You cannot.

If the Congress has declared that what is
wong is federal funding of research that destroys
enbryos or that creates enbryos for research purposes,
and you have said we are not touching that, we are coning
no where near that, we are only using the products.

There is no -- you have no noral stance for
differentiating at that point because you have
di sassoci ated yoursel f.

DR. MJRRAY: | have lots to say but | think
it would bel abor a point and | actually think we would be
better served by noving to the question of let's get the
strong argunents in favor of derivation, funding
derivation. | think you may find agreenment here. W can
still disagree about this --

(Si mul t aneous di scussion.)

DR. MJRRAY: -- should not play a primary
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poi nt in our report, though.

DR. SHAPIRO Al right. Carol?

DR. GREIDER. | just wanted to go back to the
second point that Al ex nade, which | agree in terns of
where we shoul d put sone of these argunents that |
initially laid out. There is a section that can be
witten for the science chapter and I volunteered to
wite a section in there about the changes in cells over
time as you culture themand their derivation, the
di fferent properties can cone fromdifferent people doing
t he derivati on.

But | also think that in chapter four on page
30 where we |lay out the argunents in favor of federa
funding for certain types of stemcell research that a
few conments should also go in there and Eric pointed out
to me sone places that -- | guess on page 33 where sone
of those issues cone out but | amalso happy to draft a
section on sone of the scientific reasons.

We | ay out under different headi ngs sone of
the reasons for federal funding. Just put in a whole
subheadi ng on sone of the scientific issues and refer
back to the issues in chapter two.

DR SHAPIRO Bernie? Excuse ne. Bette was
first. Bernie?

DR. LO Go ahead.
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M5. KRAMER: That is all right.

DR. LO | want to raise a question of kind
of whether our recomendations really capture all that we
are intending to recomend. | nean, what we have done in
this last discussion is that we have to be very clear
about where we are drawing |ines and Al ex's point was
that we are drawing a |line between | VF "spare enbryos”
versus creating research enbryos that we are funding
derivation and use federally for the |IVF spares, and we
are drawing a |ine.

As | 1 ook through the recomrendati ons we
actually, | do not think, explicitly comment in the
recommendat i ons what we are sayi ng about federal funding
for the use of stemcells that were derived fromresearch
enbryos created specifically for the purpose of research

As | read through the reconmmendations that is not really
covered here. | amwondering if we really need to get in
the spirit of what Jimwas saying, be explicit and cl ear
and say what we nean to say.

DR. SHAPIRO Is that part of the
certification process?

DR. DUMAS: Yes.

PROF. CAPRON: | agree with you it is not
cl ear but we intended that you could only use ones which

were certified and only the certified ones could be ones
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whi ch were created in an approved protocol and the only
protocol that could be approved is one which has fetal
ti ssue or renmining enbryos.

DR SHAPIRO | want to thank -- Bette, did
you want to have anything to add?

M5. KRAMER  No, not now.

DR. SHAPIRO. | now want to return to
recomendation two. We will, of course, need to
i ncorporate a lot of the issues that came up in the text
and so on. | think the recommendati on, however, we ought
to keep coherent and straight forward. W wll get the
commentary and reasoning in and inprove it as has been
suggested here but the recommendation currently says,
"Research invol ving the derivation and use of ES cells
fromenbryos remaining after infertility treatnent should
be eligible for federal funding."

And then using Rhetaugh's anmendnent, "and an
appropriate framework for public oversight and review
shoul d be established.” And then the references to the
appropri ate pl ace.

Now | ast tinme that we voted on the substance
on this, I amnot talking about the specific | anguage but
t he substance of this arrangenent, this recomendati on,
excuse ne, we were not conpletely unani nous on that but

we had a very large majority of the comm ssion in favor.
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So | just want to revisit this nowfor -- on a
substantive | evel here for the last tinme and just ask how
many comm ssioners continue to favor recommendati on two.

(A show of hands was seen.)

DR SHAPI RO This is that we woul d add
federal funding eligible for derivation and use.

DR. MJRRAY: | think depending on how the
text appears and how strong the argunents are | could --
DR SHAPIRO.  You coul d abst ai n.

DR. MJRRAY: | am abstaining at the nonent.

DR. SHAPI RO  Steve?

PROF. BACKLAR: Excuse ne. | amsorry.

Coul d you -- would you m nd maki ng cl ear exactly what you
are asking us agai n?

DR SHAPIRO. Recommendation two, | will read
it again. "Research involving derivation and use of ES
cells fromenbryos remaining after infertility treatnent
shoul d be eligible for federal funding and an appropriate
framework for public oversight and revi ew shoul d be
established.” Now this reads very simlar although the
wor di ng has changed fromthe last tine.

Al'l those in favor, please just raise your
hands.

(A show of hands was seen.)

DR SHAPIRO  Ckay.
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DR. MJRRAY: | am abst ai ni ng.

DR. SHAPIRO (Ckay. Tomwants to abstain
pendi ng how -- which | understand perfectly well --
pending if the argunents --

PROF. CAPRON. Wth adequate argunentation.

DR. MJRRAY: Wth adequate argunentation
woul d vote for it.

DR SHAPIRO. No, | understand that. |
under st and t hat.

PROF. CAPRON:  Unani nous with an asteri sk.

DR SHAPI RO.  Unani nous asterisk. Excuse ne
but now a few people want to say things right away.

Di ane?

DR SCOTT-JONES: So would we omt that
second sentence about Congress rescinding the ban on
federal funding?

DR. SHAPIRO | think that has to go in but I
do not think it is the recommendati on.

PROF. CAPRON. Could I offer just a quick way
of doing the whole thing? An exception should be made to
the present statutory ban on federal funding of enbryo
research to allow federal agencies to fund research
i nvol ving the derivation and use of ES cells from enbryos
remai ning after infertility treatnents under appropriate

regul ati ons that include public oversight and review.
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One t hought, one sentence.

DR. SHAPIRO It sounds fine. W have quite
a few people who want to speak

Steve?

DR. HOLTZMAN: | think we should acknow edge
that this recormmendation is going to raise a | ot of
issues. Al right. And that it would not be unlikely,
gi ven past history, for part of it to be accepted and
part of it to be rejected.

| cannot hel p but wonder whet her we shoul d
not, therefore, split it into two separate
recommendations, either part -- there is a reason why |
say that so that people can be clear on when they say I
do not like this part, | amthrowi ng out, they do not
throw the baby out with the bath water. GCkay.

And the second point is that -- the second
point is that in terns of this | anguage about the change
under existing statute, it is far fromclear to ne that
the change -- that there is any change necessary for the
use as opposed to the derivation and so, therefore, |
think you have to be very -- first we need to decide that
I ssue, whether -- with what we believe and if we believe
that change is only necessary for derivation, not use, it
should only be used to nodify that part having to do with

deri vati on.
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DR. SHAPIRO | think -- okay. | understand.

| guess, | understand the points here. And we could do
it in either one or two for various reasons. | really
want to -- and if anybody has alternative suggestions,

breaking this up into one or two, wite themout and put
t hem down because | want to -- | do want to get on and
| ook at sonme of the other recommendati ons which we really
have to face up to.

And so we -- we can devote any anmount of tine
tonorrow norning to this despite the fact that we have
ot her issues on the agenda. This really preenpts
everything. So things that you want to feel separated to
respond to the spirit of this, what you think is an
i nprovenent, and that could easily be the case, let's
wite themdown and let's |ook at themand see if we
agr ee.

Carol, and then Arturo.

DR. GREIDER. My comment was just going to be
on the specific | anguage that Al ex just recomended but
if you want nme to wait and wite themdown | can wite it
down.

DR SHAPIRO That is what | would like to do
so we can get on to sonme of the other if you do not m nd.

DR. GREI DER.  (kay.

DR. SHAPI RO Arturo, then Rhetaugh, and then
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we are goi ng on.

DR  BRITO | had a comment on it but | wll
pass on it right now because | think recommendation three
will help us with the --

DR. SHAPI RO  Okay.

DR. DUMAS: Mne is a little bit of urging
for the people who are going to rewite this, that we
shoul d not nmake a recommendation to the Congress. |
think we are maki ng these recommendations to the
President and the President will need to consider what
approaches he m ght need to take in order to correct or
resci nd or whatever existing |egislation. So, please,
that that in consideration when you start to rewite
this.

PROF. CAPRON. That is why | left the word
"Congress" out.

DR DUVAS: Yes. Well, we do not want to
rescind -- | would suggest that you not tal k about
resci ndi ng anyt hi ng.

PROF. CAPRON:  No.

DR. SHAPIRO (Ckay. Let's go on -- | am
sorry. | may have asked -- told soneone else | was going
to turn on them

Bernie, did | say | was going to turn to you?

DR LO No. | want to get into
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recomendati on three.

DR SHAPIRO. All right.

(Si mul t aneous di scussion.)

DR. DUMAS: Recommendation three, noving
ri ght al ong.

DR. SHAPIRO W will not revisit the spirit
of recommendati on two al though we nmay revisit the --

DR. MJURRAY: It can revisit us in our
ni ght mar es.

DR. SHAPIRO Yes. That is right. It may
visit us but we -- let's go on to recommendation three.

It currently reads as follows: | amtrying
to look in ny various coments | have here. Let nme try
toread it fromthe material that was distributed to
everyone yesterday. There is a slight change. There is
not a maj or change. It currently reads in the draft that
was sent around to everyone in the briefing book, "At
this time there are no persuasive reasons to provide..."
et cetera.

What | will read in fuller is the one change
that was made to that or at | east one proposed change.
Nanely it says, "At this tinme rather than saying there

are no persuasive reasons..." it says, "At this tine
there is not on bal ance a set of persuasive reasons to

provi de federal funds for the purpose of making enbryos
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via | VF solely for the generation of ES cells.” The
second sentence, "Mre research should be done on stem
cells derived from aborted fetuses and enbryos renai ni ng
after infertility treatnents to determ ne the extent of
the need for this additional source of cells for
research.” That is what recomrendation three currently
says. Let's see how people feel about three.

Berni e, and then Rhetaugh?

DR LG | amfine with the recommendati ons,
t he amendnents to recomendation three. | also suggest -

- | suggest that we al so have a 3(b) or sonething that

says, "At this tine there is not on bal ance..." bl ah,
bl ah, blah, "...reasons to provide federal funding for
research using enbryos derived from-- stemcell research

using lines derived fromenbryos created by |IVF solely
for the generation of ES cells.”

So |l would like to see us address it
explicitly in a recommendati on and not in recomendati on
nine our position on funding for use.

DR SHAPIRO Let's make sure | understand
it. | think | agree with what you have said but | want
to make sure | understand it, that is you want sonething
of the nature of recomrendation three to cover not only
the derivation but use. That is certainly consistent

w th what we have tal ked about.
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Al ex?

PROF. CAPRON. This is just a suggestion as
to how we put it. Wat if we said, "At this tinme the
reasons to provide federal funds for the purpose of..."
bl ah, bl ah, blah "...are not on bal ance persuasive."

DR LO That is better.

DR DUVAS: That is an observation. That is
not a reconmendati on.

PROF. CAPRON: That is equally true of the
present statenent.

DR DUVAS: So what is the recommendation?
The recomrendation is that federal funds not be provided
to make the enbryos via | VF solely for the generation of
ES cel |l s.

PROF. CAPRON: Because the reasons for doing
so are not on bal ance --

DR DUVAS: And | woul d add the because.

PROF. CAPRON: | think you are absolutely
right.

DR. SHAPIRO | think that is right.

But let's talk. W know what the -- excuse
me, Arturo.

DR BRITO The second sentence nakes ne a
little bit unconfortable but | do not know I wal ked out

for a second so | hope | did not mss this but the second
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sentence | do not feel confortable with. It sounds |ike
we are encouragi ng the research on stemcells from
aborted fetuses and enbryos remaining after |VF
treatments. | think what we are trying -- | think -- |
do not understand why we just do not say we are not -- at
this point we are not recomrendi ng research on |IVF --
enbryos by IVF solely for the generation of ES cells,
bl ah, bl ah, blah. But why do we need that second
sentence in there? | do not understand.

PROF. CAPRON: Certainly not as part of the

recommendati on.

DR. SHAPIRO | agree with that as a natter
of fact.

DR. CASSELL: | agree with that, too.

DR SHAPIRO. | do not think we need it and I

think the way Rhetaugh has suggested rewiting the first
sentence is a very good idea and | think Bernie's
suggestion that we have to incorporate both derivation
and use are essential. | mean, | think both those are.
So as we think about three, let's think about it nowif
we can in our heads as incorporating both Bernie's
suggesti on and Rhetaugh's suggestion and dropping the
second sentence, which is gratuitous at this point.

St eve?

DR. HOLTZMAN: | made the observation of what
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| wote that you have the sane issues at stake in four as
wel | though there is two different pieces and you could
handle it with subparts.

DR. SHAPI RO So pendi ng those -- excuse ne.

Are there other coments that people --

DR. MJRRAY: Do you want to direct people to
your e-mail text because you have the text right there?

DR. HOLTZMAN. Well, | nmean, | gave two
different alternatives of howto do it and handle -- how
to handl e recommendati ons three and four in harnony.

DR SHAPIRGO | think what we need to do is
actual ly produce a new three, okay, which incorporates
both sone of the observations Steve nmade but the
principles we are after here, the ones enunciated by --
al so enunci ated by Berni e and Rhetaugh, and droppi ng of
the gratuitous.

kay. Thank you very much. Let's go on to
recomendati on four, which we should al so discuss and
whi ch Steve, those of you who have gotten to his e-nmail
al so focuses on and it may be that Carol will have a --
others will have comments here.

Let ne just repeat recommendation four as it
currently stands. "At this tinme the use of SCNT into an
oocyte to create ES stemcells should not be eligible for

federal funding." Again a coment: "Mre research
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shoul d be done on howto differentiate cells into

specific tissue types..." et cetera, et cetera. That is
really nore by way of a comment and probably should be
out of the recommendations just as we have tal ked before
but let's talk about coments really on the first
sentence of what is currently four.

Eric, and then David.

DR. CASSELL: Just follow ng on our
di scussi on before that the real recommendation is the use
of SCNT, et cetera, should not be funded, period.

DR. SHAPIRO Right.

DR CASSELL: And then the discussion can
rewmite it.

DR SHAPIRO. You want to wite it in the
active voice here.

DR. CASSELL: He nmkes anot her hopel ess pl ea
to get rid of abbreviations.

DR. SHAPIRO By definition this is hopel ess
or just by prediction?

Davi d?

DR. COX: So this is a |ogical argunent so by
definition it will not carry the day.

(Si mul t aneous di scussion.)

DR. COX: | amgoing to nake it neverthel ess

but I wanted to put that preface in. The -- you cannot
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do somatic cell nuclear transfer w thout creating a new
enbryo so if we have already said creating new enbryos
for research is not acceptable then this is redundant and
it unfairly, okay, singles our somatic cell nuclear
transfer as sonething, okay, that basically has an onus
onit. So |l would just like to make that | ogical point.

DR SHAPIRO | will let -- if Carol does not
object, I will ask her for a comment on that since I
t hought this was specifically an issue that, Carol, you
brought up last tine and the two scientists here wl|l
have to settle this in some way. Carol?

DR. GREIDER. Well, | would not argue with
you over whether an SCNT enbryo is an enbryo just |ike I
woul d not argue with you when |ife begins. | think that
those are argunents that one does not win or |ose but I
think that for the purpose of thinking about the utility
of an IVF created enbryo versus an SCNT enbryo, they have
very different downstream consequences and if we |unp
theminto one it is much nore difficult to articulate
what those downstream consequences is.

So what | was trying to argue the last tine
is that an | VF created enbryo by fertilizing a sperm and
an egg creates nore enbryos of the type of which we have
spare enbryos. Wereas, SCNT creates a different kind of

enbryo or organism which has different utility, i.e. the
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possi bilities of autologous transplant down the road.

So that is why | thought there was sone
utility in distinguishing those categories even if we are
going to treat themthe sanme because sone future | ook
back at this whole situation, the science nay have
changed in those areas.

DR. SHAPIRO May | ask a question on this in
the spirit that Tom put up before, nanely not having as
full an understanding of the biology here as many peopl e
sitting at this table.

When you brought this up the last tineg,
Carol, | had the -- the thought that cane that cane
across ny mnd, which nmay easily have been m staken, was
that we are not sure yet about the properties of the
enbryo or the characteristics of the enbryo that are
created by SCNT. That remains to be decided. W do not
know, for exanple, whether the enbryo created this way,
in fact, can be inplanted or otherw se brought to term
but that is sonmething we may know in the future but we do
not know now and, therefore -- and that was the reason to
separate this out if |I understood it correctly.

If all nmy "if's" true, and that is what I
will let someone else tell nme, it seens to ne there is a
reason to separate it out because it could be that if

SCNT creates sonmething which is enbryo-1like but really
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cannot be used to inplant and bring to termdifferent
ethical issues mght arise than would be the case for
| VF.

But now I have got so many if's in there that
| amnot sure that | understand this whole thing but,
Carol, did | get this halfway right?

DR. GREIDER. | agree with that and | think
that | argued the last time that it should followthe
di scussion of the IVF created enbryo fromthe standpoi nt
that there is a certain anmount of scientific evidence
that suggests it nay be a subset thereof but if it is a
subset of a created enbryo then it should cone after nost
of the discussion about the |IVF created enbryo where a
| ot of the issues arise and just point out that there is
this additional category that nmay, indeed, be a subset or
may be a separate category and what the specific issues
of that kind of an enbryo are.

DR SHAPIRO  Trish.

PROF. BACKLAR: That nmay be why we want to be
very, very careful about the |anguage we use so when you
describe it you nay not want to describe it as an enbryo
because you do not know, in fact, what it is and so you
want to go back and use the word "organism"™ which may --
and then go on and describe the possibilities of which

you are not sure.
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DR. GREIDER. | nean, | have argued with
peopl e about this and | think that for nost people to
understand it, | do not have a problemw th using the
word "enbryo" but we do have | anguage in here which says,
you know, "Is likely to be able to -- is likely to be an
enbryo based on animal research.” As |ong as we have
that kind of qualifying |anguage in there and we do not
just state outright this thing is an enbryo because we do
not know scientifically but I also do not want to be
really msleading in the sense of calling it an organi sm
when it is probably nost closely -- when what it nost
closely resenbles is an enbryo.

PROF. BACKLAR: But the only reason | bring
this up is that I amvery concerned about peopl e reading
this who are not going to read all these qualifying words
so carefully and when they see the word "enbryo" they
only have one thing in m nd.

DR SHAPIRO. David, how does this little
conversation strike you?

DR COX: Tortured. So if | take Carol's
point, and as a scientist |I would say, "So what
scientific information is avail abl e about whether these
are enbryos or not?" Well, how about in mce if you do
this? Is it an enbryo in mce? You bet. It nakes live

mce. Right? How about if you do it in cows? Yes, it
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makes |ive cows. How about if you do it in sheep? Yes,
it makes |ive sheep. Al right. But we have not done it
in humans so we do not really know. Well, there are
three organisns that we have done it with and it makes
live organi smns.

DR. GREIDER. A very |low probability of
success.

DR. COX: That is a separate point.

DR. GREIDER Right.

DR. COX: Right. That is a quantitative
i ssue, not a qualitative issue. Wat you are arguing,
Carol, is a qualitative difference. | have trouble with
t hat because the scientific evidence is in the other
di rection.

DR. GREIDER. Which is why | agree with
keepi ng the word "enbryo" in there but I still want to
keep them as two separate recomendati ons because you can
say different things about them although what we are
saying in ternms of reconmendation for federal funding is
the sane but | |ike having two categories to be able to
call people's attention because as Trish points out
peopl e do not always think about the details.

DR. COX: So what | would |ike to argue is
the following: And this is ny point. Not to do it in

the context of nmaking a somatic cell nuclear transfer
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enbryo be different fromone that you nake by the process
of in vitro fertilization but to state, | think sonething
that is nore sort of straight forward, that there are
potential benefits in terns of having enbryo -- having
research derived enbryos that are not possible with
nonresearch derived enbryos and that we are precluding
those benefits right now by not allow ng research derived
enbryos.

They are happening in the private sector but
we are not reconmendi ng those right now and we are
precludi ng that because | think that this dreamthat is
going to happen with somatic cell nuclear transfer
enbryos coul d happen by a variety of other technol ogies,
too, that all are going to involve a conmon thenme. A
common thenme. It will be research enbryos created for
research purposes and that is the class, okay, that I
think is a nore candid description of what we are doing.

And if you take this one technol ogy right now
it is sort of, I think -- well, | do not want to pass
judgment on that. | just wanted to state a preferred way
of dividing things up.

DR. SHAPIRO If | could try to see where we
stand here. On both three and four we have to
i ncorporate Bernie's observation that we are tal king both

about use and creation as happening in both of those. W
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both want -- we want to put themin the active voice and
so on and take out the comments out of the recomendati on
and so on.

But if | understand this conversation or
per haps di sagreenent between David, you, and Carol, it is
a guestion of whether we conbine three and four, that is
to talk about themas a class, and these are the two
menbers of the class for now that we know about, and then
in the text make any kinds of distinction we would |ike
but no in the reconmendations vis-a-vis saying let's
separate these out and treat these -- they are nenbers --
sonmehow they are nenbers of a simlar class, that is they
are both research enbryos. The other differences are
unknown this time.

Carol ?

DR. GREIDER. Anot her reason why | felt nore
confortabl e keeping themas two separate categories is at
| east until we see what the rewite is, reconmendation
there said at this tinme there are no persuasi ve reasons
to provide federal funds for the purpose of making |a,

di, da, di, da. | feel differently about the IVF created
enbryo at this point than | do about the SCNT enbryo. |
woul d di sagree with that statenent and woul d not go al ong
with that recommendation if it incorporated both with

t hat | anguage. So there is a very substantive --
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DR. SHAPIRO Let ne ask the follow ng
question: W already have agreed to rewite three so
that we elimnate "there are no persuasive reasons""
because there are sone persuasive reasons.

DR GREIDER R ght. And that is not in
t here.

DR. SHAPIRO Yes, that is not in there,
right, and | agree that that has to be changed to say
sonmething |i ke on bal ance -- Al ex had sonme good | anguage
here -- that, you know, there are pluses and m nuses but
we come out against it for now.

That is -- what is the | anguage we have now,
Eric?

DR. MESLIN: For new text?

DR SHAPI RO  For three.

DR. MESLIN. Dividing into two parts, "At
this tinme research involving the derivation of ES cells

fromenbryos created solely for research purposes using

| VF techni ques should not be eligible for federa

funding.” And then the sane text with the word "use
rat her than "derivation.” "Research involving the use of
ES cells fromenbryos created solely for research

pur poses using |IVF techniques should not be eligible for
federal funding,"” and then Alex's commentary woul d go

| at er.
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PROF. CAPRON:. "At this tine federal agencies
shoul d not fund research that nake enbryos through |VF
solely to generate hunman ES cells or that uses such ES
cells.”

DR. DUMAS: "Derived fromthose enbryos."
That is exactly the way | wote it down.

PROF. CAPRON: |If we said, "Derived from such
enbryos because the reasons for renoving the present ban
on such funding are not on bal ance persuasive."

DR SHAPIRO. Now that is the kind of
| anguage we are going to have in three.

PROF. CAPRON: And the sanme | anguage woul d be
in four except we would say -- in four we would say -- |
have got it here somewhere. "At this tine federa
agenci es should not fund research using SCNT with oocytes
to generate human ES cells or that uses ES cells derived
in this fashion because of the reason for renoving..."
bl ah, bl ah, bl ah.

DR GREIDER: But it is the blah, blah, blah
that I am contesting.

(Laughter.)

PROF. CAPRON:  And not "on bal ance
per suasi ve?"

DR. GREIDER. That is what | -- | disagree --

| agree with that for IVF enbryos. | do not agree with
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it for SCNT enbryos.

PROF. CAPRON. At this time they are
per suasi ve?

DR GREIDER. | think that at this tine they
may be persuasive for the SCNT enbryos and so | --

( Si mul t aneous di scussion.)

PROF. BACKLAR: Let's be clear

DR. SHAPIRO | agree. Let's not worry about
the particular wording right now but there is a very
substantive i ssue here which we shoul d decide on right
now and that is whether we feel there is a persuasive
reason for federal funding for creating research enbryos
t hrough t he SCNT procedures.

DR. COX: Now we are tal king because that is
t he issue.

DR. SHAPI RO  Okay.

DR. COX: It is not whether they are enbryos
or not.

DR. SHAPIRO All right. Let's -- okay.
That is an issue so if we were to say that would --
whether it is a good idea or a bad idea, it is different
fromthe way we have proceeded up to now. And so let's
just ask that question directly and not worry about the
exact |anguage just to get -- see where the -- that is

how many conm ssioners would feel that it is -- we should
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provi de or should be eligible for federal funding --
again | do not want to cut open the | anguage here --
research enbryos created through the SCNT techni ques?

M5. KRAMER: Can Carol or sonebody |ay out
for us the strong case or their best case for it?
nean, if we are going to distinguish between the two.

DR. SHAPIRO Let's just see if any of us are
i nterested in distinguishing.

M5. KRAMER: Ch. Interested in
di stinguishing. | amsorry. | did not think that was
your questi on.

(Si mul t aneous di scussion.)

PROF. CAPRON: W have already said no to the
| VF created enbryos.

M5. KRAMER: Right.

DR. SHAPI RO The question is do we want to
say no to SCNT enbryos.

DR. DUMAS: This norning we said yes to SCNT

enbryos.

( Si mul t aneous di scussion.)

PROF. CAPRON: No, we did not.

DR GREIDER: No, we did not.

PROF. CAPRON: W have never said yes to
t hem

DR. GREI DER: W have never said.



© 00 N oo o B~ w N P

T N T S T O T T T e e e T N ~ S S S S
gag A W N P O © 0o N oo 0o M W N O

171

PROF. CAPRON. W have al ways had that as
categories three and four which we were not thinking were
eligible for --

DR COX: That is what | want to discuss. W
are voting now if we would be interested?

DR. SHAPIRO In what?

DR. COX: In creating SCNT enbryos.

M5. KRAMER: SCNT enbryos.

PROF. CAPRON: Making themeligible for
federal funding.

( Si mul t aneous di scussion.)

DR. GREIDER. Eligible for federal funding.

DR. COX: SCNT enbryos, yes or no.

DR. SHAPIRO Just let nme state ny --

DR DUVAS: There is sone inconsistent --

DR SHAPIRO. Just a mnute. | think we have
steadily forever in this commttee up till now said
research enbryos, no, at this tine.

DR. GREIDER That is what | thought.

DR SHAPI RO From any source.

PROF. CAPRON. Ri ght.

DR SHAPIRO. Now | want to know if there is
anybody on the commi ssion or a subgroup who want to go
back and reconsi der that position?

PROF. CAPRON. As to?
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DR SHAPIRO. As to the fact that we have
said no to research enbryos for federal funding.

( Si mul t aneous di scussion.)

PROF. CAPRON: | VF research enbryos.

DR, DUVAS:  SCNT.

DR. GREIDER. O any kind.

DR. SHAPIRO O any kind.

( Si mul t aneous di scussion.)

DR. SHAPI RO Creation of enbryos for
research purposes only.

DR. DUMAS: (kay.

DR. SHAPIRO Up to this nonment or these
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nonents we have always said no to research -- what | wll
call research enbryos fromeither of these techni ques and
I want to know how many nenbers of the comm ssion woul d
like to reconsider that position.

PROF. CAPRON: Either. As to either

DR SHAPI RO Either.

DR DUVAS: To IVF or either?

DR. SHAPI RO Any conbi nation. Research
enbryos. | think we know what that neans in our heads.
kay. So that is not --

( Si mul t aneous di scussion.)

DR GREIDER. | would not say that | would

feel confortable saying that there are no persuasive
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reasons - -

DR. SHAPIRO W are not going to say no
persuasi ve reasons. That is already --

PROF. CAPRON: On bal ance.

DR. SHAPIRO That is right.

PROF. CAPRON. W are not persuaded on
bal ance at this tine.

DR. SHAPIRO That is right. That is what we
are sayi ng.

(Si mul t aneous di scussion.)

DR. LO Do you want to fund -- federa
fundi ng for SCNT techniques to use --

PROF. CAPRON: To make ES cells that way.

DR. LO, -- ES cells created through SCNT
techni ques, should we have federal funding for that, yes
or no, and should we fund the use of such ES cell Iines.

DR. GREIDER. | think that there are nany
per suasi ve reasons even on bal ance for which the SCNT
enbryos shoul d be funded and so | would not fee
confortabl e saying that there are no reasons, which is
one of the --

(Si mul t aneous di scussion.)

DR GREIDER: -- which is one of the reasons
why | would --

(Si mul t aneous di scussion.)
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DR. GREIDER -- separate out the categories
and di stinguish themas different.

DR. SHAPIRO Please let nme try to get sone
order here.

(Laughter.)

DR. SHAPIRO | asked a very sinple question.

I could not think of a sinpler question to ask in which

there seened to be unani nous agreenent here, namely that
we did not think at this tine for what -- describe it the
way you like -- that it was appropriate to provide
federal funds for the creation and/or use, derivation

and/ or use of research enbryos by which we nean enbryos -

DR. DUMAS: Purely for research
DR. SHAPIRO | beg your pardon.
DR. DUMAS: Go ahead. | amsorry.

DR. SHAPI RO By which we nean enbryos
created solely for their use in research. Now we had
unani nous agreenent on that 30 seconds ago.

DR. DUMAS: Yes.

DR. SHAPIRO Al right. So | want to
make -- now as | understand the di sagreenents that are
floating around here, it is the following: That the
argunments you m ght nake for one case and the other case

-- Wwe are going to disregard both, not disregard, not
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approve both, but the arguments you m ght nake, the text
that you m ght use followi ng these will be somewhat
different.

DR. COX: Yes, that is right.

DR. SHAPIRO And, therefore, it pays to put
theminto separate recommendati ons here.

DR. DUMAS: Yes.

DR. SHAPI RO Now are people satisfied with?

DR. DUMAS: Yes.

PROF. CAPRON:  Yes.

DR GREIDER  Yes.

DR. SHAPIRO W nake them separate. W
understand what the policy is but the text that goes
along with this mght be different because you m ght
propose different bal ancing argunments and so on and so
forth.

DR. GREIDER. That is ny point.

DR. SHAPIRO (Ckay. So let's agree. W wll
make an executive decision to do that. GCkay. And now
the only issue is since we are going to take the
commentary out of the recommendation, the commentary is
going to go after the recommendati on, whatever the
commentary is, we are down to the issue of what
commentary we want to provide for either three in the

case of three and four in the case of four.
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So now let's see if there are issues that
woul d relate to the comentary that surrounds four that
the conm ssioners would like to bring up so that the
commentary can reflect the views of different people.

Arturo, Carol, and Steve, and D ane.

DR BRITO One issue that | have not heard
that in ny mnd is one of the nmain reasons for making
these two issues distinguished is that the |IVF enbryos
al ready exist, they are already basically going to be
destroyed. Wth SCNT the main reason is that you are
actual ly creating sonething that you are going to end up
dest r oyi ng.

DR GREIDER No, both of these are created.

They are specifically created. These are enbryos that
do not exist, the IVF enbryos under reconmendation three
are enbryos that do not exist yet, you take a sperm and

an egg, and you create that enbryo and then you make ES

cel |'s.
DR. SHAPI RO  Sayi ng no.
DR. GREIDER. W are saying no to that.
DR SHAPIRO. And recommendation four --
DR BRITO Well, | just --
DR. SHAPIRO -- repeat that only it says

SCNT procedures rather than |IVF procedures, and we know

what that difference is. Ckay.



© o0 N oo o B~ wWw N P

T N T S T T T N T e e e T e N = = S
gag b W N P O © 0o N oo 0o M W N+ O

177

St eve?

DR HOLTZMAN. Back in the text somewhere we
tal k about the reasons why we take the position we do and
we say that the primary reason is we are not persuaded
that there is not enough spare enbryos. Ckay. |
suggested in ny e-mail that there is other reasons which
have to do -- let ne get this right. Wy one would argue
for research purposes are there not enough spare enbryos?

The ot her reason is becasue there is experinents you
could only do with research purpose enbryos. kay.

So if you think about these two
recomendati ons and the distinction between the cases and
the text, I think you can nake the points clearly with
respect to the SCNT's that there is research you could
only do with those of a very special type. It is true
with respect to | VF research enbryos -- well, certain
cl asses of research that require research enbryos but
there is sonething very special about these research
enbryos, you can nmake the case. And so, therefore,
you -- and in both of themwhat you will share are other
ki nds of public policy considerations that can, as it
were, override or trunp the science.

DR. SHAPIRO Let nme go down ny list here.
Carol, you are next, and then Diane, and then we will go

to the side table.
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DR. GREIDER. This is just a mnor point that

I nmade before and you asked about the text that follows.
So the text that currently foll ows recommendati on four

still has this language in there about directed tissue

transplantation in a directed nmanner. W discussed this

earlier that it does not necessarily follow that

desi gnation of a donor would have to be directed if you

use this technique and | think we should revisit that

I ssue.

DR. SHAPIRO Next on ny list is Diane.

DR. SCOIT-JONES: In thinking about
recommendation four I want to express a view that is
different fromthe view that we have agreed to and that
is it seens to me on balance that it would be far better
to have federal funding of SCNT for research purposes
than to have that in the private sector. | think there
woul d be a far greater |ikelihood that the oversight
woul d be appropri ate.

| think there would be a far greater
i kel i hood that issues of social justice that might arise
woul d be attended to and just trying to think ahead to
what m ght change in the future. | cannot see that there
woul d be great changes in our enduring noral val ues that
we have now or great changes in what we know for sure

about research that could arise or benefits that could
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ari se.

It seens to nme that the best way is to |et
this go in a very deliberate way with federal funding and
that is not what we have agreed to but | just want to say
in thinking about it, it seenms to nme that that would be
the best way to go at this tinme with very careful federa
over si ght.

So ny minority view

DR. SHAPI RO Thank you. As always with any
of our recommendations that we come out, people always
can make their own personal statenments that relate to
those in any way that they think is appropriate.

Ber ni e?

DR LO Yes. | think as we think about
consi derations that should go into the acconpanyi ng text
there is one | would like to see discussed under
recomendation four and that has to do with the risk of
abuse and the nature of abuse that m ght occur and there
clearly are abuses that could occur with deriving stem
cells fromIVF fertilization. W talk about that
el sewhere having to do with consent and coercion and
those sorts of things.

I think there has got to be sone concern that
what we -- that the research to derive enbryonic stem

cells from SCNT would al so be research that makes it nore
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feasible to create a child through SCNT, which we said in
our cloning report that we did not think was ethica
accept abl e.

So there is, it seenms to ne, concerns you are
having -- that if you had federal funding or for that
matter private funding you are devel opi ng a techni que
whi ch coul d be used for a purpose that we are on record
and ot her people have said would be inappropriate to
apply to the purpose of what we have cal |l ed baby naking.

That kind of fostering a technol ogy that could be used
for purposes that people have very strong reservations
about even if that technology is nmeant in this case to be
used for other purposes is a dilemma. | think, you know,
we shoul d acknow edge that.

DR SHAPIRO. Carol, and then Trish.

DR. GREIDER. | just want to address Bernie's
comment directly and that is one of the things that I
t hought that we were very careful to do in the cloning
report is to single out baby making fromresearch for the
express reasons that one could nmake autol ogous transpl ant
ti ssues, which is what we are doing here. So | do not
see -- going along with what Diane just said -- | do not
see that we are in any way inconsistent with that cloning
report by suggesting that this is sonmehow a different

cat egory.
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DR. LO | think we are being logically
consistent. | think it is a matter of pragmatics. You
are creating a technology that could be used in a | ot of
di fferent ways and we do not have any assurance that it
will be used solely for the purposes of stem cel
research to reap those benefits and that soneone el se
m ght use the technol ogi cal devel opnents for the other
pur poses which we, you know, projected. So it is not
that we are inconsistent but it is the use that we cannot
control that m ght be at odds wi th what woul d recomend.

DR. GREIDER. We were tal king about federa
funding here, right, in this case so it is going to go on
anyway in the private sector and the question is whether
one wants the federal --

DR. LANDER: Just that whol e question, right.

Absol utely.

DR. SHAPI RO Trish, and then Rhetaugh.

PROF. BACKLAR: Except that what perhaps one
wants to do is again just as we did in the cloning report
make it very clear that we absol utely di sapprove anywhere
and certainly, you know, if we are not going to have
control of it then nothing should cone out of this that
makes a baby.

DR GREIDER: W have said that in the

cl oning report.
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PROF. BACKLAR. Right. But we may want to
say it again here.

DR. SHAPI RO  Rhet augh?

DR. DUMAS: The nobst convi ncing argumnent that
occurs to me is the one that has to do with the
wi despread noral concerns of the Anmerican public about
destroyi ng human enbryos and this particul ar
recommendat i on speaks only to the creation of enbryos for
t he generation of stemcells. So the only argunent
that makes sense for ne has to do with the w despread
publ i c concerns.

DR SHAPIRO. Yes, Al ex?

PROF. CAPRON: | think that the point that
Rhet augh just made is a useful one if we think about the
commentary here and David' s earlier point about |ogic
because having stated a conclusion in recomendation
three that could be seen as all enconpassing, any
creation of an enbryo, having separated it | think we
could well begin by saying that the argunent agai nst --
the principle argunent against SCNT is as with |IVF for
research purposes that it involves creating an enbryo for
its destruction, a step which is deeply troubling to
many, many peopl e.

DR. DUMAS: Large nunbers of people.

PROF. CAPRON: Then we should go on, it
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seens to me, to say that as to SCNT there is sone

di fference and then the point that Carol has nmade, the
poi nt that D ane nmade, can be cited as anong those

di f f erences. | would say that coming to the -- in

bal ance that we would -- or the on bal ance, | guess, is
that we would say that at this tine research in animal
nodel s is not so advanced as to make it tinely to
confront the issue of whether inportant clinical benefits
will be either foregone or limted to nonfederally funded
research because those clinical benefits are stil

hypot hetical. 1In other words, we really need nore work.

DR SHAPI RO Yes.

PROF. CAPRON: | nean, it is part of what the
second sentence of the original reconmmendation four was
trying to get to that we have taken out of the
recommendati on and put in commentary. But in other words
what | amtrying to do is not just state that there are
argunments but try to encapsul ate by saying that basically
we are starting off on nore or |less the sane footing as
we were in reconmendation three so we do not have to
repeat all of that, then give the reasons for, and then
say why on bal ance those reasons do not at this tine
per suade us.

(Appl ause.)
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DR. COX: | amconpletely supportive of that
because it is logical and it also --

( Si mul t aneous di scussion.)

DR. COX: And it states why we think the
somatic cell nuclear transfer enbryos are different.

PROF. CAPRON.  Yes.

DR. COX: It is not that we are separating
t hem out because we are not sure what they are going to
turn out to be, we are separating them out because we can
think of specific scientific things that they may nake
better for us.

And you laid this out for us, Harold. It is
the text, okay, that is inmportant here. Not the fact
that they are different.

DR SHAPI RO Yes.

DR. COX: And also you laid out very clearly
for me by taking that vote, okay, that we have to figure
out, you know, where we stand on this issue. | found
that a very interesting little exercise because | think
that we have people on the comm ssion that are clearly
unconfortabl e about the idea of allow ng, okay, creation
of stemcells at all. GCkay. W have -- and they prefer
just the utility.

On the other hand, we have people that are

not only confortable about the creation but would like to
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even push it a little bit further and nmaybe | et these
stemcell enbryos take place. But overall as a
comm ssion, okay, we are at the position that | think in
the mddle of it -- okay, the mddle of the commssion is
sayi ng no research enbryos but that they are not al
created equal but we need to state clearly what that
inequality is.

DR. SHAPI RO (kay, Carol, then Steve, then
Di ane.

DR. GREIDER. W are in violent agreenent.
That was mny original point, is the reason | wanted to
separate this out even if we are going to treat themthe
sanme is that they have different downstream uses and
di fferent reasons for why you would or would not do it,

and that was --

DR. COX: The only thing is say what those
uses are.

DR. DUMAS: Bravo.

DR. COX: Say specifically what the uses are.

DR. SHAPIRO (Ckay. Steve, D ane, Bette.

DR HOLTZMAN: | endorse that, the downstream

as | would be very careful with Alex's |line of argunent
because there are uses which are not about
transpl antation that have significant potential nedica

and bi onedi cal research benefits which cannot be
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conducted with aninmal cells, can only be conducted with
the human cells, all right, and if you are going to go
down the path of saying it is a matter of solely nedica
benefit you are going to have to confront at sone point
why we do not allow research purpose fetuses, all right,
even in the face of nedical benefit that are

contenpl ating, as per your argunent, that the medica
benefit could trunmp such -- such that there could be
research purpose enbryos.

| do not think this -- we do not have the
time to get into that whol e issue.

DR SHAPI RO Di ane?

DR. SCOIT-JONES: | just want to add to what
| think David said that there are sone comm ssioners who
would |ike to see this go forward. | would like to add
to that that there are some conmi ssioners who are worri ed
about what m ght happen as research goes forward but
woul d have greater faith in the public or federa
oversight of this than in leaving it to the private
sector alone that sone of our ethical concerns could be
addressed better in the federal context because the work
is going to proceed anyway in the private sector.

DR SHAPIRO Bette?

M5. KRAMER: Well, that is simlar to what |

wanted to say in that if we adopt -- if we think about
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the argunents that Carol laid out for us earlier that for
t hose of us who are concerned about the |lack of a
persuasi ve argunent for federal funding for derivation
fromexisting spare enbryos, if we take those argunents
and apply it to the questions we are now | ooki ng at,
don't those argunents persuade us to a simlar
concl usi on?

DR. SHAPIRO Well, let nme state where |
think we are on all this. | amperfectly well aware that
there are strong argunents and they have been al
expressed here at various neetings to not distinguish
bet ween these various sources. | nmean we have -- 1|,
nysel f, have articulated at our very first neeting what I
t hought was convi ncing argunent that really the nora
di stinctions here did not necessarily drive us to the
di stinction we have nade, and | think there are people
with a variety of feelings on that. Sone because of the
over si ght.

Let's not forget that oversight could be
acconpl i shed by ot her nethods ot her than federal funding.

It is just a question that you need |egislation and you
have a nuch -- | mean, it is not logically true that the
only way to get oversight is through federal funding.
You could get it by passing |legislation that required

oversight in the private sector or wherever it took
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pl ace.

But that we cane to the distinction we did --
to repeat a phrase that has been often nentioned in our
di scussions -- because of an understanding that there
wer e people who had different feelings on this and we
wanted to accord that sufficient respect in view of the
cost of making this distinction. Not that we would
accord that respect at any cost but because we thought
the scientific agenda was at a place in the nonent where
the cost of meking this distinction was not overwhel m ng
and, therefore, fromthe point of view of public policy
and society's interest, it paid to accommbdat e sone of
the concerns and interests of others. That is how we
cane to nmake the division.

It is not that | as that person or any of you
per haps were convinced that this was the |aw that we
woul d draw for ourselves. It was that we were trying to
-- our best to reach out in a sense, or naybe that is the
wong word but at least to reflect and to tell others
that we had heard them and that given the fact that the
cost was not overwhelm ng at the nonment to reach what you
m ght consider an internedi ate conpron se of whatever
position you want. And that | thought was where we had
got to this distinction.

So | amnot particularly anxious to go back
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and revisit that now because this will --

DR DUMAS: No.

DR. SHAPIRO -- nobve faster than we can --

( Si mul t aneous di scussion.)

DR SHAPIRO -- nobve. So that | think we
ought to stick with this. | think the recomrendations
made under three and four are extrenely useful both with
respect to the commentary which needs to be changed
substantially and, of course, we have tal ked about the
changes in the recomendati ons thenselves. So it was a
very, very useful discussion.

Bette?

M5. KRAMER: | think this is a good tine for
nme to express a concern that | have had with the entire
draft and that is that this has been an enornous struggle
for us as a commission and for all of us as individuals
and to find a way in which we can both allow science to
go forward and we can respect the deeply held views of
peopl e that have serious issues around these, and | do
not think -- 1 do not think the degree to which we have
struggled with this, the anmount of concern that we have
had and the respect that we have tried to show really
comes through in the draft, and | think that -- | think
it not only would nake it a better report but | think

that, you know, we are selling ourselves short in now



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

190

capturing this in the | anguage.

DR. SHAPI RO Thank you. That is, | think,
an appropriate and useful comment. W had made very
little -- also that conment was nmade al so persuasively
| ast tinme and especially in this chapter there is no
account of that at all because we just did not get a
chance to redraft large parts of it. W did nmake an
attenpt in some of the other chapters to reflect that but
probably not as effectively. W ought to go back and see
if we can do it better because | understand and accept
your point.

PROF. CAPRON: One of the reasons | was
recommendi ng noving that stuff in four here is because it
has a little bit of --

DR SHAPIRO. The stuff that was at the
begi nni ng of chapter four in the second chapter, the
second paragraph in chapter four.

PROF. CAPRON:  Yes.

DR. SHAPIRO Al right. Let's nove on now
to deal with recommendation five, and then | think after
we deal with recomendation five or at |east after we
begin dealing with recomendation five we will take a
break, which is probably what we need nore than anything
el se right now.

There is a new recommendation five, which is
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somewhere in all these papers | have got and trying to
shuffl e around here, that was -- | had spoken to D ane
earlier today as we were | ooking over these various
recomendati ons. And when | | ooked at recommendati on
five what sonmewhat bothered ne about it, and this may not
be of concern that is shared by other nenbers of the
comm ssion, is that it was expressed as trying to nmake
the consent issue for ES cells nore or less identical to
what it was for federally funded research for feta
tissue transplantation; that is just take the consent
process fromone and apply it to the other. That is how
| understood this recomendation to be; that we m ght be
better served by | ooking at having the recommendati on
focus on whatever we want to say about consent for the
use, derivation and use of ES cells. The other already
has a set of consent requirenments built in.

And Diane and | discussed that a little bit
this norning and then Di ane doing all the real work her
has a revised -- do people have the revised new
recomendation five before then? | know we all had a | ot
of papers thrown at us so it is easy to -- |, nyself,
have not been able to find ny five so | have borrowed
Eric's.

Do you have one, Jinf Ckay.

Do you want to speak to this?



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

192

DR SCOTT-JONES: Yes. As Harold said, he
asked nme if | would take a stab at rewiting this and I
got much of the | anguage from an appendi x in the back and
Carol also | ooked over the draft that | put together and
basically what | did was just |lay out the elenents of
i nformed consent and al so i ncluded the point that Al ex
had rem nded us of earlier and that is that the asking of
a prospective donor should occur after the decision has
al ready been nmade to discard renmi ning enbryos. Once
t hat deci sion has been nade there are el enents of
i nformed consent and | will just say what they are
briefly.

The researchers should disclose that the
research is not -- will not benefit the donor directly.
It should be nade clear that refusing or consenting wll
not affect the care that the prospective donor woul d
receive, that there is a general description of the
research area and of the specific project if that is
al ready known at the tine, also the source of funding and
t he expected benefits of the research, conmercia
benefits, should be disclosed. It should be clarified
that the enbryos would not be used for baby making. It
should be clarified that the research will result in the
destruction of enbryos.

DR. SHAPI RO Thank you very nuch.
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Let ne just ask two questions as people
respond to this. One, whether it was a correct decision
or proposition that Diane and | made together, nanely to
really have this focus on consent surroundi ng ES enbryos
t hensel ves.

DR SCOTT- JONES: Yes.

DR. SHAPIRO That is nunber one. GCkay. All
right. Okay. Then let's put that aside and now let's
just see what comments there are on this particul ar
recommendat i on.

Ji n?

DR. CHI LDRESS: Perhaps what | amgoing to
raise is actually a question about whether we shoul d
sinply ignore the consent issue surrounding the other in
the context of the recommendation and this goes back to
our earlier discussion.

Go back to page four. W list -- in this
chapter we list four major areas that we are going to
cover. The source, consent issues, which presunably
apply to all the research that we are going to fund,
clarification of existing |laws and statutes, and then the
need for oversight and revi ew.

| guess | would feel a lot better if we nmade
-- however nmuch we say about the fetal tissue part, if we

actual ly said sonething about that here. The consent
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i ssues, which are very inportant for us, that relate to
both so | think it is great we have Diane's addition of
the materials that relate to donors of enbryos for
research but | would like to see us bring back sone of
t he ot her.

But if I could go ahead and a nake a few
ot her comments about the di scussion here, which I think
noves us forward a great deal, that is what D ane has
provided. | guess | amoverall nore persuaded that a
donati on nodel is the one that works better here than an
i nformed consent nodel drawn fromresearch for severa
reasons.

In the donation nodel which we operate with
all the tinme when we are donating cadaveric tissue, fetal
or otherw se, we do not put as much enphasis on all the
el enents of disclosure that are present here and sone of
those that evolve fromthe nedical or research nodel |ike
quality of care do not seemto ne to make a | ot of sense
in this setting where we are tal ki ng about peopl e who
have made -- undergone treatnment for infertility and now
have sone remaining enbryos. | amnot quite sure what it
woul d nean to tal k about the quality of the care not
bei ng af f ect ed.

So I guess | would prefer to see us think

nore in terns of consent rather than inforned consent if
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we are thinking of infornmed consent as drawn fromthe
research nodel or the therapy nodel. And in consent

whi ch we have all the tine a variety of ways for donation
of body parts, we need to ask there how nany -- what
sorts of information should be disclosed but the reason
we have to be very careful about that here is that part
of what we are recomendi ng, part of what is present in
the fetal tissue transplantation research area, and in
this area is actually a reduction of information for
consent .

Not increasing it because you do not want to
provide the information until the person has al ready nade
the decision to abort. You do not want to provide the
i nformati on here until the person has already nade the
decision to discard. That is not the way we operate in
the true infornmed consent nodel in the research and
t herapy area.

So I would just be very cautious about
i mporting too much fromthe therapeutic research node
when what we really have here is a decision to donate
extracorporeal tissue -- tissue outside the person's
body. GCkay. ~-- for research purposes or in this case to
donate the material, the enbryo, for another couple.

And what | ampreciping is it seens to ne

that if we are taking an inforned consent nodel actually
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we woul d want -- you ask mai nly when you are thinking
about what kind of information needs to be disclosed for
pur poses of consent and how we are going to work all this
out, | think especially in ternms of invasion of the body
or risk, and | think the risks are a |lot greater to a
coupl e deciding to donate an enbryo to anot her couple for
i npl antation than for research here. So, | guess, |
woul d rai se those kinds of reservations about inporting

t oo nuch.

And then one part that relates to the text
that | think does cone in when we are tal ki ng about
benefitting the donor, when the text is redone and there
is an effort to again nake it work especially for the use
of the enbryo in research, | would be very cautious here
about the | anguage that no personal benefit will accrue
because as a nmatter of fact people donate for a variety
of reasons and sone of those have to do with gaining sone
nmeaning in a setting where they are not happy wth what
is going on, et cetera.

And | think that what we are really concerned
with on the benefit side is naking sure that people are
not paid and that is the fundanmental consideration that
is at work in the fetal tissue transplantation area and
in this area is maki ng sure that people are not notivated

by the financial incentives.
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Wll, that is a nmouthful and | apol ogi ze for
it but | hope it may help a little bit.

DR SHAPIRO Alex, then Carol, Bernie.

PROF. CAPRON: Jim wthout disagreeing with
your comentary about which kinds of decisions need nore
information, | do not followto the same conclusion as
you do as to the enunerated information here. |t seens
to me --

DR. CHILDRESS: | think nmuch of it is
imported here. | only raise a question about two of
t hem

PROF. CAPRON: Well, you raise a question
about not affecting the quality of care and it seens to
nme that at a point when a person is ready to discard and
it is at that point the fertility center know ng that
sonmeone has an interest in getting these extra oocytes,
fertilized oocytes, that they are going to ask themif
they will consent to research, there is still an issue.
That coupl e nay have decided that these enbryos for
what ever reason they have been told are not grade 1 and
if they want to do it they really ought to go through the
process again.

They may still be under care of that center
and the suggestion, well, you know, | have raised this

with you and the inplicit suggestion that sone people may
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take that | ought to say yes is exactly the sane issue
that arises in a |ot of other situations where you have a
nore powerful person and a | ess powerful, and you want --
it is true that you are parallelling a rule that has to
do with ordinary research here because you are supposed
to say that your decision will not affect the quality of
care.

| do not see anything objectionable. It
seens to me a good precaution. Wat was the other one?

DR. CHI LDRESS: Well, again, it is |less than
Di ane's statenent here of benefitting the donor and nore
in the text | said where we tal k about no persona
benefit and | just think that is nonsense in the context
of --

PROF. CAPRON:. But no material or direct
benefit.

DR. CHI LDRESS: It says no personal benefit -

PROF. CAPRON: | amagreeing with you that we
ought to say no naterial or direct benefit. The notion
that you are going to get sonething in exchange directly.

Qovi ously you may feel --

DR. CHI LDRESS: It seens to ne a nmjor

concern in the donation nodel rather than the other node

is coercion, that is what we are really concerned here
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primarily is voluntariness and going in the direction we
have gone we tend to pile on the information. Again
have no objection to these things being here but | think
it makes a ot of difference in howit is set up and that
is the major point I am naking. The sort of paradi gm
that we are using for tal king about the transfer of the
materi al s.
PROF. CAPRON: Just to respond again

directly, I do not think that this -- I do not think

Di ane has stated here we are enpl oyi ng the paradi gm of
research or treatnment. W are sinply -- infornmed choice.

It says inforned voluntary choice. That is what we want
people to engage in. It is an infornmed voluntary choi ce.
The fact that we also want themto do that in therapy,
we al so want themto do that in nore conventional forns
of research in which there is an invasion of their body,
fine, that is true and sonme of those may have greater
risks. | agree, Jim But certainly the risks that are

outlined here are exactly on point and the very one that

| was --

DR CH LDRESS: | concede that.

PROF. CAPRON: -- nonent ago is as to
coer ci on.

DR CH LDRESS: | concede that with two

excepti ons.
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DR. SHAPIRO Let nme just --

DR. CHI LDRESS: | want to challenge the
wording in two of those and you have responded to one of
those and I mght well be convinced by that. The other
one you have anplified -- you have agreed with what | was
sayi ng.

PROF. CAPRON: Wi ch was not on her list you
sai d.

DR CH LDRESS: | amsorry.

PROF. CAPRON:  Wiich was not on her list in
any case.

DR CHI LDRESS: \Which one?

PROF. CAPRON: The material --

DR SCOTT-JONES: It is in the text.

DR CHI LDRESS: | said text but also it is
not intended to benefit the donor directly, which again
is working with a kind of medical nodel here but al so
benefit as it is explicated in the text againis, |
t hi nk, nmuch too broad so | nade a conment about text as
wel | as about the particular recomendati on.

DR. SHAPIRO (Quite a nunber of you want to
speak. | just want to -- since | amtrying to keep notes
here as to how we want to nove ahead, | just want to nake
sure | have understood this |ast.

If | understood, Jim your point, which
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| argely accept, that it is a donation nodel that we are
dealing with here, the -- when you go to the actua
recommendati on that Di ane has proposed here, we m ght not
want to use like the inforned consent process. W m ght
want to say the consent process or sonething of that
nature. Plus there are two areas you have brought up if
I remenber.

One is a question of benefit to donor that
you poi nted out m ght indeed be of a benefit and, indeed,
the donor m ght feel very good about it feeling that they
are doi ng sonet hi ng useful and hel pful and so on, and we
should try to get that in, in sone appropriate way,
whether it is the same material benefit or to say in the
negati ve no financial or sonething, sonething that
reflects that, | think, could be dealt with very nodest
changes in the words there.

The second one had to do with quality of care
in which -- if | understood the point you nade is that
care is over now or at least the current round of care is
over and the only issue that Alex raised is there m ght
be future care. So we could use the word "future" or
sonething |i ke that or sonething that gets to the point
t hat Al ex nakes.

So | think I really accept nost of the things

you said. | think that this can be used as a framework,
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not tal king about the text now, talking about this, which
is the only thing we have changed so far but | think
generally your point is extrenely well taken.

Steve, and then Carol.

DR. HOLTZMAN: | endorse Jims nodel and way
of thinking of it. | think there is an intersection with
the notion of the respect and consent.

One of the questions that arises is the whole
i ssue of designated donation where sonme of our statutes
on organ donation allow it and in the fetal case it does
not, and I believe that the fetal case expresses
sonet hi ng beyond the issue of coercion but has to do with
the notion of instrunentalization as really what is at
st ake because | can i nagi ne people who are not being
coerced freely choosing no noney involved and yet in the
face of that people on the panel said we do not want the
fetus instrunentalized, we do not want fetuses that are
grown in order to be able to get their islet cells and
what ever .

So Jims point about the donation versus the
consent nodel, you have a little bit of an oddity here.

If you look at the fourth point where you are disclosing
who is providing the noney, that is who is getting the
cells presumably, effectively, you have got the nora

equi val ent of designation of who is going to get it.
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Though | think this was probably agai nst the backdrop of
assum ng there woul d not be designated donation so |
think we need to nmake a decision on how we think about
designating the recipient of enbryonic cells, whether
that is licit or not.

PROF. CAPRON: If known. Wuld that satisfy
you?

DR HOLTZMAN: But that does not answer the
question. Right, okay, if known, should that be w thheld
or should that be disclosed. That is the question.

DR SHAPIRO. | think we cone to sone --
under six to sonme specific -- under revised six to sone
specific --

PROF. CAPRON: It is listed here.

DR. SHAPIRO Right. Let's see. Carol, you
were on the |ist.

DR. GREIDER. | was persuaded by the gist of
the argunents that Jimwas making. | thought it was a
very powerful argunent that we should be using a donation
nodel rather than the research infornmed consent nodel
here and I just wanted to point out that if we are going
to make the | anguage commensurate with that kind of a
nodel that this |anguage al so appears in the points to
consi der at the back of the appendix and all the things

in the points to consider are again on a research node
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and that one m ght want to do the sane thing to nmake the
| anguage nore a donation nodel for that docunent as well.

DR. SHAPI RO Bernie, Rhetaugh?

DR LO | found Jinis cooments to be very
t houghtful and I am not sure | am conpletely persuaded
yet that the donation nodel is nore apt here than the
consent nodel. Let ne try and articulate sonme of ny
concerns with the donation nodel.

First, I think this is occurring in an |IVF
setting where there is a lot of potential for -- if not
frank abuse -- very problematic conditions of decision
maki ng and where we are unlike in other donations -- | am
thinking, Jim nore of organ donation -- where there is a
separation of roles and you do not have the | VF
physi cian, in essence, asking for the donation and you
have sort of separated out now the organ donation team
fromsort of the transplant surgeon, | would be concerned
about sort of taking of the donation nodel.

Anot her concern | have of donation nodel is
that you very rightly point out that consent makes no
sense where there is bodily invasion, serious nedica
risks and so forth. | would argue that consent is also
i nportant when the options are quite different
qualitatively to the person making the decision so |

think there is no invasiveness or physical risk if there
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are other things that nmake one option very different to
t he person maki ng the deci sion.

A consent nodel is appropriate in terns of
maki ng sure that the decider (sic) has understood those
choices. And again, to go back to nmy first point, | can
well see it happening in an I VF setting that a | ot of
these sort of points to consider are not explicitly
brought to the attention of the woman naking the
deci si on.

| guess just to go further, 1 think although
we have set out a very nice sort of time |ine where first
you nmake the decision not to continue to store or to give
these spare enbryos away for inplantation, only when you
have made a decision to discard do you then face the
decision to thaw versus donate them for research.
think in practice it is all going to be junbled up and I
think they are not going to have that clean separation
and | think to the decision is going to be there is a
bunch of options and you can either continue to store
them give themto another couple, |let themthaw, or
donate them for research

There is so nmuch in the context here that is
going to nmake it less likely that people will appreciate
factors that if they were really known m ght color their

decision. So I think the fact that, you know, the enbryo
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will destroyed, will not be transferred and result in a
baby, that there could be sonme financial gain for the
people. Any one of those if really brought to the
attention of a woman or a couple, they mght say, "On,
gee, if that is what is involved with donating for
research even though | would like to help in this kind of
research, now that you have pointed that out | cannot do
that."

So, | guess, | amarguing, Jim for the
conti nued enphasis on sort of providing nore informtion
rather than |ess.

Wth regard to your specific comrents, the
first bullet, the benefit to them | absolutely agree
t hat people donate for all kinds of altruistic feelings
of inmportance. Wiile we say no clinical benefit, they
are likely to have in the I VF setting that sonehow this
is going to help us get you a baby the next cycle, and I
think that is just a really unfortunate m sconception
that is kind of perpetrated.

And then, secondly, | would agree with Alex's
poi nt about the future care and that | think that it is
very likely there will be situations where it is just
this cycle or this batch of enbryos is conpleted and yet
the decision to do another cycle -- | think that is

actually where | think the nost coercion will take place.
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It is sort of persuading the doctor to, yes, give ne
anot her chance even though it m ght nake your statistics
| ook worse. It mght be very hard to kind of say no to
an | VF doctor who al so happens to be asking you to donate
the "spare enbryos” for research purposes.

DR. SHAPI RO  Rhet augh?

DR. DUMAS: | amgetting confused about
references to these nodels of donation and what have you.

It seens to ne that what we have been saying is that we
woul d only support the use of enbryos that have been
di scar ded.

DR. SHAPIRO The remaining is what we said.

DR. DUMAS: Onh, remaining. So the concern
that | have is whether or not we should address our
recommendati on and focus it around prospective donors and
focus it on the nmethods that are used to procure the
enbryos. It seens to nme that -- it seens to ne that we
are sonmewhat extendi ng our boundaries when we tal k about
t he whol e process of consent to use the enbryos in
resear ch.

We have a certification process that we have
recommended and one of the aspects of that certification
is to ensure that the cells were derived fromenbryos in
a way that conforns to the recommendati ons that we are

making. So if we say that -- these things here, it seens
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to me, would be an el aboration of what we expect the --
expect in the process of certifying the cells. | am
getting -- | amdrifting now because | am getting

confused about this.

DR. SHAPIRO | think maybe | can be hel pful,
Rhet augh, | hope | do not confuse -- we do not drift off
t oget her --

DR. DUMAS: | thought | was --

(Si mul t aneous di scussion.)

DR. SHAPIRO | think that what we are trying
to construct here is that we believe that it is essentia
to obtain consent for the use of enbryos for research
pur poses, that is even though they renmain after |VF
treatment if they are going to be used for research
pur poses we believe that there ought to be consent. And
what we are doing in this recommendation is trying to say
what does this consent nmean? That is we do not leave it
tothe IVF clinic to decide that this should be di scarded
or this should be stored or this should be used for
research, that the -- those who provided the ganetes here
really nmust give their consent for its use in research

And | think the discussion here has been,
wel |, as you think about how this consent process shoul d
be structured, is the donation nodel or the inforned

consent nodel the right nodel to use? As | listen to the
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di scussi on what | believe is that one does not have to
make that decision. There is a set of issues which need
to be brought up and articul ated such as the ones D ane
has here and has suggested nodification, which reflect
both of these. It reflects sonme insights gained fromthe
donati on nodel and sone insights gained fromthe inforned
consent nodel. And just the critical thing is to lay
themout in these kinds of bullets, whether these or sone
nodi fi ed ones.

Does that hel p?

DR. DUMAS: It helps some. And I think maybe
one of the areas where | get confused is that we had a
di scussi on about the advisability of people being able to
donate what -- cells or whatever.
GREI DER:  Oocyt es.
DUMAS: Donate what ?

T 3 3

GREI DER:  Oocyt es.

DR. DUMAS: (Qocytes, yes. But they are able
to donate enbryos. So it seens -- that seens a little
bit inconsistent.

DR. . Actually they are able to

sel | oocytes.
DR. SHAPI RO They coul d donate them al so.
We have got a | ot of people who want to speak so let's go

first of all to Carol and then D ane and then Tom



© 00 N oo o B~ w N P

N NN N NN R R PR R R R R R
gag A W N P O © 0o N oo 0o M W N O

210

DR GREIDER. | amtrying to understand sone
of the -- what are the differences between Jins donation
nodel and the inforned consent for research nodel.

Berni e made an assertion a mnute ago that there is a
pretty big difference between the donating of enbryos and
t he donating of organs, and you said sonething about how
t he physician doing the -- inthe IVFclinic -- is
sonehow different.

And | do not understand the distinction about
why that physician in the IVF clinic is any different
than the physician in the emergency room or wherever, or
sonebody comes in and ends up donating an organ because
they have filled out an organ donor card or whatever.

| do not understand why you think that the
| VF physician is going to be the one doing the research
on the enbryos.

DR LO Well, that is --

DR. GREIDER. Well, they m ght be and they
m ght not be. | mean, it could be that the way things
currently go, you know, if I, as a researcher, want to do
research on a human |iver then I would go through sone
process of obtaining that. It has nothing to do with ne
bei ng the person taking it. So | amjust curious as to
why you are assuming that it is going to be the sane

person.
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DR. LO Well, I think my general point was
that in the organ donation nodel it is acknow edged t hat
there are problens with the assent or consent to donate
or to use the organ for transplantati on and one of the
ways that is dealt -- there are several ways one could
deal with it. One is to try to provide nore information
to the person meking the decision and for a | ot of
reasons that is problematic in a setting where soneone is
either brain dead or about to be decl ared brain dead.

Anot her way of sort of protecting that
decision is to be aware of potential conflicts of
interest and to separate roles where they nay be in
conflict. Certainly one potential conflict is if the IVF
doctor is both the clinician caring for the patient and
perhaps providing future care, is the person requesting
consent, and a person who may have a stake in the
research for a nunber of reasons, one of which --

DR CGREIDER  Then we should state that.

DR. LO  Ckay.

DR CGREIDER W should state that as an
i ssue then.

DR LO Right. And given that -- | nean
given that we are not talking -- | mean, one could
hypot hesi ze that someone other than the IVF clinician

asks consent for donation for research. | amjust saying
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that if we take away -- if we think seriously about the
di fferent nodels and sort of help us think through the

i ssues, we have to sort of be aware that there are other
aspects of the donation nodel that attenpt to address
sonme of the ethical dilemas in ways that are different
t han the consent nodel does.

And we should just be very clear about what
we are giving up or taking fromeach of the different
nodel s and whether it will serve the purpose of meking
sure that people's decisions are not ones which they
| ater regret and having to say, "Well, gee, they did not
tell me that was what was goi ng to happen. And had |
known that | would never have nmade that decision that |
made at that tine."

DR. GREIDER: It is not necessarily that the
IVF clinician is going to be the one using it. | nean, |
can inmagine in the organ donation it could be the
person's personal physician asking the famly for the
organs because they want to get it off to an organ bank
or sonething like that. And so | see these as a nore
parallel situation just logically than a nonparalle
si tuation.

DR. SHAPIRO (Ckay. W have quite a few
peopl e who want to speak and then we are going to take a

break. | amgoing to turn to Diane, then Tom Alex, Jim
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and Trish, and then we are going to take a break.

Di ane?

DR. SCOIT-JONES: | wanted to respond to a
coupl e of the conmments. Rhetaugh had a question about
the role of the panel and | suppose the point was why
woul d we need this if we have the panel and | wanted to

point out that this is nore the individual or the couple

| evel and so it does not -- neither one negates the need
for the other. You would still need the panel and you
woul d still need to have quite a bit done at the

i ndi vi dual or couple |evel.

Jims comments about the donation nodel were
really inmportant ones and ones that | had not thought
about when | was trying to put this together earlier
today. | think that sonetinmes the ways the prospect of
participating in research can be presented to a person or
the prospect of in this case not directly participating
but giving the enbryo for research, there can be very
subtle coercion. And I think even the word "donation"
itself because donating is a social good, a great soci al
good in our society, | think that in itself can be a
subtl e coercion and that needs to be bal anced by
presenting carefully these other issues that m ght cause
sonme individuals or couples to be reluctant to donate to

the research process.
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So | think it is inportant to take into
account Jims points but also to balance with other
i nformati on that m ght cause a person to be reluctant to
parti ci pate.

DR. DUMAS: May | ask her one question?

DR. SHAPI RO Ask one question. | think Jim
agrees with this.

DR. DUMAS: One. Diane, do you see need to
make a distinction between donating the enbryo and
consenting to have a discarded enbryo used in research?

DR. SCOIT-JONES: Ckay. The way that this is
set up is that the person or couple would have already
made the decision that they would discard the enbryos and
it is at that point that they would be asked to donate so
that there is not a pressure before they have thought
t hrough these other options to contribute to research.

So the way this is set up, the time line that is
envi si oned, there --

DR. DUMAS: That is part of ny confusion.

DR. SHAPIRO | do not know if it will help.

If you read the congressional debate that surrounded
this issue as it affected fetal -- aborted fetuses, there
was obviously in sone people's mnds an enornous
di fference between di scarding and using for research.

That does not nean to say that | or anyone here woul d



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

215

agree with that but they nade this -- this in the
congressi onal debate got to be an enornobus issue.

And so | do think that we have to sustain
this distinction. W may want to treat it in the sane
way and just allow individuals to deci de where they stand
on this. People feel enotionally, | think, quite
differently about the prospects for the enbryo or in the
previ ous congressional debate fetal tissue as to what it
is -- howit is being used and it seens to ne they do
have sone interests that are at stake here and we ought
to allow themto deci de.

So | think that is --

PROF. BACKLAR It is no different than the
John Mbore case in that sense.

DR SHAPI RO  Ton?

DR. MJRRAY: Rhetaugh had nentioned or asked
if there was a di fference between donating an enbryo and
donati ng oocytes, and the answer is there is a big
di fference at |east given the way that is currently
structured. Not in the -- not necessarily inhering in
the entity, whether it be the oocyte or the enbryo, but
in what is being asked of the donor. | nean, we have got
sone frozen enbryos banked sonmewhere for two years. That
is -- the question is do | have perm ssion to take them

out of the bank, thaw them and use them
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If the question is oocytes then you are
tal ki ng about a regi nmen of hornonal hyperstinulation and
vari ous procedures, ultimtely aspiration of the oocyte,
which is actually quite burdensone on wonen and nay even
have sone long-termrisks. So a great deal nore is being
asked in that case.

DR SHAPIRO  Jin®?

DR CHILDRESS: | think there is a |ot of
overl ap obviously in the nodels and even in the very
| anguage that we often use "consent” and "donation."
Consent is necessary when you do not have donation. The
only question that | was trying to enphasize was, you
know, how much do we want to focus on the disclosure of
i nformati on versus ot her possible ways to protect the
vol unt ari ness of choice and whether we m ght be overdoi ng
it in certain directions and so forth.

The question | would have that | think we
need to talk about is to whomthis is directed. It is
presumably directed towards those in the I VF clinics but
how are we going to go about in our own way of -- if it
is going to be another part of the certification process
and not sinply the source now but the way in which the
donors of the source material were approached. 1Is this
what we are going -- is this going to be our way into it?

DR HOLTZMAN: It is what --
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DR CH LDRESS: | amsorry.

DR. HOLTZMAN: It is what is going to define
the cell line as having been certifiable.

DR. CHI LDRESS: That is right. 1Is that the
direction we are going? It is a question of
clarification if that is part of our overall view of what
certification neans. Not sinply the source but al so how.

And then lastly | would just nmention that it
woul d be possible here, | think, also to refer to the
points to consider in which you have further
anplification of the kind of information that m ght be
needed and Di ane drew, in part, she said, on that right
but al so others -- sonme of the other issues relating to
consent. So we probably want to at | east cross reference
that in what we are putting in the text.

DR. SHAPI RO Thank you.

Trish, did you have anything further you
want ed - -

PROF. BACKLAR: \What | have to say does not
make any difference.

PROF. CAPRON:  You had ne on the [|ist.

DR. SHAPIRO | amsorry, Alex. Steve is on
it al so.

PROF. CAPRON. | wanted to suggest, Jim that

before -- at first | had hoped to convince you w thout
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confronting your nodels but since your nodels have been
so frequently invoked I want to chall enge them
| do not think there is the so-called
donati on nodel separate fromthe inforned consent nodel.
The basic notion of donation is a gift originated by the
donor. The donors usually prescribe the uses and the
pur poses, and they are taken if they nmake such a step to
know what choi ces they can nmake and there is no consent
process because they are not otherw se bei ng constrai ned.
In situations in which people seek gifts it
is usually required that the person seeking the gift use
the gift for the purposes which were explained in the
first place and there is huge anmounts of litigation on
gifts and trusts where people have tried to do ot herw se.
When we get to organ donation, | got out ny
organ donor card that is 20 sone odd years old and | ooked
at it, and | realized that in the context here | was
given a |lot of choices so | checked off certain boxes.
At the point at which ny organs woul d be taken even nore
i nformati on would be given to ny fam |y about what was in
prospect and what woul d be done, and I think one of the
t hi ngs people have learned is it is necessary to give
that information to get perm ssion because people worry.
WIIl the body be disfigured? Can we still have an open

coffin funeral and so forth?
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There are all these -- in the context here,
it seens to nme, absolutely appropriate to realize that we
are concerned both about the absence of coercion, that it
be voluntary, that there be no undue inducenents or
threats, and that the person have a choice, and | think

even beyond the donation of organs the notion that an

enbryo, which is a full -- it is in the mnds of sone
people a full entity not yet deceased that will be used
for certain purposes and in certain fashions. It will be

unconsci onabl e to i magi ne our endorsing a process that
did not provide that information.

So I know of no donative nodel that says that
i nformati on of that sort and restrictions on purposes are
not part of and parcel of the gift. | would find as
probl emati c here only the absence again of an active verb
and so forth.

And | woul d suggest that the second sentence
be nodified in something along the follow ng way: "Prior
to raising the potential research use of the enbryos the
prospective donor should have been presented with the
rel evant options, i.e. storing the renaining enbryos,
donating themto another couple or discarding them |If
t he prospective donor then goes on and chooses to
di scard, the option of donating to research nay be

presented during which the person seeking the donation



© 00 N oo o B~ w N P

N NN N NN R R PR R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

220

shoul d:" and we get rid of that |anguage that seens to
exerci se you so nuch, the infornmed consent process, and
just be direct that the person seeking consent should do
the follow ng things.

DR DUVAS: That is what it is.

PROF. CAPRON: Is that nore satisfactory to

you? | nean, we do not have to battle out whether there
are two nodels. | just do not know where you got the
notion that there is a donation nodel. Cbviously in 1969

or '68 when the Uniform Anatom cal Gft Act was created
we were not quite as sensitive to the full range of
i nformati on because the purposes were being descri bed.

DR. CHI LDRESS: | got the donation nodel from
| ooki ng at social practices and there are el enents that
one can draw from each of these. | have suggested a way
in which they overlap but there is clearly a difference
in enphasis in what one does in the different nodels. It
is not that they do not overlap. There is clearly a
di fference i n enphasis.

PROF. CAPRON: Can we agree on a practical --

DR. CHI LDRESS: | agreed at the very
begi nni ng.

DR. SHAPI RO Yes.

(Laughter.)

DR. SHAPIRO | agree with that.
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St eve?

DR. HOLTZMAN. So whether it is a consent or
a donation nodel we are agreeing to, given what we are
agreeing to | want us to focus for a nonment on two
el enents we seemor potentially are agreeing to. The one
is the separation of the mandated separati on between the
deci sion to abandon the enbryo and the decision to use
themin research and the second is the designated --
whet her or not designated donation is allowed.

Wth respect to the first, all right, by
definition that separation cannot exist in the case of
research purpose enbryos so that if we are going to say
that we are mandating that separation, that firewall, now
here are we contenplating that that firewall will not be
necessary in the future, by definition we are if we are
contenplating the possibility of research enbryos. And,
if so, we have to say why that condition is one we see as
wai vable in the future whereas others are not. | would
make that first point.

And the second point, | think, is the sane
point as with respect -- if we decide no designated
donation, while not mandatory and not necessary, that
desi gnated donation in the case of SCNT highly |ikely
and, therefore, | would again have to say that we need to

make cl ear whether in nandating this we are saying it is
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wai vable in the future.

Not all things, | believe, again are waivable
that we are going to recommend here and sinply saying the
nmedi cal benefit will outweigh is just not true because we
are going to say certain things the nedical benefit ain't
-- not going to outwei gh under any circunstance so |
think we need to be clear about the principles under
whi ch we are going to say sone are wai vabl e and sone are
not .

DR SHAPIRO. Just so | understand, Steve --

DR. HOLTZMAN: | have witten that. | gave
that to you | ast Thursday.

DR SHAPIRO. Just a mnute. This issue
deal s with whether we ought to in this report anticipate
the conditions that will change if, in fact, research
enbryos --

DR. HOLTZMAN. Well, ny point, Harold, is I
think we can sit here today and say here are things with
no change.

DR SHAPIRO. W have not done that but |
understand we could do that. R ght. There are sone
things that do not change and that | woul d be cauti ous
about anything that is forever nyself. | nean, so |
think everything is changeabl e.

DR. HOLTZMAN: Per m ssi bl e coerci on.
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DR SHAPIRO Who knows? | do not have an
exanple to give. But it seens to ne the issue that you
are raising is whether or not in this report we should
poi nt out, whether in the text or sonmewhere else, that if
you have, so to speak, recruited enbryos, whether you
recruit themthrough SCNT or recruited through |IVF, that
you cannot separate these decisions. | think that is
pretty obvi ous.

And in the SCNT case it is probably, as you
point out, it is donation by definition in sonme sense
donating to yourself or to a twin or sonmething else like
that. But the issue in ny mnd is whether or not we
really have to flag those issues in this report although
| accept the point that you are making.

How do peopl e feel about that?

Ber ni e?
DR. LO | think we have used this wonderful
phrase over and over of "at this tine." And | think that

Steve is absolutely right froma | ogical point of view
that given the possibility that we may be changi ng sone
of the categories of perm ssive -- permi ssible uses, we
ought to be aware of contradictions.

But, | guess, | would adhere to sort of the
concern of the position that you settle the case at hand

and do not go |ooking for issues in the future that you
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cannot predict but you know very well that you could end

up falling in sone traps down the road. | think that

ri ght now we have enough to do trying to settle what we

are recomendi ng now to try and predict into the future.
It will be awfully tough to do on our tinme frane.

DR. SHAPIRO Let nme just say trying to just
make sure that we nake this decision appropriately this
is not perhaps so far in the future if you are talking
about the private sector here, right, that is the point.

And the question is we are going to get back to
recommendat i ons but hoping the private sector deals with
the spirit of this report and so on and so forth,
whatever -- we will take a | ook at what that new
recommendat i on says.

And so really if we were to say these things
they m ght speak imediately to projects going on in the
private sector while they are just specul ative you m ght
say for what goes on in the federally funded sector if
our recomendations are foll owed.

PROF. CAPRON. Recommendation five is only
about the remaining enbryos. Steve's conment about SCNT

DR. SHAPIRO That is right.

DR. HOLTZMAN. Alex, nmy point is that we are

maki ng these as inportant principles in the case of
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| eftover enbryos, correct.

DR. SHAPIRO This is not only SCNT here.
This is --

DR HOLTZMAN: These are left over after
fertility. That is absolutely correct. You are about to
erect an ethical framework for their --

PROF. CAPRON. The opening line is "enbryos
remai ning after fertility treatnent.”

DR. HOLTZMAN: Yes. You are about to put up
an ethical framework --

PROF. CAPRON. This is only SCNT

DR. HOLTZMAN: -- for their use. Al right.

And | amasking if there is going to be things for other
ki nds of enbryos. You probably are going to say which of
these principles apply? And you are probably going to
say why do they apply or why do they not apply and why am
| going to waive sone and not waive sone.

PROF. CAPRON: The review panel is going to
say that because we have --

DR. HOLTZMAN: Ckay. So we do not --

PROF. CAPRON. -- we say --

DR. HOLTZMAN: -- to the review panel. Then
I think we should put in a statenment that we will observe
that these questions will arise and that we give no

gui dance to the review panel, all right, on these issues.
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That is fine.

DR SHAPIRO Bette?

M5. KRAMER: | think what this question
really cones back to is the fact that we have got to dea
with a situation that we have got today in that we want
to construct a set of recomendations that is going to
allow this research to go forward and we have got to do
it within the existing noral controversy that exists and
| et those questions be taken care of down the road when
the scientific devel opnents reopen the -- when as a
result of scientific devel opnments the question is
reopened and possibly different guidelines will be
witten.

PROF. CAPRON: Precisely.

DR SHAPI RO. David?

DR. COX: So you namde a good suggestion
Harol d, once we get to this other recommendati on, you
know, recommendation X, about the private sector that
there are things that are going to be going on today
there that are not going to be covered by what we are
doi ng.

| understand Steve's concerns precisely
because he is going to have to live with this not down
the road but today. But the -- nmaybe in the text we can

put it there but to consider all these possibilities, I
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think, is too confusing in the body of it and | support
your view that -- and what Bette just said.

DR. SHAPIRO (Ckay. Let's proceed on
recommendation five. W mght put sonme material in the
text or sonewhere that refers to this because | think, as
Steve has, pointed out sone of this will not affect the
federally funded research at all until sonetine in the
future, sone will affect the privately funded research
today, that is people who care about what they are doing
m ght want to look to us for sone guidance but let's not
put it in the main body of this.

Let ne suggest that we have been at this now
for a couple of hours, let's take a break for 15 m nutes
while I sort of reorganize with the staff here how we are
going to get some of these recommendations rewitten. So
let's a 15 m nute break approxinately.

(Wher eupon, a break was taken.)

* * % * *x
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EVENI NG SESSI ON

DR SHAPIRO If we could reassenble. There
are a limted nunber of objectives that I would like to
achieve with the remaining nonents of this afternoon's
neet i ng.

There is one issue which | would like to have
clarified at least in my own mnd having to do with, |
guess, what is recomendation five that we just spent a
good deal of time discussing and will be rearticul ated
for tonorrow | have one issue there that | would
li ke to make sure that we understand or at |east
understand what it is we are saying.

Then the only other recomrendati ons that we
have not discussed explicitly are six and seven. | would
like to go those and see how we feel about those. And
then that should enable us to get a brand new set of
recommendati ons avail able for us tonorrow norni ng when we
get together. W can -- we will try to get those al
done tonight and typed out so we can then go through the
whol e set of reconmendati ons tonorrow norning. Gbviously
the text is going to be changed. W cannot do that quite
so qui ckly but we can get through the recommendati ons at
| east .

Now turning back to what will be the new

recommendation five, which we spent a lot of tine talking
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about the donation versus consent and the overlap between
the two, and | think we will be able to articulate a
useful reconmendati on here with some working -- starting
off wwth Diane's and just trying to nodify that in
certai n ways.

There is one issue that | wanted to raise.
We seened to go over wi thout nmuch comment and seened to
agree, and | think we have done this at previous neetings
as well so it is consistent with what we did previously
or said previously, have this idea that one had to nake
the distinction of the decision to discard before being
presented with the notion of whether we wanted to --
whet her you wanted to donate this, if that is the right
word, for research

And one way of thinking of it -- | certainly
understand -- and that has been repeated quite a nunber
of tinmes in our |ast few neetings w thout nuch conment
one way or another. | certainly understand the anal ogy
to the fetal tissue case where you want to really just
make the firewalls as they are and I have no -- | am not
rai sing that issue right now.

But in the enbryo case and one way of
thinking it kind of says there is a preference for
di scardi ng over donating to research. At least that is

one way of thinking about it. | want to make sure that



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

231

we are confortable with that before we start rewiting
recommendation five and it mght be, at least | want to
suggest, or see if there is anyone el se who has any vi ews
on this, that it mght be that we do not want to nake
that quite so recursive in the way that it is but perhaps
| have m sunderstood and | amsure that | do not
understand all aspects of this.

Eric?

DR CASSELL: Just on the consent issue
itself, you are asking sonebody to give consent to the
use of their enbryos for research and you -- and they do
not even get to do that until they say, well, we want to
discard it. There is sonething specious about that
consent .

One of the options with your enbryos, enbryos
can be used for inplantation, your enbryos can be donated
to sonebody el se, your enbryos can be allowed for
what ever, and they can be used for research. Those are
the four options you have and they shoul d know t hat right
from the begi nning.

DR SHAPIRO Well, let's see what the views
are on this matter.

Tom then Alex, then Steve, and then Jim

DR. MJRRAY: If | understand correctly, this

is at a point not when the couple is creating enbryos but
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at a point when they have decided that their, as we put
it, reproductive project is over. It seens to ne --

DR, CASSELL: No.

DR, MJURRAY: No.

PROF. BACKLAR: That is the question.

DR. MJRRAY:. The question is when they --

PROF. CAPRON. \When they are discussing that
i ssue. They have not decided yet.

DR. MJRRAY: \When they are discussing -- why
are they discussing it?

PROF. CAPRON: They may have spares.

DR. CASSELL: They are comng in --

PROF. BACKLAR: They are coming in for the
procedure.

PROF. CAPRON:  And then two or three tines.

They come back and see the doctor and the doctor says,

"Well, we have tried two or three tines. Wat can we do
now?" And they say, "Well, let's see. W can try again
or what el se can we do, doctor?" "Well, we could hold

the enbryos for a while in storage while you nmake up your

m nd. Sonme peopl e decide that they do not want to go
forward and they give themto others. her people
decide that they are finished with the process and they
di scard them That woul d be the conversati on.

DR. MURRAY: And the --
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PROF. CAPRON. They do not cone in with a set

( Si mul t aneous di scussion.)

DR. MJRRAY: And the other possibility is
that you could donate them for research

PROF. CAPRON. That is the question of --

DR. MJRRAY: And can we raise that at a point
when the couple is having -- already created the enbryos
and are now maki ng the decision about what to do --

PROF. CAPRON:  Yes.

DR. MJRRAY: -- with one of the choices being
t he abandonnent of the reproductive process.

M5. KRAMER: And how about at the possibility
of when they are initiating the process?

PROF. BACKLAR: That is when those questions

are asked.
DR. MJRRAY: Initiating which process?
PROF. BACKLAR: The | VF process.
(Si mul t aneous di scussion.)
DR CHI LDRESS: WMake deci sions about what
wi |l happen to disposition --

PROF. BACKLAR: Right.
( Si mul t aneous di scussion.)
PROF. BACKLAR: They are going through what

the procedure is going to be, what the possibilities are,
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et cetera.

PROF. CAPRON: Well, | can tell you that as |
understand it the NIH Panel is going to reconmend that it
not be perm ssible, that IRB's -- what should I say? --
ironically, IRB's which are concerned with research wl|
need to ensure that the process of consent and choice in
the creation of the enbryos not raise for themthe
prospect of the use of these enbryos in research at the
tinme that they are created.

DR. DUMAS: For the reason of the |egislation
because they are not supposed to be --

PROF. CAPRON: No, it cannot be that because
they are already saying that they are only concerned
about use, not about the creation. Wat | think they are
trying to say is that the process has to be one -- well,
maybe you could say it is --

DR. DUMAS: This enbryo would be discarded in
any case and it is not just being destroyed for the
pur poses of research. There is a thin line but | think
that is what is notivating this and that is what nmakes it
ki nd of mushy to deal with because --

DR. SHAPIRO It seens to ne that dealing
with this at the initiation, okay, raises problens as far

as | amconcerned. It raises a |lot of problens because -
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(Si mul t aneous di scussion.)

DR SHAPIRO. Just a mnute. Let nme finish
what | have to say and then there is plenty of tinme for
everyone el se.

So I do not think we ought to consider giving
the option at the initiation because then we are into --
nyself, | think we are into research enbryos, and if not
that you have up in the air why you are creating so nany
enbryos. There is a lot of issues that cone up if you do
it at initiation.

| am-- and we have been very careful to talk
about so far enbryos that remain after the project --
this reproductive project has been conpleted for whatever
set of reasons. Ckay.

And so ny question really was at that stage,
which is all that we have been tal king about all al ong,
at that stage what options do you give the couple, the
donors of the ganetes?

Al ex?

PROF. CAPRON. | wanted to disagree with the
suggestion that Eric nade. Hello, Eric. Hello, David.

DR. SHAPI RO Col | eagues, we are talking to
you.

(Laughter.)

DR. SHAPIRO | amtalking to you, the two of
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you.

PROF. CAPRON: | want to disagree with your
suggestion. | think logically what we contenplate is
that it becones a fourth choice but I think that there
are strong reasons for not raising it then. Principally
they are two.

One, we want to really draw on the analogy to
the fetal transplantation situation, not fetal
transpl antation, the use of fetal tissue. The analogy is
that this is sonething which is already at the point
where it is about to be discarded. 1In the case of the
fetus it is an aborted fetus, here it is an enbryo. The
di fference being one is still alive but it is as close to
being dead as it can be because it is about to be
di scar ded.

The second point would be to separate quite
clearly the role of the person seeking consent. In the
one person, the clinician is having a di scussi on about
clinical uses. One of those choices is to end the
clinical process and discard these enbryos.

After that has been reached it would seemto
nme preferable -- and Bernie and | were tal king about this
at the break -- to have at that point soneone fromthe
research teamwith no inplication that this is any | onger

of interest to the I'VF clinic which way you go, soneone
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fromthe research teamwho is interested in the donative
use to say, "W have been told that you are planning to
di scard. There is an alternative. W are doing research
of X or Y sort. Wuld you be willing instead of

di scarding to donate? |If you do, here is what is going
to happen: W are going to take the enbryo, we are going
to take out some cells, and it will die in that process
or it will be destroyed in that process.” \Watever
phrase you want to use.

And that helps to separate the two roles in a
way that is a further inundation or elaboration but it
enphasi zes, | think, the advantage of not getting to
research in the sane conversation as you get to storage,
donation to another couple or discard.

DR CASSELL: | can see that. | can see
that. And that is |ike the transplant situation where
the --

PROF. CAPRON: Yes. The surgeon who does the
transpl ant cannot get the consent for it.

DR SHAPIRO Bette?

M5. KRAMER: Ckay. But, you know, there are
two issues. It is not just what you say but it is also
when you say it. So suppose you have got soneone who has
got a personality like mne. They are going into the |IVF

clinic and they say, "Okay. Describe to nme what
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happens.” And they say, "Okay. W are going to
stinmulate the production of eggs and we are hopefully
going to capture nultiple eggs, we are going to fertilize
them and we will inplant sone and we will freeze sone."

And then | say, "Ckay. And then if the
procedure works then what happens to the ones that you
have frozen?" "Well --" "WII you tell me?" "W wll
discuss it later. | cannot tell you now " | nean, but I
say, "But I want to know what happens to them \at are
you going to do with then®"

DR. SHAPI RO  Steve?

DR HOLTZMAN: | wonder if soneone on staff
knows the answer to the follow ng question: | seemto
recall a few years back Geat Britain faced the issue of
a whol e bunch of left over enbryos with no instructions
left in the deep freeze and they just sunmarily destroyed
themall but in connection with that so that they would
not face this problemin the future they instituted
certain regul ati ons about getting various kinds of

consent. Does anyone know what they put in?

DR. SHAPIRO | do not know the answer to
t hat .

DR HOLTZMAN. It seens a rel evant data
point. It is not necessarily --

PROF. CAPRON. The Soci ety of Reproductive
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Medi ci ne al so has reconmendati ons and ny suspicion is the
recommendations are closer to Eric's viewpoint but we
shoul d check those because beyond the British situation

t here have been a nunber of situations in which people
have di ed or they have divorced or they have sinply

wal ked away and they are saying get consent up front of
what wi Il happen with these. The interest that the
clinics have had is not ES research but their own
fertility research

DR. HOLTZMAN: O less pejoratively they have
an interest in having some sort of disposition.

PROF. CAPRON:  Yes.

DR. HOLTZMAN: And then if we say that the
only disposition that we think is reasonable at that
point in ternms of prespecification, that is donation to
anot her couple or discarding, it does raise the question
of why we are elimnating that other option, and | woul d
refer us to the argunent we make on page 19, chapter
four, fromlines 9 to 12, in this regard.

DR. SHAPI RO A coupl e of people want to
speak and | want to get back to Bette's question al so but
let's go to Trish.

PROF. BACKLAR: Everybody is addressing
exactly the problemthat | wanted to address.

DR. SHAPI RO Ber ni e?
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DR. LO This is a very inportant and very
difficult discussion. It often helps ne to go back and
t hi nk through what the problemis that we are trying to
address and one of the ethical concerns about using the
nodel that you ordinarily use, which is up front at the
begi nni ng gi ve people as nmuch informati on as they want
about all the options, it seens to nme that the concerns
that are raised here have to do with anything that m ght
be interpreted as an inducenent to produce nore enbryos
than you really need for reproductive care in order to in
a sense create enbryos either subconsciously or
explicitly.

| think there are al so concerns about
conflicts of interest, coercion, and they go back to the
dual role that at that point of entry into the system
your |VF doctor whomyou are talking to you are extrenely
dependent upon and that if there is any suggestion that
there is a research programat that institution or of
that individual physician or they have a link with an
active research program el sewhere could be interpreted to
be an unfair inducenent.

So | think that the principle is to try and
not all ow those kinds of forces to conme into play as nuch
as possible. You are absolutely right. There seens to

nme a couple of ways you can do that. One is a tenpora
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separation, which, as you pointed out, does not make a
| ot of sense if you think about all these situations.

It seens to me the other option is to
separate the people in different roles. | nean,
el sewhere in our report we have tal ked about havi ng
soneone -- an independent person obtain the consent and
rat her than the suggestion that a research at that point,
of course soneone | -- you know, | would be very happy to
have soneone |i ke the organ donation team who is sort of
i ndependent and does not have a stake in the research but
is specially trained to tal k about these issues cone into
play at any tinme so that | amless concerned with people
being inforned up front at the onset of their IVF care of
the option of donating enbryos later if it does not work
out but that discussion, it seens to nme, mght be better
handl ed by soneone i ndependent and specially trained to
handl e all the sort of nuances of the discussion.

| just think that when you start having the
| VF doctor having those conversations up front it is a
very, very conplicated sort of discussion and fraught
wi th ethical problens.

DR SHAPIRO Jim and then Eric.

DR. CHI LDRESS: Building on that Al ex point
earlier about the donation, a possible parallel between

what we said -- what is present in the fetal tissue
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transpl antati on area and what we are tal ki ng about here
in ternms of consent or donation, it seens to nme that
suggests agai n why we ought to have sonet hi ng spell ed out
here about that and not sinply say repeat those
regul ati ons that we already have.

So |l would like to see us actually say
sonmething in the text if not recormendations in this
section about the simlarities and differences between
what we are thinking about in ternms of consent in the two
areas. There are sone simlarities. There are sone
di fferences and so forth. And sone of those we try to
get at a bit in the ethics chapter where we have added
sonme things, as Steve nentioned, on page 19, around that
ar ea.

Second, in relation to Bette's concern, mnuch
of the discussion in the fetal tissue transplantation
area focused on not raising the issue of possibly
donating fetal tissue as different frombeing willing to
answer questions that people raise about it. So that is
sonet hi ng that opens the door.

And it seens to me then if we are thinking in
terms of consent and the provision of information there
does seemto be sonething very restrictive of choice to
say, "Well, we are not even going to answer your

questions about it." So we have to think through that
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part of it.

And, last, | would certainly support the kind
of direction Bernie is proposing about sonething that is
devel oped in the organ transplantation area -- even
t hough we tal ked about organ donation, keep in mnd that
nost of the donation is actually tissue donation and nuch
of it is for research and ot her purposes.

So donation covers a |lot of practices but the
focus nowis on routine referral in which a cadaveric
donor, a potential cadaveric donor becones avail abl e,
there is a referral to a teamwell-trained in dealing
with issues of consent, disclosure of information and the
i ke, and sonmething |ike that m ght be appropriate here.

For the -- as Bernie pointed out in
conversation, for basically the relatively small nunber
of situations where we woul d be tal king about this
particul ar kind of consent for this particular kind of
resear ch.

DR SHAPIRO.  FEric?

DR. CASSELL: You know, we get into a
situation of if they do not ask we do not tell and that
has al ready got overtones that are not too pleasant in
this country but in the context of breast cancer what was
done was the State of New York required every woman with

a di agnosed breast cancer to get a panphlet that told
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themall their options and nmake it separate from --
because it is hard to say, "W are going to get a speci al

person in there to do that. O herwise this will be the
comm ssion that created 20 new jobs in the econony, the
ones who get consent, the ones who --

(Laughter.)

DR. CASSELL: But there are ways of sharing
i nformati on that are independent of the people who do it
and publications are one of the ways. But | think it has
to be independent of the |IVF people who have that self-
interest. On the other hand, they should get the
i nformati on up front.

PROF. BACKLAR: Then the problem of course,
is maybe the intention of meking these for research.

DR SHAPIRO. Bette, and then David?

M5. KRAMER: Just two quick points. Another
nodel is -- that could be useful is in clinics where
wonen go to have an ammi o procedure, and that consent
process and the information is done and handl ed by
genetic counsel |l or as opposed to anyone else in the
clinic.

But, you know, sonething else is that if, in
fact, this becones a reality the use of these renmai nder
enbryos for research then that is going to -- that

know edge is going to becone a part of the generalized
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knowl edge in the community and it is not going to be --
you know, people are going to know about it going in no
matter what.

DR. SHAPIRO That is right.

Davi d, and then Al ex.

DR. COX: So this is probably over
sinplifying the situation: Let's step back. W are
talking -- this is tal king about creating stemcells and
we are not tal king about donating enbryos for research.
That is a very nmuch broader sort of issue. So what we
are doing is we are tal king about a subset of enbryos
that are donated for research. In fact, we are al ready
putting restrictions on them You know, they cannot have
been sort of in vitro fertilization enbryos created for
research. W have said that. Ckay.

And so we are not really saying -- we are not
limting people's infornmed consent by saying we are only
going to | ook at that subset of enbryos that people have
al ready said they are going to discard. W are making
that as a conscious decision, not as a scientific or an
et hi cal decision but in some ways as a political decision
that those are the subset of enbryos that we are going to
| ook at because they have right now the | east apparent as
wel |l as potential real conflict of interest associated

with them
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So then when you have those enbryos then what
do you do with then? So |I nust say that | think that is
the cl eanest and the easiest way of doing this because
ot herwi se you get in -- just as we had done fromthe
begi nni ng. Because ot herw se you get into this problem
of creating research enbryos as we have said and | think
that it gets to the bigger issue of tal king about enbryos
for -- enbryo donation overall

So I do not think this is being cute or not
bei ng honest. Wat we are doing is we are saying that
for this process of making stemcells, which is all we
are talking about, is that it is only these enbryos that
are being consi dered, period.

DR. SHAPIRO W still have to worry about
what we are going to say about obtaining consent.

DR. COX: | quite agree but see it is
different. These issues in terns of tal king about
obt ai ni ng consent and whether it has to be up front or
not up front, if you make the decision first there is
going to be this subset where peopl e have al ready nade
the decision they are going to discard themthen these
di scussi ons about whether, you know, you have been honest
wth themor not are nute, it strikes ne.

DR SHAPIRO. Steve? Excuse ne, Alex first

and then Steve.
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PROF. CAPRON: | |iked Bernie's suggestion
that we try to keep in mnd the purpose for which prior
rul es have been devel oped and ask their applicability
here and |I certainly like Bette's very sensible view that
we have got to |look at the world the way it is going to
be both in the conversation and in the infornmation people
bring into the room

It strikes me that there is no limtation
that can be put that will keep soneone who is for sone
reason bound and determined to cone in and go through a
process of creating enbryos to do it because the couple
wants to create enbryos only for research purposes and
give themaway to researchers. It would be an odd
notivation. Perhaps a scientist and his wife or a
scientist and her husband would want to take on that role
but we are not going to prevent that through any consent
process or anything el se so we can put that aside.

If we tal k about people who conme in who are
going to a fertility clinic in the context of trying to
achi eve pregnancy, the question would be is it enough to
take the suggestion that Bette, | think, and Jimsaid,
which is any questions that are raised should be honestly
responded to, is that enough. |If the only concern is not
providing (a) an inducenent to create extra enbryos or

(b) an incentive to discard enbryos that you woul d
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ot herwi se keep then | think that probably is enough
because -- and we can -- we can say what we were going to
say about still dividing the process and have it nake
sense for the reasons that we have given before.

After all, the choice to discard, | think, in
nost people's mnd is a less norally burdened conplicated
choi ce than the choice to have an abortion because the
organismis nmuch nore devel oped in the case of an
abortion. So it is at that point that people who are
very worried about and opposed to abortion are concerned
that the incentive that is provided by doing good for
society would | ead sone wonen to do this and the chapter
four discusses that very elegantly now, | think, and | do
not have the sense that people feel that the choice about
di scarding is quite as equally burdened but there stil
i s enough of a sense that it ought not to be induced in
sone fashion, that it makes sense to separate them and |
think we sol ve our problem

| want to endorse Jinms and Bette's
suggestion that we acknow edge the reality that people
may ask questions and they should honestly answer that
besi des di scarding at that point we could discuss
research with you but that is all hypothetical now.

DR SHAPIRO | understand. And I think we

ought to go on to six and seven now and attenpt to get
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t hrough sonewhat on tine. W want to maintain that with
the provisos that have been nentioned that, of course, we
ought to answer any questions honestly and strai ght
forwardly that anybody brings up that relates to their
treatment and what they are doing.

Al right. Let's go on now and see if we
cannot deal with -- at |east begin to deal with six and
seven. The recommendation six that canme al ong in your
briefing book said, "Recipient specific donation of fetal
or enbryonic material should be prohibited.”

| think -- and then there is a revised
suggestion to replace recomendation six, which is
currently witten in two and, of course, it could be
rewitten as a single recommendation but it is currently
witten as follows: "Recipient specified donation of
cadaveric fetal tissue should be prohibited.” So that
just says what it says so | think that is pretty clear

The second one says, "Recipient specified
donation for research purposes of enbryos renmining after
infertility treatnments should be prohibited."

The second one tal ks about recipient
specified donatio for research purposes, okay, because at
| east when | went over this | wanted to be | eave open the
possibility that a couple m ght want to donate the enbryo

to sonmeone else to carry to termor t hose pur poses Sso
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that was a sinple notivation here. It was not anything
nore conplicated than that but let ne just see -- not
worrying for the nonent whether it is 6.1 -- what is
specified here as 6.1 and 6.2 should be conbined into a
single one. That is not --

PROF. CAPRON: By recipient do we nean
soneone in the patient role as opposed to soneone in the
researcher role or the institutional role?

DR SHAPIRO. I n which case?

PROF. CAPRON: In either case. | nean, what
| am wondering is do we nean donation which specifies an
i ndi vidual (other than a researcher or research
institution). Is that what we nean?

DR SHAPIRO. What | neant, | want to tel
you, | do not know what we want to nean here.

PROF. CAPRON. Ri ght.

DR SHAPIRO. But what | nmeant in these cases
was that in the case of enbryos that you could not --
they woul d be donated for research. You sinply could not
speci fy.

PROF. CAPRON: What research?

DR. CASSELL: When the beneficiary --

( Si mul t aneous di scussion.)

DR. DUMAS: Wo is it going to?

PROF. CAPRON: Well, | nean, | think what we
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were tal king about before in recomendation five where
all this contenplates a description of the genera
research and of the specific research protocol of known
di scl osure of the source of funding and so forth, and the
description of how the process will go on.

It may very well be that at the point that we
have gotten to the discard point, the couple is now
sitting down with someone who is a -- runs an operation
where enbryos are taken to be used for research, and they
say, "W have several research protocols right now. One
is fromthe Jones Conpany, blah, blah, blah; one is from
Dr. Thonpson at the University of Wsconsin, and here is
what their objectives are. Are you interested in
donating to either of themfor either?"

Now that to ne does not run the same issues
as |lay behind the transplant, the fetal tissue transpl ant
thing. Maybe | am w ong about that.

DR. SHAPIRO No. That is exactly what I
want to di scuss.

PROF. CAPRON. Ckay. So | would opt for
limting the phrase to donation to an individual other
than a researcher or research organi zation i s prohibited.
Is that -- you | ook puzzl ed.

DR SHAPIRO. No, | do not --

PROF. CAPRON: | said donation of cadaveric -
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(Si mul t aneous di scussion.)

PROF. CAPRON: It explains that recipient --

DR. COX: Wio is the recipient.

PROF. CAPRON: Yes. Instead of saying
reci pient specified as an adjective here, say donation of
cadaveric tissue to an individual (other than a
researcher or research institution) should be prohibited
so | cannot give it to ny nother.

DR SHAPIRO. | understand. Yes.

PROF. CAPRON. Ri ght.

DR. SHAPIRO Now what is -- but | thought
you were really referring to the enbryo one and what --

PROF. CAPRON: The same thing there.

DR. SHAPI RO  Okay.

PROF. CAPRON: Yes, | was referring. | nean,
the exanple I was using was the enbryo so | was referring
to both.

DR SHAPIRO. Carol, and then Steve.

DR. GREIDER. W get into these problens a
| ot when we start tal king about who is going to be the
one that is asking for the enbryos for the research as
Berni e had brought up in the |last case and as you are
bringing up here, who is the person that you are

specifying it to or the research organization. Wat if
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we t hought of some sort of a nodel of a banking node
where you -- there would be a bank of these donated
enbryos and you could -- research protocols could be
submtted saying we would |ike research protocols for
this -- research enbryos for this purpose and then the
people that give -- the IVF clinics that get into it just
give it to the bank so that there is no -- you know, nore
i ke a bl ood bank. You do not specify -- well, | wll

not go into that.

PROF. CAPRON: But when we are dealing with
human bi ol ogical materials, which is in sone ways | ess
sensitive we set out a whole list of options people ought
to be given and I mght say, "Well, if you are going to
use human enbryonic stemcells -- | nean, if you are
going to use enbryos for this kind of research, fine.

But if you are going to use it to devel op an aborted
fasciant; no." So | will donate --

DR GREIDER: But those are uses, not who.
You could give to a bank in that nmethod or not give to a
bank in that nethod.

PROF. CAPRON: O to a commercial versus
nonconmer ci al .

DR. GREI DER.  (kay.

PROF. CAPRON: Versus soneone in ny own state

versus -- | mean, at some point | think those are not
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your relevant considerations and they do not have the
bite of I am naking a baby to give its brain to grandpa.
Sorry for it to be so --
(Si mul t aneous di scussion.)

PROF. CAPRON: But that is what excited the

Congr ess.

DR, SHAPI RO  Steve?

DR HOLTZMAN: To follow on that, so we are
really dealing with four cases. It is not whether the

use is an individual or an organization. The issue is
the use of fetal tissue for transplantation that is of
nmedi cal use or for research use of enbryonic tissue for
research but also could be for transplantation a little
bit down the road. Al right.

The notivation behind the prohibition on the
donation in the case of fetal tissue with respect to
transplant -- and, note, we have already observed | think
earlier in these recommendations that we want it to be
clear that that -- those provisions apply to research as
well so interalia we have just said research with feta
mat eri al shoul d be handl ed the sane way as transpl ant.

You are now naking the argunent that research
with the enbryo should be treated differently than
research use of the fetal material. Gkay. And now we

then shoul d take on next, and be very quickly, of
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enbryonic transplant, tissue transplant, whether or not
we want to handle it like the fetus or not.

I am not maki ng any reconmendati ons ot her
than let's get the four cases in front of us and deci de.

DR SHAPIRO Eric?

DR. CASSELL: | amnot clear why enbryo stem
cell s cannot be directed towards sonebody.

DR. GREIDER. Wiy not ?

DR. CASSELL: | nean, we have already
satisfied the conditions and it was not created to do
that. Wiy not?

DR. SHAPIRO |In the case of enbryos we have
deci ded that because of the way we have got the consent
worked out. Is that right? |Is that what you were
t hi nki ng about ?

DR CASSELL: Yes. Now with the stemcells,
if I was going to derive stemcells, bone marrow stem
cells, ny so and so has | eukem a, why can't it go to
t henf

DR. SHAPIRO  Arturo?

DR. BRRITO It is late in the day but I
t hought that the nmain reason for this was to nake cl ear
the conflict of interest that m ght exist between the
donor and recipient. Therefore, there is not any

inmplicit or obvious notivation to create enbryos.
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DR. CASSELL: To create an enbryo, right. 1In

this instance the -- we get over that because this has to
be -- to qualify in the first place it has to be a spare
enbryo.

DR. HOLTZMAN: But in the fetus case you have
to have the separation of the decision to abort and even
in the face of that they have said there could be no
desi gnat ed donati on.

PROF. CAPRON:. Right. And certainly it is an
easier thing to create an enbryo than it is a fetus. |
nmean, technically it may be nore difficult but it is an
easier thing norally, I think, for someone to say, "Well,

create it in the petri dish, take the cells out,” and as
St eve says --
DR. CASSELL: Yes, but do not call Harry.
PROF. CAPRON: -- yes, you sinply do not cal
Harry. The | anguage fromthe fetal tissue statute is for
t he purpose of transplantation of such tissue into
anot her person so that the recipient there is clearly a
patient recipient. It is not -- you cannot say, "Well,
Johns Hopkins can use it."
DR BRITO Under 6.2 or 6.2 now the
reci pient specifies for research for purposes. Well, if

you are doing sonmething for research purposes you really

-- it should not be an issue if you are donating
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sonmething to an individual. That is really referring to
t herapeutic purposes unless -- unless you do a
therapeutic trial. But is that what we are referring to
her e?

PROF. CAPRON: Research on a cellular
transplant in the future is what Steve is tal king about.

DR. HOLTZMAN: No. | amtalking about four
cases.

DR SHAPI RO. Four cases. That is one of
Steve's four cases where it is for clinical purposes.

PROF. CAPRON: It is still research. It is

not --
DR. SHAPIRO He is |ooking ahead.
DR. HOLTZMAN: In the sinplest sense there is

research which is not actually involving a patient and

stuff which involves a patient, call it research or
therapy, | do not care. Wen they said transplant in the
fetal transplant they were tal king about not just -- they

could have been in a clinical trial, that woul d have
counted as well.

It would not have been a clinical trial as it
turns out but basically if it involves a patient you
coul d not specify the patient because what they were
saying is they did not want people to decide to have --

get pregnant, have fetuses in order to have
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transpl antabl e tissue to another child of their's who
needed it. That was the aninus. kay.

Again we have to | ook at what we have al ready
recommended about extending those thoughts to research
uses of EGcells, that is of fetal tissue, because we
brought in all of this apparatus for nonpatient involving
research. All right.

PROF. CAPRON. Harold's reason for putting
"for research purposes” was to distinguish it from
fertility purposes.

DR. SHAPIRO Well, | wanted to distinguish
it fromdonation for a patient as well -- to a patient.

DR. HOLTZMAN: Ri ght.

PROF. CAPRON. To a patient of the enmbryo for
birth --

DR SHAPIRO. Correct. That is what | had in
mnd. That is for inplantation to -- that is what | had
in mnd when | said that. That is right.

Vell, let's just think about this for the
nonent as research use. | understand these other cases.

| am not denying that but let's just think about this
for a nonent and see if we can strai ghten out what we
believe. |If what you are doing is donating either --
well, let's say enbryos in the enbryo case, if you are

donating for research purposes, that is people are going
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to derive whatever, stemcells or other things fromthem
Al ex' s suggestion was that we do not allow recipient
specific donation to individuals. |Is that --

DR. BRITO That does not nake any sense.

That is what -- no, I -- | amsorry. | did not nmean to
raise -- no, | agree with what Alex said initially. Wat
| amsaying is it makes -- why -- maybe Carol or Dave or

sonebody can help me with this here. Can you give a
specific scenario where soneone would give a specific
donati on of enmbryo to an individual for a research
pur pose?

DR. GREIDER. Well, | nean, | think part of
what was in nunber five, and that is what Al ex was
referring to, reconmendation five is that it said that
one of the inforned consent criteria is that if known you
will talk about the specific research protocol.

DR BRITO That is not to an individual,
right?

DR. GREIDER. Right. | amunderstanding Al ex
then saying if there is a specific research protoco
there is an individual that is the head of that research
pr ot ocol .

DR. BRITO That should be okay.

DR. GREIDER. That is what | am hearing but
t hat shoul d be --
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PROF. CAPRON: That should be -- that is the

exciting --

DR BRITO | agree.

PROF. CAPRON: -- other than --

DR. BRRITO | agree with that but I --

PROF. CAPRON: But the one to the individua
in the way you are using it is a patient in -- when you -

- sonetine in the not too distant future when someone
wants to do a stemcell transplant to an individual,

whi ch they are going to cone out of the enbryo and go

into a patient-subject, it will still be research but it
will be therapeutically oriented research as opposed to
| aboratory research, and we would still say nix to that.

In other words, you cannot --

DR. BRRITO | amin agreenment with that.

PROF. CAPRON. Just the sane way as with the
fetus even though we think it is unlikely that the enbryo
woul d have been created for that purpose although we
cannot rule that out that sonmeone woul d not have done it
and as Steve said the sane is true with the fetus, the
fetal stuff. They said you have got to separate abortion
and research or -- excuse me, abortion and
transpl antati on but they are recogni zed they coul d not
perfectly do it so they said take away the incentive to

have an abortion and give it to a friend or relative.
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DR. HOLTZMAN. So are we going to endorse
that for enbryos here as well?

PROF. CAPRON: | woul d.

DR HOLTZMAN: | would not.

DR GREIDER: Well, we still have the two
cases. There is the research case and then there is the
clinical case, let's call it. There is the nonclinica
and the clinical. |Is there a patient involved, a patient
reci pi ent involved?

PROF. CAPRON: (Other than the potentia
infertile woman getting the whol e enbryo for --

DR. GREIDER. Yes. Again in that case.

PROF. CAPRON: She is not a patient.

DR. GREIDER. She has al ready deci ded that
she is not going to donate to another couple. That is
already in the --

PROF. CAPRON. Ri ght.

DR. GREIDER. She is not going to donate to
anot her couple so that has already been decided. She is
going to donate for research and it is just going to be
research. Those cells are never going to go into another
person. So you would say there is no recipient in this
case?

PROF. CAPRON: Well, yeah, there is no

reci pient in that case.
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DR. GREIDER. There is no recipient.

PROF. CAPRON: So you do not need the
restriction.

DR. CASSELL: If it is not federally funded
then Uncle Harry can have it.

DR CGREIDER  \What ?

DR. CASSELL: If it is not federally funded
Uncle Harry can have it.

PROF. CAPRON: Yes. W do not reach
nonf ederal |y funded stuff.

DR. CASSELL: That is easy. Uncle Harry wll
have to pay for it.

PROF. CAPRON: So if we said donati on outside

the context of fertility treatnent -- let nme just -- as
opposed to saying -- is there a problemw th saying -- of
enbryos remaining -- not be made to an individual other
than a research institution? | nean, just we are

covering that future case in which there would be a
clinical research

DR. SHAPI RO  Steve?

DR HOLTZMAN: This is not about federa
funding by the way. This is a too poor, all in, everyone
in the United States we are recommending this is the way
this ought to be done in the same way in which the fetal

transpl ant and the organs, it was not about funding, al
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right. Just we are saying as a social practice it is --
the following is beyond the pale and i s unacceptabl e.
That is what this is saying.

PROF. CAPRON. You are saying norally
responsi bl e conpanies will behave this way. That is what
you are saying.

PROF. BACKLAR  So --

DR. HOLTZMAN. | am saying that we are naking
a recommendation that is not about federal funding but
goes to the heart of --

( Si mul t aneous di scussion.)

PROF. BACKLAR: So then you al so have the
problemif you nmake this a social practice there may be
cases where sonebody wants to donate to thensel ves.

DR. GREIDER Right.

PROF. BACKLAR: So this is --

DR. SHAPIRO When | was thinking about this

-- to be honest about it, when I was thinking about 6.2 -

- | nean, 6.1 in a sense -- | do not know if we have to
say anything about it now that | think about it. | do
not know whether 6.1 is even required for us to -- that

is already pretty heavily covered in existing
| egislation. | do not know what we gain by naking any
recommendation in this area. That is ny own feeling.

DR. CASSELL: That is the best recommendati on
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of all.

(Laughter.)

DR. SHAPI RO Take one away, right. It is
al ways good to have one of those. Now maybe | am w ong
about that but that is ny sense of what it is. And in
the 6.2 1 had -- when | wote this down | really had the
federal funding in mnd to be honest.

PROF. CAPRON:. That shoul d be prohibited
t hough and it should not be funded.

DR. SHAPIRO That is right. That is what |
had in m nd. Now you nay want to do somet hing el se.

PROF. CAPRON. Steve's point is independently
| ater on we are saying what is sauce for the goose ought
to be sauce for the voluntary gander and so --

( Si mul t aneous di scussion.)

DR. HOLTZMAN: | read six as going with seven
because if we turn to seven again we are not talking
about federal funding. W are talking about what socia
practices we as a conm ssion believe constitute the good
of society.

DR. SHAPIRO (Ckay. | did not read that but
| understand that. | understand that.

DR MJRRAY: Less is nore in a |lot of cases
but I think I would not be favor of taking out the

recommendat i on concerni ng donati on of cadaveric fetal
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ti ssue because the casual reader mght think that we have
sort of stepped back fromthe fetal transplantation --
fetal tissue transplantation research position.

Now either we can say in the text that we do
not need to make a recomendati on because we agree
whol eheartedly with current policy. That would be fine
but | think we need to make sone affirmative statenent.

PROF. CAPRON: Don't we say in revised
recommendati on one that the policies now applicable to
fetal tissue for transplantation should becone applicable
to fetal tissue fromES or EG research and if we do we
have already said that and we shoul d enphasi ze at that
poi nt that one of those Iimtations is on patient
speci fic donation even though it is nmuch | ess rel evant at
t he nmonment .

DR. SHAPIRO W say recommendati on one has
to do only with EGcells and it asks for the expansion or
anmendnent of the existing regulatory, et cetera, |anguage
so that research on EGcells --

PROF. CAPRON: And that is what --

(Si mul t aneous di scussion.)

PROF. CAPRON: That is 6.1

DR SHAPIRO That is correct.

PROF. CAPRON. | am saying we have al ready

said 6.1 so it is not that we are ignoring it, we have
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already said it, and in the comentary we shoul d
enphasi ze --

DR. MJRRAY: And say it clearly. | mean, |
under st and your point.

PROF. CAPRON. It does not say a |ot.

DR. MJRRAY: A very careful reader will make
the two or three logical steps but | think we should say
it.

DR. SHAPIRO W can at the very |east note -

PROF. CAPRON. W can really cross reference
back and say we have al ready addressed -- having al ready
addressed the issue of the fetal tissue we cone here to
the issue of the enbryonic.

DR. SHAPI RO Now the question we have in
front of us, what do we want to say about that? About
t he question of whether we can -- anyone can desighate --
i f they have decided to donate, can they designate and,
if so, in what way?

PROF. CAPRON: Wiich is really the question
of do we object to the creation of oocytes for -- | nean,
the creation of enbryos for this purpose because that is
the thing that you would be afraid of that someone woul d
conme in the door and say | want fertility treatnent

DR. DUMAS: W have already said we do. W
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are agai nst that.
DR COX: W have been there.
DR. DUMAS: W have said many tinmes that --
DR. SHAPI RO That was exactly ny --
PROF. CAPRON: That is my reason for saying

that we should say it is not eligible for federa

f undi ng.

DR. DUMAS: That is right.

PROF. CAPRON:. Because we recognize that it
is an incentive that can be disguised. |If you take away

the incentive --

DR. DUMAS: Wiat would you say -- recipients
that -- no. Research that utilizes or solicits recipient
speci fied donation of so and so as not eligible for
federal funding.

PROF. CAPRON: It is not a matter of
soliciting it, it is just saying donatio cannot be --
cannot specify an individual recipient (other than a
researcher).

DR. SHAPIRO That really -- the way I
t hought about it, | just want to repeat it once again,
this is a federal funding issue when it was in ny head
here. It was not as a case -- and, therefore, it is not
parallel to the fetal tissue in that sense.

PROF. CAPRON: Fetal tissue is fine. It is
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not a statutory prohibition. It is alimtation of the
federal funds.

DR SHAPIRO. | realize that.

DR. DUMAS: But | would say this is recipient
specified donation is prohibited in federally funded
resear ch.

DR. SHAPIRO W will get this -- we can get
this worded properly. 1 do not want to --

PROF. CAPRON. Once we are agreed on it.

DR. SHAPIRO Yes. That is right. Once we
know what we are agreed on we will get it worded
properly. W can take care of that. But | want to go
back to what we nean in the case of research use that is
donati ng enbryos for research

What we are going to prohibit? They cannot
designate an individual. | think we have all agreed to
that but the question is what el se can they designate.
Can they designate for a particular research project? It
is adifficult thing to separate here in this case. This
is one of the reasons | raise this, that is research
projects are typically headed by soneone and --

DR HOLTZMAN: W have also built into the
consent that there is a cormmercial interest, for exanple,
on what is the funding source so you are saying who is

doing it. Right?
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DR. SHAPIRO Right.

DR. DUMAS. Right.

PROF. CAPRON. That shoul d be okay.

DR. GREIDER. By definition you are
designated to a particul ar project.

DR HOLTZMAN: So, therefore, we want to make
sure these things are not created for this purpose and we
are positing that if soneone were to designate soneone to
receive it in a patient node that m ght provide an
incentive to --

PROF. CAPRON. To create the enbryos.

DR. HOLTZMAN. -- to create the enbryo.
Whereas for good old Princeton and Dr. So and So it woul d
not create a sufficient incentive.

DR SHAPI RO | ndi vi dual

DR GREIDER. It is the patients in terns of
reci pient, right.

DR. SHAPIRO Yes. Excuse ne for being so
dense on this. But we are tal king about research enbryos
that are now bei ng donated for research purposes, right,
not for --

PROF. CAPRON:  Yes.

DR. SHAPIRO That is what this says.

PROF. CAPRON: W are past the point -- we

are dealing with enbryos created for fertility which are
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not going to be continued in sone fertility use.

DR. SHAPIRO Right. And donated now for
research purposes.

DR. GREI DER. What about the case where they
are donated for research into transplantation into a
person?

PROF. CAPRON:  Yes.

DR. SHAPIRO Yes. As part of a clinica
research project.

PROF. CAPRON:  Yes.

DR GREIDER. Right. | nean, | think that
there is a big difference between just research on the
tissue in the lab versus putting it into a specific
per son.

DR. SHAPIRO What if you did this and said I
have a friend in Johns Hopkins and I want this to go to
their lab, they are not doing clinical research, they are
just doing research on the biology of this part of hunman
devel opnent? What woul d you say?

DR. GREIDER. | do not have a problemw th
t hat .

DR. SHAPI RO Does anybody have a probl em
withit?

PROF. CAPRON: The probability you woul d have
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created an enbryo for that purpose as Steve said.

DR. SHAPI RO  Okay.

(Si mul t aneous di scussion.)

DR. HOLTZMAN:. | just want to get back -- it
is getting late so it is hard for all of us -- if you
think through the abortion case, the fetal case, right --

DR. DUMAS: Speak a little |ouder.

DR. HOLTZMAN: Wen you think about the fetal

case, they were saying that even -- the wonman coul d say,
"I amdone. | want an abortion. Wnk and nod. All
right.” And to avoid her having done that and nmade that

i ndependent assertion you said you cannot say where it
goes. So in having said -- we are dealing with the case
where the woman has al ready decided to discard, you run a
parallel with what was the case in the fetal, even in the
face of that they said we need these additiona

prot ections.

DR. SHAPI RO  Correct.

PROF. CAPRON: But there are two choice
points. One is | have gotten to the point of aborting or
di scarding and there the fear is sonme inducenent to do
sonet hi ng you woul d not have done. Wat they were really
dealing with is the initiation of the process and the
fear that people would beconme pregnant, which is not

sonething that requires a |lot of technical intervention,
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just show up pregnant --

(Si mul t aneous di scussion.)

DR. HOLTZMAN. But the way they did it was by
the expo facto controls.

PROF. CAPRON: Right. | agree.

DR. HOLTZMAN. So conpl etely | ogical and
apart.

PROF. CAPRON: | totally agree.

DR SHAPIRO. Trish, and then Jin?

PROF. BACKLAR. So on the -- | just want to
bring up sonething and I amnot certain it is going to be
appropriate. W certainly are going to let people -- if
they are going to donate to research, are we going to |et
themrefuse it to go to certain kinds of research

PROF. CAPRON:  Yes.

PROF. BACKLAR: And so, therefore, if you |et
themdo that, in a sense you are going to by the back
door perhaps have them designate where it will go. So |
just want to nmake sure that that is not -- that we do not
get confused or we do not confuse others with that.

PROF. CAPRON: Harvard, no; Princeton, no;

Col unmbi a, no; Johns Hopki ns, yes.

(Laughter.)

DR SHAPIRO  JinP

DR. CHI LDRESS: Al ex, you have enphasi zed the
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notion of preventing the creation of the fetus, that is
getting pregnant and then having an abortion, but as our
di scussion took place in the late '80s there was al so a
concern with the situation of a woman al ready pregnant
who m ght then have an incentive to abort having -- so
bot h ki nds of cases were present.

PROF. CAPRON. For a recipient?

DR CHI LDRESS: Yes.

DR. MJRRAY: Grandpa has Parki nsons,
devel oped Parkinsons. W really could use the --

PROF. CAPRON:  You could really use that

fetus you woul d otherwise -- you were |ooking forward to
having a child and you will have a treatnent for grandpa
i nst ead.

DR MJURRAY: That was the claim

DR. CHI LDRESS: Both were present.

( Si mul t aneous di scussion.)

DR SHAPIRO. Let Jimfinish.

DR CH LDRESS: Now in this area | am-- even
t hough again we have enphasi zed that the goal is to avoid
creating an enbryo for those purposes, it seens to ne in
the larger society the issue is not sinply that but
rat her how we think about those enbryos that are out
there and decisions to discard them So | guess | would

not want to limt our -- if we go back to Bernie's point
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about what is the problemwe are trying to address, |
woul d not want to limt that fromthe | arger societa
concern to sinply avoiding creation.

It is also avoiding in the case of pregnancy
or in the case of enbryos that have been stored, avoiding
destruction, and we have nade certain deci sions at |east
in the second recomendation --

( Si mul t aneous di scussion.)

DR CHILDRESS: -- worried about that and |
think the larger concern is that both of those present.

DR. SHAPIRO All right. I think I amjust
trying to understand where we are, where the conmm ssion
is on this. | understand on the fetal tissue one, and we
wi Il handle that either reenphasizing what was brought
forward fromrecomendati on one and so on and so forth,
and on the question of enbryos what we are concerned with
is recipient specified, i.e. individual. But -- yes,
that is right, patient.

PROF. CAPRON:. Patient.

DR. SHAPIRO Right. And that is what we
want to avoid.

DR. HOLTZMAN: Ckay. So | will step up and
say that is exactly what | do not want us to -- | nean,
are we tal king federal funding?

DR. SHAPI RO  Yes.
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DR. GREIDER  Federal funding at this tine.

DR SHAPI RO  Bot h.

(Si mul t aneous di scussion.)

DR. SHAPIRO Everything in the world is at
this tine.

DR. GREIDER. W have it in the | anguage of
the earlier recommendations.

DR. SHAPIRO (Ckay. Let's try to -- we wll
try to draw that up carefully. Let's look at -- before
we adjourn, which | hope will be very shortly, let's go
to the reconmendati on seven

PROF. CAPRON. That is on your suggested
revision.

DR. SHAPIRO That is right. It says, "Sale
for research purposes of cadaveric fetal tissue follow ng
abortions and enbryos remaining after infertility
treatment should be prohibited.” Wich is just a way of
expandi ng what was neant by fetal and enbryonic materi al
in the initial suggestion, at least that is what | had.
And this again in ny mind was not directly related to
federal funding in nmy m nd.

Comment s, questions, concerns, et cetera?

PROF. CAPRON: This is not covered by one.
This is nuch broader.

DR. SHAPIRO Right. Steve?
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DR. HOLTZMAN: | think we ought to put
ganetes in here, too.

DR. SHAPI RO  You think we ought to put
ganetes in here and naybe other things in addition to
that which we do not think should be bought and sold in
addition to those three things.

PROF. CAPRON: |Is that a m schievous
suggesti on?

DR HOLTZMAN: No. | nean, this is -- this
is not -- this is sonething where you are recomendi ng
about - -

DR. SHAPI RO  Correct.

DR. HOLTZMAN. Make it seriously what we are
recommendi ng as a society that we want.

DR SHAPIRO Right.

PROF. CAPRON: Well, 1 did not hear what you
sai d.

DR. HOLTZMAN. As a society we want mainly
ones in which -- those things which are necessary --

(Si mul t aneous di scussion.)

DR. HOLTZMAN: -- reproduction is not turned
into an act of commerce, all right, and I find that a
little odd that we are so concerned about the sale of the
-- if we are so concerned about the sale of the enbryo |

think we woul d be equally concerned about the sale of the
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oocyte and the spermfor that matter. And part of the
reason for that is issues of coercion, all right, isn't
it equally -- what is the coercion we are dealing with?
It is when the wonan i s endangered via the superovul atory
reginme that gives rise to an oocyte. Al right.

DR. CASSELL: That is not equival ent.

DR SHAPI RO  \What ?

DR. CASSELL: That is not equival ent.

DR. SHAPIRO Eric, we cannot hear you.

DR. CASSELL: That is not equivalent. |
nean, it is not the sane thing at all

DR. HOLTZMAN. They are different. They are
very different. That is true. | amtalking about the
social practice and what is the goal of such a
recommendation of this? Do you think that it all resides
in the --

DR. CASSELL: But in this instance the goa
of this is to permt research on stemcells derived from
human enbryos. W are trying to get that noving and that
is one of our goals and we found a way we believe is
ethically acceptable and we are also trying to do it in a
way that does not produce obstruction to it and the goa
of this is to have no question that anybody woul d be
selling it or you would be producing enbryos for sale. |

nean, that is what we are doing. A very practical issue.
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Even busi nessnen are practical sonetines.

DR. SHAPI RO Any ot her conments or questions
on this before we reach total exhaustion here? GOkay. W
will declare it --

( Si mul t aneous di scussion.)

DR CGREIDER So that stands as it is?

DR SHAPIRO That stands as it is unless
sonmeone has got anot her proposal to nake.

( Si mul t aneous di scussion.)

DR. SHAPIRO (Ckay. W are -- to remnd you
what we will try to do tonorrow.

Yes?

PROF. CAPRON. \Wen we say "sale,” do we nean
any paynent or are we tal king about the way it is defined
in all the other statutes as paynent in excess of the
costs of obtaining? The latter or the fornmer?

DR SHAPIRO It is the latter that |
intended. | amsorry. "Sale" does not get it.

PROF. CAPRON: Paynent beyond --

DR. SHAPIRO That is right. | apologize for
that. That is not --

(Si mul t aneous di scussion.)

PROF. CAPRON: Because, you know, there is a
severe nonconmercialization and there is the nonprofit

nodel .
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DR. SHAPIRO (Ckay. Let nme just say a word
about tonorrow and then we will -- Steve wants to say a
few words perhaps about this evening after we are
adj our ned.

Tomorrow we will try to have available to you
-- what tinme do we start tonorrow? W start at 8:00
o' clock tomorrow. W will try to have available a |ist
of all the recommendati ons as nodified by today's
di scussion and see if we feel that is -- that we are
satisfied with those and, if not, we will spend as much
time as we have tonorrowto try to get ourselves in a
position where we feel we closed in on it and then we
will take whatever tine is left over to deal with
what ever issues. Ruth Macklin will be here tonmorrow. If
we have tine left over we will certainly get to that and
| hope we will have tine |left over.

So our job here will be to get that |ist
avai l able to you so we can have it all in one place
tonorrow norning and we will just hope we can get al
t hat done.

That ends today's neeting and we will get al
that done but, Steve, do you want to say a word before we
al | di sburse?

(Wher eupon, the proceedi ngs were adjourned at

5:32 p.m)
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