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1 PROCEEDINGS

2 UPDATE AND OVERVIEW

3

4

5 DR. CHILDRESS: Welcome to the meeting of

the 8oint Session of the Subcommittees. And this
welcaome is only to subcommittee members. And we
thank all of you for being here this early, but also
to others who are joining this session.

10 And for members of the public, we do have
at heast three who have indicated they plan to
testiefy during our public hearing open session at
11:08 o~"clock.

14 IT there are others who would like to
partkcipate, 1T you would let Pat Norris or one of
the persons at the desk know, that would be helpful.

17 We have three major tasks today. The
firsk is a discussion of the decisionally-impaired
subjmwcts, the draft report and draft recommendations
thatoJonathan Moreno has prepared on the basis of
his avork and Rebecca Dresser®s contract paper, as
wel b2as our various discussions along the way,
inckading the public hearing.

24 And then, a report, a discussion of the
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draft report and recommendations of the Federal
Ageney Detention of Research Studies.

3 And then, I will talk some about immediate
and future plans which will include a discussion of
where we stand on the OPRR reports.

6 And why don"t I just take a minute. Let
me ask first, west coast people, we moved you to the

otheB subcommittee anyhow this afternoon, right?

9 Alex, you can tell me when you®"re leaving.
10 DR. CAPRON: About 12:15.

11 DR. BACKLAR: Not at three.

12 DR. CHILDRESS: Anyone else? Is there an

ear hser departure for anyone?

14 DR. MORENO: 1 will probably leave at
fours

16 DR. CHILDRESS: About four. Okay.

17 At some point, we need to talk about the

immediate and future plans, including the OPRR
repapt.

20 So I will just mention some now. We have
two awontract papers that should be in within three
to faur weeks.

23 And 1*m in a discussion with the person

abowt the third contract paper which would deal with
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OPRR1and possibly covering both private and
publ ecly-funded research.

3 We have things we"ve worked out on that
particular one before, but, you know, the actual
conteact i1s going to be altered. But let"s say we
willehave a paper in that area as well.

7 We"ve had some difficulty in identifying
someene to do it, but 1t looks as though that we
havega person that can work out the details.

10 We also have for a discussion after the
firskt of the year when we get the preliminary
resukts of the two IRB studies.

13 We have to think about what we want to do
in tiaat area and what else we want to do in order to
be able to think about developing over time.

16 We have perception of children of
adolescence. That will come up some time next year.

18 And we have the discussion of
intepnational research raised two or three times in
our discussions.

21 We need to talk about a way to come to
termn2 with this that will be helpful In providing a
framswork for those who are making decisions about

it, Aot to approve or disapprove any particular
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11
cases, but whether to try to sketch a framework.
And we need a helping hand for that.

3 Now, those are our major tasks, three
major tasks. But before we get into those, 1 would
likesto see 1f Dr. Shapiro would like to say

anytleing to the subcommittee or --

7 DR. SHAPIRO: 1 think i1t"s great so early
on Sanday morning. | appreciate it. That"s all,
Johng 1 look forward to the discussion.

10 How did Clemson do yesterday?

1 (Pause)

12 DR. SHAPIRO: 1 think we did better, win

and 1BBndeservedly as did southern California probably
desemvingly in that case.
15 DR. CHILDRESS: All right. Any comments

fromeanyone on the subcommittee about the agenda for

today?
18 DR. FLYNN: Can 1 ask a question?
19 DR. CHILDRESS: Sure.
20 DR. FLYNN: It doesn"t relate directly to

today. And it may be that some material has come.
I just haven™t yet seen it.
23 We had talked at earlier points about

hearang from members of the research community about
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the issues that are of concern here and trying to
get a perspective as to how they wrestle with these
issuaes and what some of the problems are.

4 I wondered, given the very sharply
critscal nature of the -- some of the testimony that
was keard at the last session, you stated some very
strong allegations about conduct in various studies
thatsone really could not get a completely -- a

compbete picture because the others were not

avainbable to speak to their -- to their methods or
intent.
12 I wonder what the plan is to hear from

indiwiduals who are routinely involved with
conducting clinical research with impaired subjects.

15 Is there still a plan?

16 DR. CHILDRESS: We have not developed a
planz That is one of things that we need to do 1
think after looking at the draft today iIs to decide
whaticelse we need to do.

20 And we have heard from several
researchers, but 1 would say that there are many
morexwe could hear from as well and perhaps a
reprBsentative of other kinds of research.

24 As suggested, there are all kinds. We
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might want to look into energy research as part of

this2
3 DR. FLYNN: Yes.
4 DR. CHILDRESS: So there are several

things we could do. And I think one of the things
peopbe need, 1t would be helpful if you would keep
in mind during our discussion today. It would be,
all Bight, we have this draft.

9 And thanks to Jonathan and thanks to
Rebeioca Dresser for the fine work in getting us to
thisiipoint where 1 think now we can begin as
suggested last time.

13 We really don®t know where we would go or
where we are going to try to go until we can make
someisdecisions about some concrete matters.

16 And then, we can ask the question, what
elseaerdo we need to have a respectful and perhaps
help®ul report? And this may well be one thing.

19 Now, there are a couple of ways to go
abowt that. One of them iIs to set a fairly
systematic discussion with a variety of researchers
on this.

23 Another would be to try to draft

condations, say, extending what we have here,
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modifying them seriously, etcetera, and then using
those as a basis for discussion of the researchers
who might reflect on it or just slide with the

current. This i1s not to modify them.

5 So there would be different ways we could
go. 6

7 Would you like to add anything to that at
thisspoint?

9 DR. FLYNN: No. Just that I think from

the standpoint, at least i1t would be valuable to
haveliithe opportunity for some give and take on a
someighat more practical level about how these things
are iactually being dealt with and what are some of
the difficulties that researchers in identifying and
how 1are they are dealing with some of the kinds of
Issues that were raised iIn the last meeting.

17 I just think that 1 always benefit from
thatskind of give and take. And moving from the
broad to the actual application is often a difficult
issuww. And 1 just think that in this area that we
undexstand i1t.

2 DR. CASSELL: Yes. 1 agree with that. In
somez3ways, we"ve built in the researchers early and

thermahad the public hearing.
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1 That is not that we did an exhaustive
discassion with the actual researchers, but with a
number of them.

4 DR. CHARO: And also, when you get to the
stage of talking about the materials that are in the
lastechapter of Jonathan®s draft in which there are
spec¥fic suggestions for implementing policies, you
knowg consent monitors, the role of the family, in
someg9cases the Maryland legislation that tied its
oblugation to X, Y, Z.

11 It struck me that that"s the place in
which 1f we were inclined to take some of these
suggestions seriously, we might actually have very
goodi4questions of people who have come to testify.

15 So it might be that if we can narrow
things down to a set of two or three alternatives
thatirwe are serious about and then bring in these
peopbe with an agenda on our side also of testing
out the work of some of these ideas.

20 That might be a real way to get the most
value out of the public testimony.

2 DR. FLYNN: That would certainly 1 think
be mneficial because again, | am iInterested iIn

hearang about the practicalities of the actual work
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involved in trying to implement some of the ideas
we"ve had.

3 DR. CHILDRESS: And along with
workability, It seems to me one big question that
certainly surfaces i1n draft, too, iIs cost.

6 What do we -- how would this -- If some of
the recommendations here were actually adopted, what
would be the impact on some of the research in the
day-to-day, the way you kind of described it, but
alsaothe kind of investment that would be required
on part of the iInstitutions to make the
recaemendations really work?

13 Alex.

14 DR. CAPRON: I agree and support concerns
thatsLaurie often has raised.

16 I want to suggest an additional reason to
haveizsome of these researchers here, specifically
someisof the researchers whose conduct on the face of
the estimony that we heard last time seems most
questiionable and particularly, obviously those at
NIH 2and NIMH whose work is directly under federal
aegs.

23 It seems to me that we would want to offer

those people the opportunity to reply to the in
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effect accusations that were leveled.

2 And 1 say that out of a sense of fairness
to them, but also out of a sense that without that
reply, it will be harder for us to know what to put
intosthe report on those issues.

6 And certainly, if there are grounds to
believe that everything that we were told last time
is teue, those would be powerful i1llustrations to
put #nto the report of some of the problems that
needoto be addressed.

11 I would be less confident about putting
them2in 1f we have only heard one side.

13 And yet, on the other hand, 1 would not
wanti4to leave them out 1T there were substance to
thems

16 We are not going to be In a position to
holdira fact-finding, judicial hearing on that, but I
think we could get a better sense whether indeed
there may be some of those practices which if the
person would admit it where they think there is a
goodijustification for it or a different
inteepretation.

23 DR. CHILDRESS: 1 guess let me raise one

concern here. And that is, can we go that way,
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along the lines you"ve suggested without in effect
becoming an investigatory body, that is looking at

partscular cases In a concrete way?

4 And so I have a little reservation about
the 5-
6 DR. CAPRON: Let me offer an alternative

for gome of that at least as to the federal. 1
believe that i1t was voiced. 1 voiced i1t. And there
was some support for the notion.

10 But what we heard on the face of it should
impell OPRR to make inquiries as to the process by
which products are reviewed and administered at, you
know3 whatever their clinical setting is at the NIMH
research hearing that is going on.

15 They do have the capability of making
thos® inquiries.

17 DR. CHILDRESS: Yes.

18 DR. CAPRON: And if it were clear from our
needofor that information that that process should
be for them perhaps a more accelerated one than they
mighet otherwise have no other need to report by a
partkcular date.

23 I think we should make that clear to them.

IT that requires a motion here and a resolution by
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our commission that that is what we expect to see
from20PRR, then 1 would make that motion at whatever
point you entertain it.

4 But 1 also have a sense that beyond that,
there would be some value in allowing people to come
befose us because we allowed the public testimony on
the o@ther side.

8 DR. CHILDRESS: Sure. So we allow i1t as a
matter of principle. And anyone could do that and
say 1t in a public hearing.

11 But in my discussions with NIMH, the issue
was waised as whether we wanted a specific response.
And mn our discussions, It seemed to be difficult iIn
termg of the requirements of privacy and so forth
for that to be done.

16 And second, for us to request it, 1 think
would at least from the people who have been charged
in tlhe public hearing with doing certain kinds of
things, 1 think 1t would put us In a role that I™m
not 28ure we can and should play.

21 DR. CAPRON: As a person who was -- who
saidand who was describing one of the commentaries
witlesregard as having made a cold or unfeeling

comn@nt --

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



20

1 DR. CHILDRESS: Right.

2 DR. CAPRON: I want -- when we were
hearseng about things over which we have no ability
to de anything, I was just cautious.

5 I was trying to caution the person that if
she were coming here thinking that we were going to
resobkve her problem which had not been resolved by
otheBs to whom she had turned, 1 didn"t want her to
go away and then iIn six months say another group led

me an and then let me down.

11 DR. CHILDRESS: 1t"s the same old thing,
right?

13 DR. CAPRON: Right. 1It"s the same old
thing.

15 Whereas, the statements about what was
going on at NIMH reflected -- | mean, this is the

highest level of psychiatric research. These are
the people who I just assume by their positions
there are among the most productive and respected
researchers in the field.

21 IT there are patterns in which the entire
field accepts as the right way to go about things,
we aaght to know about it.

24 It"s not just a matter of trying to
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determine whether there was wrongdoing. 1 don"t
think we"re in a position to do that.

3 I think OPRR is in a position to do that.

4 But there are examples which 1 think would
makesour report more compelling.

6 As | say, 1 am somewhat on the basis of a
description from a patient to say that we know that
thatsis what happened.

9 PROF. CHARO: If I may? You know,
somewhat different from the iInvestigation iIs very
consiistent with you"re saying is the following.

12 I"ve heard a lot of people talk about the
way khey were treated without i1t being clear from
the descriptions whether that was happening was
becassse they were getting experiments of therapy or
theyiswere iIn research.

17 And I think 1t"s very common, totally

aside from the area of --

19 DR. CAPRON: Yes.

20 PROF. CHARO: Menalomas.

21 DR. CAPRON: Yes.

22 PROF. CHARO: For this to be a profound

confasion on the part of both patients and on the

part4of the professionals.
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1 And a discussion with the NIH or NIH
peopke about what they thought they were doing in
comparison to what the patients were getting might
reveal some interesting information either about
patterns of abuse In research or even perhaps just
the eontinuing difficulty of separating these two
concepts.

8 And that does shed some light on the Kkinds
of peotections you might want to delve iInto research
becawse of the difficulty in relating people to the
apprapriate level of care and concern that they can
expeet from their professional.

13 DR. CAPRON: Yes. |1 totally agree with
you.14 To the extent that what we were saying was the
percasption on the side of the patients/subjects.

16 We don"t need the researcher to tell us
whetiier or not that"s true.

18 What we"re hearing the person saying this
is hvw I felt.

20 And 1 would take one step further, not
onlyzxwas there that confusion, but there was a sense
that2with certain illnesses that basically this is
my analy alternative.

24 PROF. CHARO: Okay.
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1 DR. CAPRON: 1In a sense that 1™m being not
coereed in the sense of someone holding a gun to my
head3 but my circumstances constrain my ability to
do otherwise.

5 And 1 think we can convey both of those.

6 There was a further step though. There
were7statements, for example, about a researcher
coming in with a whole stack, and be it a black
binder, filled with consent forms and going through
themoone right after another.

11 Now, putting aside any of the comments
thatiezwere alleged to have been made about, oh, here
IS a3-- or something, just the fact that consent
woulbd be obtained in that way, if that"s the case,
seems to me to raise an issue, again, not an issue
thatiswe would say, you know, throw the man in jail.

17 We are not In a position to say that. And
we weuld obviously have to have a level of fact
Tfinddng to make that determination.

20 But 1T this is the sense that this is an
acceptable interpretation of the requirement of
infaemed consent, | think we can again address that.

23 Now, we could address that simply because

it was stated that this had happened. We don®t know
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whether it happened or not.

2 But if 1t happened, this is the problem.

3 I think it would be better to get some
sense of maybe i1t did happen and maybe the person
has some reason to think that that is acceptable, if
we ceuld be convinced by him that he was right and
my presupposition iIs wrong.

8 Or we could see that i1f to the extent that
peopbe don"t feel they"re doing anything, skirting
the wules, they think this is quite acceptable, If
we came to an opposite conclusion, we ought to
address that.

13 And so that is an additional factor beyond
those that you"ve mentioned.

15 I think we"re all iIn some agreement about
thiss 1™"m not aware of what your discretions with
NIH mave been, John. Perhaps you could --

18 DR. CHILDRESS: Well, just what 1 had told

you.19 Were the researchers involved or --

20 DR. CAPRON: No, we"re not --

21 DR. DUMAS: And what was the outcome of
that?

23 DR. CHILDRESS: Well, basically, just what
I said that we know. Whether we expected -- well,
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it was a conversation, telephone and E-mail about
expeectations of the iImpact regarding this and an
indigation perhaps that NIMH perhaps could respond
in a4letter if they could get the issues of privacy
and so forth obviously for them respond without
havimg the patient™s permission.

7 With certain kinds of information, it gets

verystricky. And you can well understand.

9 DR. CAPRON: Yes.
10 DR. CHILDRESS: In such a matter.
11 And yet, my indication, my response was,

welh? we are not requesting that you get the
response on these particular cases because to do so
would thrust in the role of then trying to decide
which side i1s right on particular cases.

16 I think we can learn from particular cases
and perceptions and then check for the one which the
ideak standards and practices are understood at an
instetution like the NIH.

20 DR. CAPRON: Yes.

21 DR. CHILDRESS: Without actually getting a
respanse to a particular case.

23 And that would be the way 1 would be

incbined to go.
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1 VOICE: 1 agree with you.

2 DR. CASSELL: I"m interested in more
respanses either directly or some other way because
I think whenever those -- whatever that testimony
reveals, you have to look iIn part.

6 The recommendations we are making, would
it have stopped those problems? And my concern is
the answer is no.

9 And the only way I can think of going
furtiber than that is some kind of monitoring either
from1OPRR or some other way so that patients have a
recanrse, somebody to call or go to complain about

the Bervice.

14 But that"s when we"re beginning to talk
about money. It costs money to do that.
16 On the other hand, 1t may be the only way

to get good psychiatric research.

18 So my sense of it is what we have to do is
findoout, well, what would be the i1deal to protect
these subjects? And can research go on if that"s
done2 And would that met the objections we"ve
heard?

23 So I"m still interested in hearing from

peole.
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1 DR. CHILDRESS: From what 1™m hearing, it

seemg to me your comments are more on a general

leveb.
4 DR. CASSELL: Yes.
5 DR. CHILDRESS: Relative to proposed

posssble recommendations.

7 DR. CASSELL: Yes.
8 DR. CHILDRESS: And their potential
effeotiveness. 1 was going to say that initially I

thought that if we could get people In here that
haveiidone the research that is controversial, but
what2l*m -- 1™"m just thinking out loud now, hearing
Alexi3s comments and all.

14 I think it would be rather, number one,
infhammatory. And I don®"t think it"s going to --
eveneit we get the people In here, we"re not going
to hear necessarily the actual way the research was
doneisor the details that we need to hear.

19 And 1 think one of the things that iIs more
genexal that we do need to hear because 1 think that
ifT v get someone In here that has done research
that2has been considered within the ethical
guidslines and what the challenges were to get that

research done, etcetera, that might be more
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fruitful.

2 I mean, to quote what Eric said at one of
the earlier meetings 1 think is that most of the
research that is unethical is not done by unethical
peopke, something to that way.

6 And 1 think that"s where we need to
concentrate on. 1 think no matter what regulations
you lBave and what laws, there is always going to be
researches done unethically.

10 But I don"t think that is what we"re
tryimg to accomplish here. 1 think we"re trying to
proviekde regulations or guidelines for most people
thatizare not unethical people, but sometimes do
unetiaical things.

15 So 1 think it would -- we need some
genewsal guidelines, not the specifics.

17 Other comments?

18 DR. DUMAS: Yes. | would agree. 1 think
thatiowe would be remiss not to go further to try to
undewstand the nature of this problem and the scope
of the problem.

22 I would agree that we shouldn"t
concantrate on specific cases, but rather on the

more4general rule or the better issues that are
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reflected iIn the specific cases.

2 There i1s a series on television now
related to the treatment of mentally i1ll. It has
come4up on CNN.

5 Has anyone here seen that?

6 So there i1s a building, amounting public
concern around the treatment of the mental ill
patients.

9 And 1 think that we have a responsibility
to twy to understand the nature and scope of these
prohillems and to address them In our work.

12 So I don"t think we should drop it.

13 DR. CAPRON: 1 agree. And I™m
partiicularly uncomfortable with this excuse that
confikdentiality, whether 1t"s used to not address
thos® basic questions.

17 DR. DUMAS: No. Right.

18 DR. CAPRON: I mean, I found it hard to
believe that the patient from Philadelphia was the
onlyoone who on a unique, ad-hoc was asked to fTill
out a whole bunch of consent forms at once.

22 Now, 1t might be that that is the case.
And 28t might be that the excuse has something to do

witle4his diagnosis, but that strikes me as
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imprabable.

2 Therefore, one doesn®"t have to address his
case3 It is for the researcher and for the chairman
of the IRB that approved that research to tell us
whether this iIs a standard practice.

6 And 1T so, how i1t"s justified within the
accepted norms of what informed consent is suppose
to mean with the freedom to make decisions about
research that is --

10 DR. CHILDRESS: What 1"ve heard on the
partiiof the patient subjects without being case
specefic is namely find out what the practice is and
the 18tandards of informed consent.

14 DR. CAPRON: Yes. Exactly.

15 DR. CHILDRESS: That"s a very different
matter from investigating a particular case.

17 It seems to me there"s other well within
our mandate. And it can be done and iIn part
response to proposed recommendations, an effort to
see ow those might fit with current practice, as
wel bias the standards that are offered in the
nornative standards.

23 DR. FLYNN: 1 think that"s important

because the difficulties in trying to understand
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whatireally happened in an individual situation.
And that"s really not our charge.

3 My concern is that we understand and have
a bablanced picture so that we do not either over
respend or under respond to individual allegations
and that we try to base it on what we believe to be
in fact the operating standards and practices in the
field.

9 I for one am not persuaded and have had
fromothe large membership I represent no major
communications that indicate that there is
widegpread ethical breaches going on iIn psychiatric
research.

14 That"s not to say that there aren”t some.
And that®"s not to say we don"t want to strengthen
protections.

17 But 1 feel more comfortable determining
the evel and intensity of that effort if we have at
least an opportunity to hear something about what
are 2the normative practices and standards that
lead®2rs iIn the research community are working with.

22 And 1 don*t think we*"ve had that. And
that3s why 1 raise 1t as we begin to look at

specafic safeguards and approaches to strengthening.
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1 I feel the lack of that part of the
dialague.
3 DR. CHILDRESS: One way perhaps to address

this4to meet both concerns would be to invite
testimony.

6 We need to talk about obviously which
individuals, but assuming from the NIMH structure
and the people that they would recommend and
basieally try to find out how the standards are
intewpreted, what kinds of practices occur at which
timetit would be appropriate to ask questions about
how do -- what efforts are being made to prevent
massisconsent in terms of a large number of forms.

14 DR. FLYNN: Right.

15 DR. CHILDRESS: It seems like that would -
- wasld this be a way to basically meet the variety
of aencerns?

18 DR. FLYNN: I think so. 1 think, too, we

-— tlere is some session that is being held in

December.

21 DR. CHILDRESS: Right.

22 DR. FLYNN: 1Is that meant to be
infasmative?

24 DR. CHILDRESS: 1It"s probably about work.
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1 And one thing I want to say, | haven’t
gotten to the chapter 4 yet. We will get to that
shortly.

4 Will be that whatever we do today and in a
subsequent meeting will be far short of a final
draft because we do need to iIncorporate what goes on
at the -- what would go on the 2nd and 3rd of
December.

9 And I passed out information about that
lastiotime. And I have a few copies of the draft
scheaedule which is being revised.

12 But 1 hope it would be particularly if we
meetison the 1st. And we need to talk later today
with4athe 23rd of November and the 1st which I am
widesopen.

16 We may need both days. We may need only
one.17 IT we need only one, which day would be better
for people to travel? And that®"s hard to say, given
the ®hanksgiving weekend.

20 But it may be the Sunday before the 1st.
It nay be one of the two busiest days of travel of
the year. 1t may be a hard one. But anyway, we can
tallksabout the dates.

24 But the 2nd and 3rd of December would be

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



34
the NIMH conference.
2 And Rex is here actually. Would you like
to say a word about that at his point?
4 DR. COWDRY: Yes. We"re still -- we now

havesthe panel.

6 (Pause)

7 DR. COWDRY: We --

8 DR. CHILDRESS: Identify for the record
also9

10 DR. COWDRY: Sure. Rex Cowdry. 1™m the

Acting Deputy Director of NIMH.

12 We have the panel i1dentified who the large
numbr of them have experience are IRB members.

14 Part of the goal of this is to i1dentify
goodspractices for IRBs in dealing with this
popubation in particular.

17 There will be a series of presentations
and draw a hope from those presentations and from
thenwp own experience from service on IRBs to try to
idersti fy what are good practices.

21 And 1 assume they would address both
detaeled issues, like good practices in terms of how
you present consent forms to potential participants

in r@search and also broader issues in terms of the
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appraaches to surrogacy, for example, that have been
emplayed by IRB.

3 The location isn"t clear yet in part
because one of our co-chair"s attendance i1s not
cleas. Senator Domenici has -- i1It"s depending on
his being in town or not.

7 But we will have that up to you within the
nextslO0 days in terms of venue, details about the
speakers and panel members.

10 DR. CHILDRESS: So i1t"s not clear

thatuit will be at the Double Tree.

12 DR. COWDRY: 1It"s not entirely clear.
13 DR. CHILDRESS: Okay.
14 DR. COWDRY: Because there is some

advamtages to holding 1t downtown.

16 DR. CHILDRESS: Okay. Thank you very
muchiz

18 Any questions about the meeting?

19 I do have three copies left over from the

lastomeeting of the rough draft of the schedule.
And 2L 11 go ahead and pass those out, knowing that
the 2»chedule i1s still subject to further development
and x;hange.

24 And if the location given here is not --
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1 DR. CAPRON: One question for Rex.
2 DR. CHILDRESS: Yes.
3 DR. CAPRON: In looking at the schedule

last4time, I don"t have it in front of me now, it
seemad to me that the concerns that Roy raised were
welleaddressed.

7 That iIs to say that you were hearing from
the Besearch community.

9 I don"t recall that you had scheduled to
hearnofrom patients or patient representatives. |Is
thatiicorrect?

12 DR. COWDRY: We now have on the schedule
in the morning, actually early on right after the
firsit discussion about IRBs and their roles, a
sermes of presentations by groups who have actually
deveboped policies, patient groups who have actually
develkoped policies with this, and then, also a

pubhsc presentation section as well.

19 So I think that --
20 DR. CAPRON: That is a change.
21 DR. CHILDRESS: Well, on the schedule here

from210:45 to 12:00, public statements and comments.
23 DR. CAPRON: Right. But there is a

diffarence between open and inviting people to come.
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I mean, we all know the difference here.

2 DR. CHILDRESS: Right.
3 (Laughter)
4 DR. COWDRY: Specifically, we felt that

bothsthe Maryland group, NOMI, and the Alzheimer-s
Assoeiation, for example, who have developed
expl¥icit concerns and statements would be
intepested.

9 And 1T there are other groups that have
develboped these, we would be delighted to actually
scheadule those presentations in addition to the
general public.

13 And if 1 might, 1 would also like to say,
we very much like to address the larger issues as
you lBave suggested quite apart from the individual
caselewhich we are restricted iIn terms of the Privacy
Act,7to address the broader questions because |
think there are some very useful lessons to be

learmed from that and really in both directions.

20 DR. CHILDRESS: Thank you very much.
21 Trish.
22 PROF. BACKLAR: 1 guess | could say that

we aBready know from the Advisory Committee that

ther® were large problems with informed consent with
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the general population.

2 So I think that we are very likely to find
thats3with this population that may have greater
difficulty in consenting that the same problems
obtaskned and maybe even more difficult.

6 That was -- we"ve already found that out

about the general public.

8 DR. CHILDRESS: Any other preliminary
comments?

10 (Laughter)

1 DR. CHILDRESS: Before we get to a

disagssion on the --

13 (No response.)

14 DR. CHILDRESS: 1 think this actually has
beensvery helpful and sort of a list of things we
need6eto do. And we will proceed accordingly.

17 As 1 mentioned, we are grateful to
Jonakthan Marino and Rebecca Dresser for preparing
matewials that could get us to this draft report and
draf?t recommendations so that we could begin to make
somezidecisions about actual the text and the like as
wel b2as deciding what else we need to do.

23 And we have discussed over a number

meeti#ngs, and indeed at every single meeting of the
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Human Subjects Subcommittee, we"ve paid some
attention to i1t.

3 Again, this was done superbly by staff
with4the input from subcommittee members. And 1
havesreally enjoyed working with Jonathan on this.

6 It 1s that the subcommittee and then NBAC
as a7whole needs to own the report and its
recommendations.

9 And so what we are trying to do today is
justiosee how much here we want to own and how much,
if lican put it this way, we want to disown.

12 But this is a way we really have to come
to terms with the issues here and make this so that
whatever comes out IS our report.

15 And again, the final version, we have to
be tlsinking in terms of something after January for
two weasons.

18 One i1s the NIMH conference that we need to
attemd as many as possible and at least to draw on
the wesources.

21 But also, 1™m sure there are other things
we well need to do.

23 We have already heard the things that we

need4to hear about general practices and standards
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and from researchers involved with these subjects.

2 But 1"m sure there are other things, too,

we" 1B decide in the course of the day that we will

need4to do, we need to work up and get information
about before we can put this in final form.

6 So that i1s something about the direction.

7
8
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DISCUSSION: RESEARCH WITH

2DECISIONALLY IMPAIRED SUBJECTS (ISSUES);

3 CONCEPT OF VULNERABILITY

4

5

6 DR. CHILDRESS: 1 have asked the

individual subcommittee members to kick off the
discassion relating to a particular parts, as well
as to the draft as the whole.

10 And 1 have asked, first of all, Trish
Backllar, Laurie Flynn, and Alex Capron to help us
think a bit about the overall structure, direction,
and kone of the report.

14 And if it i1s all right with the group, we
willis5just start there and then move on to particular
topises.

17 Would one of the three like to volunteer
to ge first or do it alphabetically?

19 DR. CAPRON: You want them listed
between Laurie and myself.

21 PROF. BACKLAR: 1"ve already told you
everything. So now, I will have a hard time
remembering. 1"ve given it away

24 Do you want me to start?
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1 DR. CHILDRESS: Please.

2 PROF. BACKLAR: Overall, 1 felt that the
strugture of this was very well done. There are a
number of things that 1 am concerned about. And 1
do net want to spend a lot of time on that now.

6 And as | discussed with you, Jim, what I
think I will i1s things like using word terms that
migh& be iIncorrect and we want to be thought about.

9 I will send those to Jonathan instead of
bormng us as | go through the --

11 DR. CHILDRESS: 1t might be helpful
actually to send them to the subcommittee, too.

13 PROF. BACKLAR: Right.

14 DR. CHILDRESS: When they are fairly major
recammendations for the draft to go ahead and send
themseto the subcommittee, too.

17 So if there is anybody who has a very

stramg reaction to that --

19 PROF. BACKLAR: Right.

20 DR. CHILDRESS: Could also engage in the
diakague.

22 PROF. BACKLAR: So what 11l do i1s send it

to Henrietta. And she can make a copy of i1t and

send4it out.
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1 DR. CHILDRESS: That will be fine.

2 PROF. BACKLAR: 1 am a little concerned
about the tone. That"s one occasion.

4 And 1 -- specifically, 1 know that you are
tryinsg to write this in a way that i1s very even from
bothesets of interests.

7 But 1 think the commentary on page 20
about the subject who was -- who committed suicide
IS -9 1t seems that you are absolving the UCLA
study.

11 And 1 felt a little concerned about that.
It iImn"t that you are inaccurate. You are accurate,
but ®here were other problems at that time.

14 I found certain things rather confusing.
And BN page 42, you say at the top, "Instead this
repast will concentrate on the question whether the
resedrch should be permitted on those who have been
found to be decisionally incapacitated rather than
those at risk or --"

20 DR. CHILDRESS: 1°m sorry. That"s a typo.

21 PROF. BACKLAR: No, no. 1 know, but 1
knew2what you meant.

23 DR. CHILDRESS: Yes.

24 PROF. BACKLAR: The patient was
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incapacitated. Those at risk for decision or
capacity. And what additional protections should be
provseded then, If any.

4 And I am assuming as | read through this
thatsyou actually are talking about people with
fluctuating capacity or at risk for capacity.

7 Or are you only -- when you say at risk
for eapacity, for instance, when we think who is in
veryo9early Alzheimer®s and is not really yet
decusionally impaired, are you leaving that group
out21

12 And in fact, what 1 found myself concerned
aboukt throughout the report is that | see there are
fouri4categories of decisionally impaired or
potestially decisionally impaired or fluctuating
decusionally impaired persons.

17 And 1 didn®"t know whether we should --
thisisis such a heterogeneous group. |If we are going
to weite a report which addresses all of this group
of meople, are we going to make sure that we are
assuming doing that?

22 And 1 saw -- the four categories that 1
saw were Fluctuating capacities, schizophrenia,

bel bicose, dementia.
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1 Perspective incapacity, Alzheimer®s, early
dementia, limited capacity, for example, would be
ables3in some way to make an objection clear or an
asseat, but not much more than that.

5 And no capacity, that"s late stage
Alzheimer®s and dementia.

7 And I"m asking this as a question. Are we
addressing all those groups? And if so, then we
needoto make that clear.

10 DR. MORENO: I think what -- I think
you'we expressed the problem well. What I was
trying to capture was a concern about trying to rule
out ©r anticipate all possible Incapacities.

14 And that i1t seems to me would probably go
furtber than what 1 understand the mission of the
subaemmittee to be since we are all potentially
incapacitated.

18 Although, I have to say that some of the
potential recommendations do go, for example, toward
somexkind of research agendas which cover in theory
everybody, including all possible incapacities.

22 So let me work on that language on page
42, bBut 1 see the problem.

24 PROF. BACKLAR: 1 have a lot to say about
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it, bhut I think --

2 DR. MORENO: That"s correct.

3 PROF. BACKLAR: They"re going to wait
about that.

5 DR. CHILDRESS: The more general direction

in terms of --

7 PROF. BACKLAR: Right.

8 DR. CHILDRESS: So the overall sense of
the peport and recommendations.

10 PROF. BACKLAR: 1 think there are -- that
the ection -- the few sections, page 111 and 112
perceive a -- and | think there was another section.

13 I think we need to think this all through
it, ®he discussion that we as the commission and the
subcsmmittee have not really addressed.

16 DR. CHILDRESS: Yes.

17 PROF. BACKLAR: We got more material about
thisisin our handouts for today in our briefing book.

19 We certainly have not discussed anything
abowt the so-called challenge studies which come
inteithe issue which we have not really discussed,
the 2kmaging issues and what®s going on there.

23 So that this is something we have to think

abowt and talk about together.
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1 I don"t feel that we are ready to get to
these recommendations. 1 just don"t. We haven™t

talked enough.

4 I cannot address the recommendations at
thisspoint.
6 The one recommendation that is -- there

are two recommendations 1 absolutely can agree with.

8 One i1s that no study should be done on
thisgoparticular population unless i1t addresses their
partscular medical problems.

11 And the other is that, yes, | do agree
that2ift people are incapacitated and they are --
theyisshould be told that they don"t have capacity.

14 They should at least have the chance to
fight back, so to speak.

16 DR. CHILDRESS: Well, a few of the draft
recammendations is challenge recommendations because
theyisare designed basically to challenge us to think
about where we want to go.

20 PROF. BACKLAR: Right. Yes. Right.

21 DR. CHILDRESS: Not that they are the ones
that2we would go forward with, but we do have to
makezssome decisions. And they are designed to help

us dacide whether this direction is a plausible and
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defensible one or not.

2 PROF. BACKLAR: And 1 think that the
comment then in terms of that, the comment about
risk4and the minor increment and should we turn that
oversto the IRBs, 1 think we have to think this
throagh very, very carefully.

7 I am not willing to turn anything over to
the BRBs unless we know what we are talking about at
least.

10 That"s really -- I mean, 1 have an
enormous amount here, but 1 think that®"s enough for
now .12

13 DR. CHILDRESS: And some of it will come
inta4play in the past directives.

15 PROF. BACKLAR: Yes, yes. That"s actually

a bug part of 1it.

17 DR. CHILDRESS: Okay.
18 PROF. BACKLAR: Right.
19 DR. CHILDRESS: Okay. I will suggest that

we follow the order listed on the sheet I sent.

21 And so, Laurie, you get the opportunity of
goimg soon.

23 DR. FLYNN: All right. Again, some of my

concern, | expressed earlier. |1°ve read through
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thisinow three or four times. And like Trish, 1711
send2some specific comments.

3 But 1 was struck by a sort of a sense that
surfaces early on in terms of the history and then
moves through iIn recounting some of the things that
wereepresented at the last meeting and then sort of
impekled by this both history and presumed evidence
of wedespread abuse.

9 And the moves move forward. And 1 struck
me, @ms | mentioned, that we have not really had very
muchiiof an in-depth dialogue around the extent to
which such abuses may be occurring.

13 We don"t yet have the information from the
IRB mtudy as to how this is being routinely handled.

15 So I felt a little concerned about kind of
accepting and moving forward with an assessment that

seemed to dictate a fairly aggressive set of

actmens.
19 It may be that we need to take them, but
likeoTrish, I didn"t feel ready based on current

knowledge to accept the series of recommendations.
22 It may be easier. |1 found the structure
of this a little bit difficult to follow. | kept

wanting to look almost at a chart.
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1 I kept wanting to look at some way to keep
the adifferent levels of impairment and the different
levebs of risk connected to what would be seen as
the most appropriate ways or the options that might
be censidered for providing protection.
6 And I found somewhat difficult to follow

and just conceptually as the document unfolded.

8 I would have wanted to have seen more
emphasis on -- and I don"t know If this is not here
becawmse the study has not yet been returned -- on

whatils happening at the IRB level.

12 Many of us who look into these issues
belmeve that the variance -- that the widespread
varioance there is a very big problem.

15 And 1t doesn"t seem to me that we address
those strongly, how we would propose to deal with
thatz

18 Most of the activity goes to looking at
whatioslevel of risk may be present and what level of
thereoprotection would be assigned in each of the
indvidual situations.

22 But 1 think that we need to address the
basm system in place which is the IRB system.

24 And perhaps, as we get more information
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about that, we will be better able to do so.

2 I appreciated the comments that were there
I thenk in several places about the important role
of families and care givers.

5 That is the first time to my knowledge
thatesuch comments have been included in a report
like7this.

8 And 1 thought that that was an important
recognition of the particular role that families
playio

11 It was noted that there can be situations
where their ability to act on behalf of their
relakive may be comprised or compromisable, but I
thought the tone in reference there to the role of
thess care givers was iImportant.

16 I for one would like to see, assuming that
thereg i1s a wide audience for this kind of report, a
littke further discussion of the critical realities
of these disorders.

20 I think that they are not well understood.
And 2an fact, those of us who work in the arena know
that2much of what people think they know is actually
not %krue.

24 And so a little greater discussion of what
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the range of clinical realities iIs for these
disoeders and how can they effect.

3 We have stated that they vary, but there
is nat much detail. And 1 think it is tremendously
impostant given the fluctuation and abilities that
has @ccurred with these disorders and over time that
that7be perhaps a little bit more explicitly defined
and stated.

9 DR. CHILDRESS: You would be in effect
proposing something similar to the kind of

categories that Trish had suggested to get at this.

I guess --
13 DR. FLYNN: Well --
14 DR. CHILDRESS: Or is it something

diffiserent that you are proposing?

16 DR. FLYNN: Well, I think we should be
look¥fng at that. |1 think we need to have some ways
of approaching this that we are not entirely
exph#cit in the discussion.

20 DR. CASSELL: Can I pick on that for a
justilittle bit?

2 DR. FLYNN: Sure.

23 DR. CASSELL: I take it that what you“re

saymag is that while can classify failure or
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Parkinson®s disease and so forth and the
clasgsification does pretty well to tell you it was
the person even though there is variation.

4 In psychiatric disorders, it really fails
to tsll you.

6 DR. FLYNN: Right.

7 DR. CASSELL: And it gives you a false
sense that you are treating one thing when in fact a
derivation may be so great that protection for
subjects -- potential for subjects is also required
in great variations.

12 DR. FLYNN: Yes. That is what I"m saying.

13 DR. CASSELL: Well, that is an important
thing to make clear because the usual scientific
undelsstanding iIs that a category of a disease does
represent a thing.

17 And 1 take 1t that this i1s not the case.

18 DR. FLYNN: That is most -- that is very
helpbul , a summary.

20 And that is indeed not the case. And 1
thirk it needs to be made clear that simply knowing
the diagnostic category does not in and of itself
givesyou very much insight into the decisional

capagity of the individual at any given point.
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1 And we know that the categories
themgelves, the ability to make an accurate
diagnosis continues to evolve.

4 It"s not uncommon for individuals over the
course of a psychiatric illness to have three or
fouredifferent diagnoses as their condition changes
and @ften based upon their response to various
treatments offered.

9 The other think that again is kind of line
withiomy concern about the critical -- I™m sorry. Do
you jJpursue that?

12 PROF. BACKLAR: No. Actually, 1 wanted to
go back to another point. When we"re talking about

-—- that 1 forgot to say when you brought up about

the Hamily.
16 DR. FLYNN: Right.
17 PROF. BACKLAR: How pleased you were

as hsam, too, that Jonathan included this.

19 I am concerned that we just needed the
fampby. |1 would prefer to use the term and define
it and say internal care givers because i1t is not
simpky family that may -- they may not be relatives,
but 2khey may be close friends who also are being

care4givers.
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1 So one would want to expand that and
partecularly since we start to get into the issues,
I wast to make sure we haven"t just i1dentified them.

4 DR. FLYNN: Just another couple of points.
Somewhere in here, | think i1t"s on page 21 -- and
agaim, it may be that i1t is supported somewhere.

7 This, | don"t need to point to the page.
But there is a comment made that clinical
investigators feel uncertain about how they should
conduct themselves when working with this
population.

12 And that may or may not be accurate. |1
think 1t"s an important thing to know, to what —- I
meanig in terms of the variety of approaches we would
takeisto addressing and the different places to which
we woeuld like to direct comments or suggestions, |
for wne think it would be useful to know why we
beliBve that.

19 And 1T iIndeed do, on what -- how would we
moveoforward to address these issues?

21 Because 1 think ultimately no matter what
we do, we are reliant upon individual interactions
betwwen researchers and subjects.

24 And i1f there iIs a widespread concern or
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lack1of guidance or desire help, 1 think that"s
impoetant.
3 And I wish to know in what area iIs there a

desine for help. Where is there a sense that more
guidance i1s needed and how might we address that
needeguidance?

7 And what other groups or organizations or
societies might we direct the comments to, since |
believe there has been relative lack of attention to
thatoissue? So I was struck by that.

11 I would have wanted a little more
conversation that recognizes a particular place we
are 18n the treatment advances.

14 One of the iInteresting issues we are
confisonting here is that at a point where we are
deaksng with heightened concerned about protection
of hmman subjects and understandably and
partiscularly the potential compromise position of
thisovulnerable population, we are also in a period
of extraordinarily rapid advances in our
undexxtstanding of the basic mechanisms that underlie
these disorders.

23 And both the advances and the basic

scieace which in and of itself does not advance to
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the potential, immediate benefit, direct benefit of
any patient. It"s critical.

3 And we have also seen the introduction
over4the past 10 years of an enormous array of new
psychiatric medications, psychiatric medications
whicls represent a great advance in medications, both
in terms of reaching populations for whom previous
treatment was never effective.

9 Very frequently, we have a much more
benign side effect profile. Somehow the sense that
cameltthrough here was that these psychiatric
medieations were a problem, were dangerous, that
there had been -- there was a reference early on
thati4even the possibility that widespread of the
Tirst psychiatric medications 25 or 30 years ago,
theyishad been for reasons other than alleviating a
sympitom.

18 There was a sense of mixed message about
the whole enterprise of bringing new treatment to
the population.

21 And there were references to commercial
posskbilities.

23 All of these things are part of the

equation, but there didn"t seem to be an effective
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refenence to the fact that this is a population that
has gsuffered enormously.

3 They are in a very stigmatized position
with4very few effective remedies until quite
receatly.

6 And it just seemed to me that the balance
that7you want in terms of looking at what"s happened
histerically with the population, the goal that
research plays for such a population, the particular
place we are now iIn research as we look at the very
undemrstandable concerns about the appropriate way to
design these medication trials.

13 PROF. BACKLAR: And in fact, of course,
thati4is a very important point in terms of when we

get 160 our discussion about placebo.

16 DR. FLYNN: Right. Exactly.
17 DR. CHILDRESS: Jonathan, do you have --
18 DR. MORENO: No. I just have a general

quesiion, namely, how to put on the table a service
of the summary of where we are now in the research
as ynu put it.

22 I don"t feel qualified to do that. So Jim
and 26 or Jim and you, Jim and Harold will need to

think about how to commission a service of the
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summary of that process, of that evolution.

2 DR. CHILDRESS: Right. |1 agree with
Jonathan. It is an important addition.
4 DR. MORENO: One reason that this draft

didn5t go Into that question a great deal i1s that my
impression has been that the subcommittee supposes
that7research will go on. And it is important in
thissarea.

9 But 1 think you®"re right that the
reasoning needs to be articulated. Thank you.

11 DR. CHILDRESS: Jonathan, did you want to
say lanything about the comment on investigators?

13 I"m assuming that you"re basing i1t in part
on the literature.

15 DR. MORENO: 1"m basing in part on the
litasature and in part on experience with
psycdhiiatrists and others who work with this
popubation.

19 I mean, 1"ve had experience with an
Alzhwimer®s researcher In New York who has struggled

witheithe problem of how to get consent on an ongoing

basz.
23 So 1 have to say it"s partly my own
expexience.
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1 DR. FLYNN: And that goes really to my
last2comment. And it may be, too, that it was just
my dsfficulty in pulling out the key conceptual
issues just from the way It was organized.

5 And 1 understood how It was organized, but
I kept wanting to pull pieces from different
sections and put them together in a different
conceptual framework.

9 For me the issues of informed consent
realby go to the heart of this. And 1 would like to

see A bit more explication of some of the challenges

there.

13 DR. MORENO: Obstacles to consent.

14 DR. FLYNN: Obstacles to consent, as well
as amy -- occasionally, you gave some brief examples

of dsfferent ways that one might approach this.

17 And 1 think a little fuller explanation
there 1s Important.

19 I"m looking for ways to strengthen that
areaobecause 1 think i1t is the crucial interaction.

21 And 1t i1s every bit important for me as
settkng as setting up hierarchies of level of risk
and 2kevel of protection.

24 I think 1T we don"t have real iIntegrity in
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the informed consent process, everything else is

going to be called into question.

3 So anymore development there would be
helpful.

5 DR. CHILDRESS: Trish.

6 PROF. BACKLAR: Yes. The issue which

leads to that, the problem of evaluation of capacity
whiclh iIs something that we may have not addressed.

9 And 1 still go back and think that Dr.
Apphkebaum Is so precise about i1t that we do not yet
havettan agreement on the amount of impairment that
we well permit in our society, at what level do we
agres that somebody does not have decisional
capagity.

15 Some levels are very clear. But there 1is
a vewy big gray area. And I still think this is
someithing that this commission really should be
addressing In one way or another.

19 You know that 1 would love to have Dr.
Appbebaum do some -- get involved and do some
research on this.

22 DR. FLYNN: That is a critical area
though. You®re correct.

24 DR. CHILDRESS: And one thing also that

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



62
struck me, of course, Jonathan is building on his
work2and Rebecca"s work that have been submitted.

3 And there i1s not much here there on this
particular discussion. We had a lot actually when
Dr. Applebaum came.

6 And this is one area we might be able to
beef7up quite a bit actually.

8 PROF. BACKLAR: And he is very interested
in exploring this further, as you know, even though
he has done many studies.

11 But this particular remark of his has not
yet weally been explored.

13 DR. CASSELL: Could we excerpt that as an

areas4that we might discuss separately the whole

issus of?
16 DR. CHILDRESS: Of competence?
17 DR. FLYNN: OFf competence?
18 DR. CASSELL: Of competence. What do we

meanoby the capacity?

20 DR. CHILDRESS: Actually, it"s next to the
top21 It"s decision impairment and incapacity and
infoemed consent.

23 DR. FLYNN: And those are all -- yes.

24 DR. CHILDRESS: We can move into a really
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hardidiscussion on it. Yes.

2 DR. FLYNN: Good okay.
3 DR. CHILDRESS: Okay.
4 DR. FLYNN: I just want to say having --

as we all do when you"re asked a comment, go through
and find those places where you would like to see
things slightly differently.

8 I was really very impressed with this. It
was wery, very thorough, you know. One has quibbles
hereioand there.

11 But 1 thought you just gave us an
exceklent document to work from, although, like

Trisk, I"m not ready to adopt your recommendations.

14 I appreciated them as a challenge.
15 DR. CHILDRESS: Right.
16 DR. FLYNN: And they did sharpen the focus

of my thinking.
18 DR. CHILDRESS: Right. And Jonathan has

doneava lot of this sort of stuff and co-author

stuff. And these settings, we -- you just -- it"s
not a --

22 DR. MORENO: Even those are good --

23 DR. CHILDRESS: Yes. 1It"s not a -- so he
undexstands.
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1 I underline that again, we really are

indebted to you.

3 DR. FLYNN: 1t is really an excellent
document.

5 DR. CHILDRESS: Okay. Thanks Trish and
Laurse.

7 And you allayed something. Did I --

8 DR. CAPRON: 1"m glad that we have all

acknowledge and 1 would acknowledge our gratitude to
you 1for this.

11 I was impressed by, if nothing else, it"s
size? given the relatively small amount of time
you™e had to work on 1it.

14 I"m less pleased than the others, however,
withisthe presentation of the material here.

16 And I found myself, I think the reasons
diffierent than Laurie, being unhappy with the
opengng, this history.

19 I couldn™t tell when I was reading it what
I was supposed to be gathering from it. Was it
recized to show that this is a vulnerable population
that2is often abused?

23 Was i1t recited to show the difficulties of

getting consent?
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1 Was it recited to show the failure of past
attenpts at regulation, particularly vis-a-vis the
critsecisms of the existing common rule.

4 I think 1 share those criticisms, but 1
realsze that until we have the recommendations that
we kaow we are going to be able to make
substantively, much more helpful recommendations, |
am abways worried about that casting stone because
it well not only rather than crack someone else"s
window, 1t will bounce back on ours.

11 I thought i1t would be more helpful if we
coulbd begin -- and I tried a lot of rewriting. And
then3 1 decided my problem was not just in what was
hereison a line by line level, but the organization
of mk.

16 To begin by making the objectives of the
repart a lot clearer, what questions are we trying
to amswer?

19 And I saw that there were several. And
theyowould lead us in several different directions.

21 The first is the question, who is
impakred? Who is really impaired?

23 And 1*m not still clear having read this

whethaer -- 1 thought Trish"s comments were very
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helpftul In this regard.

2 Whether we are in the end only concerned
withs3incapacity. And we are regarding -- the
phrage, the title of the report and supposedly what
we"re dealing with decisional impairment merely as a
prelsminary question.

7 So that it would be even within that, we
have snow decisionally impaired or those who are sort
of pessibly impaired. We actually say is -- their
capaocity is doubtful or some such thing.

11 Suspect, I think we said. |1 would think
thatzis sort of labeling. It sort of sounds like
you 1are suspect.

14 What we"re saying either you"re impaired
or maybe you®re impaired.

16 But in the end, i1t sounds as though we say
thatizall of that is only of interest because maybe
you™se incapacitated. And that being impaired isn™t
the 1ssue.

20 And 1 thought what this report was going
to axdress was the more difficult set of questions
of prople who are not incapacitated.

23 And then, when we got to the

recammendations, as far as | can see, what they end
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up saying is, well, if you can give informed
consent, then you can do all these things.

3 And then, 1 found myself wondering, well,
thens4are we saying then that there is no Impairment?
Or can you have impaired consent?

6 I mean, 1 really -- I don"t have an answer
from7reading this report. 1 don"t know. 1 haven™t
heard it discussed this way by the commission. |1
don"t know where we come out on that.

10 But that is the first sort of question,
who 1is impaired?

12 And then, the question, how §s such a
decusion to be reached? What is the process by
whica that would be?

15 And iIn order for us to make a contribution
to that, I think we have to be much clearer then
aboutt the kinds of things you were just referring to
whicla are the sort of things that Paul Applebaum
coubd bring where we would be quite substantive iIn
sayig this is the way one would determine that.

21 So that our IRB reading our report or the
federal government trying to draft the specific
regubations would know what kinds of criteria should

be established.
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1 And then, the question, what kinds of
protections are therefore appropriate once one 1is
found to be in one category or another?

4 And you do address that obviously. You
talksabout -- you mostly address it by setting up
whateseems occasionally to be a straw man which is
the rule-out alternative, the exclusion of whole
categories of people.

9 And the argument that is raised in
response to that, as far as I can see, IS an
uti hitarian argument.

12 And yet, it i1s not explicitly recognized
thatiswe are going to end up with some ethic
diffisculty i1t these arguments are being presented on
kindsof an ontological or not ontological of the

duti®s that one owes to people and respecting them.

17 And the others are these utilitarian cross
currents.
19 And that then leads me back to the

questiion, what indeed do we think is morally
sigmificant about any of these categories?

22 And 1 know we had a discussion of this,
but Z8eeing it here on paper made me troubled.

24 There is a section where we recognize that
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children are not impaired simply because they don"t
have2decisionmaking capacity.

3 And why i1s that? Well, because it is

normal for children not to have decisionmaking

capasity.
6 Well, that is fine. And then, there iIs a
discussion. In fact, the section is called

something about pathology or something, pathological
decisionmaking impairments.

10 And I found myself in the end saying,
ethimcally, what"s -- I mean, we don*"t want to -- if
we cansider the word "impaired™ or "incapacitated” a
pejasative label, we don"t want to label an
individual child In that way.

15 But we have as a society viewed that in
factieas to having then make decisions for
themgelves, they don®t have that capacity.

18 So what"s the difference in the end? We
themoend up saying either there IS no research or we
findoa means of permitting research that has been
revizwed In a way that takes special -- pays special
attention to the fact that you are dealing with
somesne who §s not going to be giving their own

consant.
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1 But is there more here? Are we -- and we
don"t get into this.

3 And I didn"t think that role of the family
thing belonged where it comes up at all. 1 mean, |
juststhought it was totally out of place.

6 And what we"re missing was precisely
because i1t seems to be the role of the family would
normally come into the discussion of sort of what
means we"re going to have available to deal with the
factiothat we"re facing a person who can®t make their
own iconsent.

12 And here, 1t becomes relevant, it seems to
me, But 1 defer to my colleagues who know so much
moreidabout this.

15 So talk about the potential differences
between a parent deciding for a child who faces a
meducal condition, but who is otherwise has been a
normal member of the family and so forth versus a
parent or other care giver deciding for a person who
has dad a long-term incapacity due to a
psychological or psychiatric problem which has been
the 2kamily in a whole bunch of other ways.

23 Now, 1t §s apparent that when you read

accaunts of people who have physical burdens that
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their families deal with, you get some of the same
concerns raised with a parent saying, you know, 1
wish3my child were dead. 1 mean, 1 wish he had died
back4then rather than recovering.

5 And 1 mean, this is not said by a person
who does not love their child, but it is just I"m so
worn7out from this. [I1"m so unable to deal with it.
It seems so hopeless.

9 And 1 can go back and find some of that
matewial If 1t"s useful.

11 So it"s not as though there is a sharp
difference. The difference may have to do with

carnsgcity and burden and so forth.

14 Or does it have to do with the nature of
the lIness? 1 don"t know. We really haven®t made
cleask.

17 But certainly, If we were only thinking

abouk iIncapacity, one easy solution would be simply
to say plug the decisionally incapacitated adults
intaothe children®s regulations if it were just lack

of capacity.

22 And yet, we have a sense that that iIs not
appropriate.
24 Part of that also arises | think because
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of the difference which we don®"t contextualize very
much2here in the relationship between the treaters
and the patients.

4 Now, obviously, a good deal of the
treatment 1s no longer institutionally-based
treatment, but some of It is.

7 And certainly, some of the ones that
troubled us the most when we heard about i1t here
weregpeople who basically felt locked up wherever
theyiowere and maybe were locked up despite their
desure to leave.

12 And maybe, that"s a difference. But I
don" know what role that plays here for justifying
a whele separate set of regulatory concerns.

15 DR. MORENO: 1"m sorry. You mean, the
commstment situation?

17 DR. CAPRON: Well, it"s not just
commetment because many of these were voluntary
admussions to the hospital.

20 DR. MORENO: Right.

21 DR. CAPRON: These were not people who
werexcivilly committed.

23 DR. MORENO: Right. But then, feeling

unalzbe perhaps to --

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



73

1 DR. CAPRON: Feeling unable either because
theyz2are told basically you are such in bad shape
thats3if you walk out the door, you will, you know --
we awke taking you off your drugs. |ITf you leave
heres you"re going to, you know, do something awful.
And the person knows he"s going to do something
awful to myself.

8 DR. MORENO: Right.

9 DR. CAPRON: And fights and feels trapped
for mthat reason.

11 Now, 1t is also true that a child who
needs a liver transplant or something and is being
mainkBained in the hospital In a precarious situation
is egqually constrained and not free to go home.

15 DR. MORENO: Right.

16 DR. CAPRON: So again, I"m not sure that
therg i1s a sharp difference, but 1 think we had a
sensB that at least some of the historical view that
you"pe dealing with, a different population comes
fronmothat.

21 And finally, of course, there i1s the whole
social prejudice against people with mental i1llness
which makes them less a matter of concern to

society.
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1 I mean, if we knew that large numbers of
healthy children were being used in a way which was
probkematic, we could get very upset.

4 And yet, we have histories here of -- 1
means5 those children at the Fernault School. There
was ko particular reason that they were the right
peopke to study radiation on.

8 I mean, they didn"t go to Hoskitch or
Hanoger and take a bunch of boys who were there and
say they we"re going to feed them radioactive
isotapes.

12 They went to a group that are marginalized
in seciety.

14 And yet, although the examples are in
thers, that conclusion isn"t drawn from them.

16 DR. MORENO: Right.

17 DR. CAPRON: So I mean, 1 think there i1s a
lot k0 go on here, but the present presentation --
and 1 could walk through sections, but I think I"ve
conwyed my primary concerns.

21 I think we have to be much clearer early
on ahout what questions we think we are addressing.

23 I do think that historical stuff belongs

in the report, but 1 would use It maybe not in a
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block, but use it selectively to illustrate and
enrieh our presentation of particular issues.

3 DR. CHILDRESS: Okay. 1 just want to get
on that. We are opening up to pursuing this, the
genesal discussion of structure.

6 DR. CAPRON: Oh, one other major thought
that7l do want to share and something I started
writéng pages about and then decided that it
properly is premature. |1 will give them to you, but
I dan"t know.

11 It seemed to me that part of what was at
workz2here 1n making this maybe more difficult or
morescomplex task than it even was for the national
commassion is that we have had a challenge to the
basus paradigm of this field.

16 That challenge has not overthrown the
regubations themselves, but it has lead to a
diffisrent application of them in many iInstances.

19 It 1s different between what 1 would call
the protection model which iIs embodied in the
regwlations themselves and is the outgrowth and the
post2Nuremberg and then the reviving of interest iIn
the 360s and so forth which is lots of abuses, lots

of harm.
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1 The purpose of intervening socially iIn
this2and having outside review is to protect. And
the correct presumption is that research should not
go farward unless it"s get over hurdled.

5 We now know that there is a major
chal benge to that which is what I call the access
paradigm. Here are potential treatments.

8 There i1s very little else, whether it is a
fatab illness or one of these psychiatric conditions
thatois available.

11 And the major problem is people getting
access to 1t. And then, the underlying second step
of tizat is the whole population of people has access
to ar the benefit of the findings of such research,
eithBr basic findings about the condition itself or
specsfic tests of treatment.

17 And 1t seems to me that it is hard to
undestand some of the tensions that we see here
overdwhat"s the harm of having either excluding
peopbe from research or saying we really want to
maketa big effort to include them without
contextualizing i1t in the present debate which is
not always an articulated debate and certainly may

not ae familiar to all the readers of this report.
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1 And 1 think we should make it advertent.

2 It is obviously a much broader problem.
But 8n no certain way, this area raises It with
great force.

5 DR. FLYNN: 1 just really thank you for
thates You have said what | was trying to get at
earlter when 1 talked about having more of an
explscation of some of the clinical realities and
some9of the historic issues, sort of a greater
elahoration.

11 The concern that Alex raises about access
iIs very, very real and is an important piece of the
history that because this was a marginalized
popublation, because there has been a history of lack
of rsimbursement for care, other than in the public
sect®r, because the illnesses are so misunderstood
and there have been so few treatment.

18 The i1ssues of access and the desire for an
oppastunity for research is perhaps stronger here.
And 22t Is a very important new way to look at the
whol® issue that is different than the historic way
of seeing these as folks who were, 1If not ready to
be bugged into the children®s protections, usually

in that very maternalistic way, and given that one
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had mo sense of there was much we could do about
them2away, the big issue is really very, very strong
protection of their potential for harm.

4 We should never compromise the concern
about the potential for harm. But there is a very
stromg issue here around access for the individuals
for whom clinical care may be virtually unavailable
otheswise and for the class as a whole because the
group as a whole.

10 It"s a large group. 1It"s a very large
group. It"s the largest single disabled group iIn
Amenkcan society, people with severe and chronic
mental illnesses.

14 And there has been until recently precious
litube hope available.

16 So | just appreciate your having
artinculated that so well. 1 think it iIs an

impastant piece that we didn*t find in here.

19 PROF. BACKLAR: And actually --

20 DR. CHILDRESS: Trish.

21 PROF. BACKLAR: 1 had -- did you get my
book?

23 DR. MORENO: I didn"t yet.

24 PROF. BACKLAR: You didn"t get it. I™m
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sorry. 1 have arranged for it to go everybody. And
something went wrong.

3 But that leads to exactly the problem in

termg of research and the therapeutic misconception.

5 DR. FLYNN: Yes.
6 PROF. BACKLAR: Because if you don"t make
this7part of the piece -- and if you would have had

my beok, you would have understood that many people
as lonoted the other -- at our last meeting when one
mother felt so guilty that she had put her child

intala research protocol and the child had been so

harmed because she thought she was doing good for

the hild.
14 DR. MORENO: Yes.
15 PROF. BACKLAR: And it turned out to

boomerang and be awful for both the child and the --

the @adult child and herself.

18 So that piece --

19 DR. FLYNN: Absolutely.

20 PROF. BACKLAR: Therapeutic.

21 DR. CHILDRESS: Yes.

22 DR. BRITO: 1 just want to emphasize again

what3Alex said at the beginning. The discussion of

the Aaistory at the very beginning, it was very
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confusing to me. And I wouldn™t -- it didn"t give
me az2clear understanding of where this leads to.

3 And one of the suggestions 1 had was maybe
histary comments, an introductory section where we
discass vulnerability in a general context and
invubnerability to this particular group and really
emphasize because 1 think there was a lack of
emphasis here on the lack of -- or the -- yes, the
lack9of protection for this particular group in
fedawal regulations.

11 And somewhere, that is lost. 1 know it"s
mentikoned several times, but it"s lost somewhere in
the Body of the paper.

14 So maybe 1T we do that right from the
begmaning, that would help.

16 And then, in terms of the generalities, I
think there needs to be a discussion. And 1 think
thisison the context of what Alex and Len were just
disagssing, the balance of research versus lack o
response.

21 We don’t want to assume the pendulum. you
know2 The overall tone of the paper seemed to be
assume the pendulum too far towards the -- so much

protaction that we are going to be ignoring the fact
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thatiresearch can do -- i1t can be very beneficial to
this2group as well as other groups.

3 And Len has already commented on the
clinical -- related to the clinical disorders and
clinkcal outcomes, etcetera.

6 And once again, 1 think there is too much
emphasis on the history here. And I think putting
the Bistory of the context of each individual®s
probbem as we discuss it will be a little bit
better. I"m very pleased.

11 DR. CHILDRESS: And some of that might be
clear with the exception of how to write the history
since we had never agreed on --

14 DR. BRITO: Right.

15 DR. CHILDRESS: On sort of outcome and

havels-- and really objected to the use of the

langmage.
18 DR. BRITO: So when we decided --
19 DR. CHILDRESS: This discussion today may

helpo And maybe, we need to try the history in a
coupde of different ways to see whether i1t should be
partkal throughout the document or whether it should
be kmvpt in the whole, but with a clearer focus.

24 PROF. CHARO: Jonathan, just to get you
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completely confused, 1 thought the history section
was very good and very helpful.

3 (Laughter)
4 PROF. CHARO: And I enjoyed it enormously

and arge you to keep 1it.

6 DR. CHILDRESS: Well, 1 agree with that,
too0.7

8 (Discussion)

9 DR. CHILDRESS: Wait. Let me go back. 1
don"t -- I think 1t was confusing at the beginning.

Whatils confusing about it is it wasn"t real clear
rightt off the bat what it Is we"re trying to

accasplish.

14 And my suggestion here is that 1 agree
withsDr. --
16 DR. MORENO: No. 1 think -- is right

about that. This can"t be --

18 (Laughter)
19 (Discussion)
20 DR. BRITO: Although I generally did

actually find it helpful. But 1 would like to build
on azcouple of things that came up in the comments
already and continue to add to the list of things

you zight want in this report.
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1 I sense, by the way, that this is going to
be a2report that will probably go beyond what is
absobutely necessary to justify the recommendations.

4 And will certainly be a more generic
summary document that will recite a fair amount of
the thinking that has been going on in the last 15
years.

8 And thereby, a lot of i1ts value will be as
a future teaching document and a records document,
as well as pure support for the recommendation.

11 I urge you to feel free to be beyond what
iIs needed in the specifics.

13 On the issue about notions of
vulnerability and how they play into the access
paradigm, 1 think there are two other factors that
probably should be taken into account.

17 One is that this strikes me as an area in
whickh we are unable to rely on the traditional
notmons of lab and animal testing before you go on
to haman testing to the same degree as in other
Tields precisely because the i1llnesses are uniquely
humam .

23 And this poses a huge challenge to the

kind4of careful scaling of the research that we are
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accustomed to when we"re looking at physiological
disoeders that are mimicked very precisely in other
animal models.

4 It 1s true that as we learn more about
physscal substrates of the various kinds of mental
illness that we will perhaps be able to get more use
out @f animal models than we have.

8 But 1t is exactly one of the reasons why
we have been leaping forward into human
expewimentation often as blindly as we have.

11 And that needs to be understood because
thatzis a continuing challenge In the appropriate
way o approach here as opposed to other areas.

14 The second is iIn the interaction --

15 DR. CAPRON: Alta, could I just ask? How
woulbd we go about substantiating that?

17 DR. CHILDRESS: It sounds right.

18 DR. CAPRON: It sounds right, but 1
remember so often sitting iIn the V&A Advisory
Commottee and we would get to the point of asking
was Zhere an animal model? And people would say we
have2no animal model for this disease.

23 PROF. CHARO: I think perhaps -- and

Laurzie mentioned it when she was asking about
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something that talks about kind of state of the
research here might be where this kind of thing can
happen.

4 IT one can i1dentify specific symptoms
which cannot measured in animals, but are a real
concern In humans, that might get a handle on it.

7 So, for example, it is difficult to
measdare depression in animals. You can measure a
lot of secondary behaviors that are associated with
depression in humans and say if your mouse is less
physiically active, sleeping inappropriate hours,
eating inappropriately, that is a similar set of
sympkoms as humans.

14 But there is not a whole lot of confidence
thatisthis actually represents the mouse equivalent
of depression.

17 And there i1s a tremendous amount of
anthieopomorphizing in the way in which we use animal
modeilbs when you"re looking for mental illness.

20 And anything here that simply even just
begam to explain the challenge of using animal
modeks may help us.

23 Then, too, 1T we need to justify later

somesadegree of experimentation in humans when you
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factar in the demands for access and major
treatments because in fact you cannot have as
caretul a development for certain kinds of human
ilInesses as you can for those are about cardiac

muschbe function where you might be able to get

highBy accurate animal analogs. It is very
important.
8 DR. CAPRON: I mean 1 agree with the

point. And I guess 1| would like to put it down in

writieng and share i1t with a lot of medical

scientists.

12 PROF. CHARO: Sue.

13 DR. CAPRON: To see where any of them, yes
-- 14

15 PROF. CHARO: Absolutely.

16 DR. CAPRON: Tell us something.

17 PROF. CHARO: Right.

18 DR. CAPRON: And 1 guess I would also be

morelocomfortable if we didn"t feel that i1t was
necessary to make comparative statements about this
arealversus others.

22 I mean, if there are particular barriers
whichh people would substantiate what you just said

that4it is not possible to have an animal.
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1 They can®"t even conceive how one would
have2an exact animal analog because it"s a cognitive

thing. We have to talk back and forth to

understand.
5 PROF. CHARO: Right.
6 DR. CAPRON: That would be fine to include

withgut saying that this is a totally different ball
parksfrom --
9 DR. SHAPIRO: I really agree with that

becawmse the other ball park, so to speak, is hotly

contested.

12 PROF. BACKLAR: That"s right.

13 DR. SHAPIRO: But 1 agree, that kind of
infarmation --

15 PROF. BACKLAR: And, for instance, there
haveisbeen studies. And I can"t give -- I"m not a

sciantist. So I can"t describe them to you.

18 But I think Weinberg did a study in which
there was certain physiological alternations made.

20 And they were for -- for instance, they
notited like they were disheveled like a person with
schezophrenia was, the similar kinds of --

23 PROF. CHARO: 1 remember, before grooming,

theysawould knock -- before grooming.
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1 PROF. BACKLAR: So it is not totally

impogsible to do this.

3 (Discussion)
4 PROF. BACKLAR: So I am very concerned.
5 PROF. CHARO: Right. Just to put it on

the table because 1 suspect that there might be
something here.

8 DR. FLYNN: That is an important point.

9 PROF. CHARO: The second thing though, and
it s related kind of from the opposite, has to do
withuthe vulnerability and last-chance medicine that
sevewal people have referred to.

13 I think 1t"s probably worth noting
intemactions here with the Food and Drug regulation.
I"m talking mostly about drug therapies.

16 PROF. BACKLAR: And early -- so then
actually, the access, there are some good therapies

thatsare available.

19 The problem is that many people don®"t have
access.

21 PROF. CHARO: Because of the insurance,
etcetera.

23 PROF. BACKLAR: Because of the insurance

or lecause of difficulty iIn getting treatment or
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because In fact they become psychotic and refuse
treatment.

3 And therefore, it is very difficult to get
them4into treatment.
5 PROF. CHARO: I"m not suggesting that

there are no good treatments for any of these

illngsses. | didn"t mean to say that.
8 PROF. BACKLAR: Okay.
9 PROF. CHARO: But there are situations.

There are situations where there are no good
treatment and where people are desperate.

12 DR. CHILDRESS: Rephrase your suggestion
then3 In that situation, what are you suggesting?
14 DR. BRITO: I"m saying that 1t"s worth
examining the interaction between FDA rules where

ther® are no good treatments and the only thing
thati7s coming down the pike is a drug that"s not yet
use 1or another use.

19 So that off-label fermentation in the
context of experimental clinical care iIs not an
optimn, that it pushes researchers towards a
research protocol approach which In turn is
incanasistent with the expectations of the patients

and 2their care givers, are frequently iInconsistent
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withithe expectations patients and their care
givees.

3 So that we get people coming in thinking
that4they are going to be cared for when in fact
theysare being used for research.

6 And just to acknowledge that this is part
of the overall set of constraints that has drawn
peopbe Into these --

9 DR. CHILDRESS: It sounds like 1t might be

goodiofor a couple of paragraphs from you on that as

a way to --

12 PROF. CHARO: I know I1*m not making any
sense.

14 DR. CHILDRESS: No, you"re making a lot of
senss.

16 (Laughter)

17 DR. CHILDRESS: If you would sharpen it

up. 18And 1t would help in terms of the experiences

relative to this.

20 DR. MORENO: But your question --
21 PROF. CHARO: They might. They might.
22 DR. CAPRON: Are we also talking about

heresthe difference between no effective treatments

and 2treatments which are effective, but which have
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problems?
2 PROF. CHARO: Even --
3 DR. CAPRON: And where the researcher may

be saying, well, what 1"m trying to do is to see
whetbBer we can use less of that problematic drug or
whether another drug would be better.

7 DR. FLYNN: You have both. You have a
subset of individuals.

9 DR. CAPRON: 1I"m saying all of these, yes.

10 DR. FLYNN: For whom no currently
avanlable treatment works. You have those.

12 DR. CAPRON: Right.

13 DR. FLYNN: Who are just not reached by
anytlaing available.

15 DR. CAPRON: Right.

16 DR. FLYNN: Then, you have another group
who 1are reached by some of the older, sort of
thermpies, but for whom the side effects and perhaps

the 1bong-term impact is really very, very

prolebematic.
21 DR. CAPRON: Right.
2 DR. FLYNN: And the issues about dose and

lookeng for treatments that can be better tolerated

became over time iImperative.
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1 But 1 think your point is a good on.
2 DR. CAPRON: Yes.
3 DR. FLYNN: But combined with the economic

issues, we really do have a subset of people for a
variety of reasons are quite desperate for anything
new.6 It may be the best and the only chance they
have7of any semblance of a normal living.

8 PROF. CHARO: I mean, it might lead to
suggestions, for example, when it comes to options
about could we In certain subsets of groups to focus
on research being committed only, for example, on
using compassionate use protocol which allows highly
indigidualized attention.

14 Understanding difficulties of getting data
fromsthat that is going to be generalizable, but
using a kind of balance between the moods of
indiwiduals, the fact that they will be.

18 It"s like you everything you say under
certain circumstances approaching this with a
patent rather than a subject mentality.

21 Perhaps, the balance in some subset of
cases may be that you have to reduce the
genemalizability of the data in order to develop it,

but Btill be able to do the experiments as long as
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it dane in this highly individualized, patient-

oriented way.

3 DR. CASSELL: 1I1"m developing hives as you
speak.

5 (Laughter)

6 DR. CASSELL: I1"m not a researcher. 1I"m a

clinfcian. And what you"re talking is going back to
pre-experimental medicine which took a large effort
in the scientific community to get back out of.

10 You can®"t get that in those ways, unless
the person is part of a protocol designed
specikfically to do what you"re trying to do.

13 What you do is you get a set of anecdotal
patients. And unless i1ts -- and pneumonia in which
caselseverybody got better where everybody died, it
has msirtually no value.

17 Now, that happens all the time. And it
alsasproduces horrors because it"s being used for
the wrong patient, wrong dose, wrong duration
becamwse there are not enough guidelines for the use.

21 The fact that people are desperate and the
desperation drives them to do desperate things,
sinc® Socrates”® time, will never change.

24 But in terms of trying to find a way to
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bothienhance the access of sick people to care that
they2would otherwise get while at the same time
they3re defended against the problems that that
makeg, 1™m --

5 PROF. CHARO: See, I"m not suggesting that
these things be addressed as part of iIncreasing
access.

8 I"m suggesting specifically they be
addressed as part of enhancing protection.

10 DR. CASSELL: Well, then you have a
research paradigm. Then, what you should say which
I thienk is correct that the way we®ve been looking
at research is merely placebo control and so forth.
It 18 inaccurate to this group and new experimental
methswds are what are --

16 DR. CHILDRESS: And that certainly raised

the part of the discussion later.

18 PROF. CHARO: Yes.

19 DR. CHILDRESS: In this document.

20 DR. CASSELL: But that was not my point.
21 (Discussion)

22 DR. CASSELL: Mr. Chairman, that was not

my mint that 1"ve been --
24 DR. CHILDRESS: No, no. I"m trying to

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



95
balance as best 1 can the interaction around the
partecular issues that we are raising.

3 (Discussion)

4 DR. CHILDRESS: And I have Harold on the
listsfor a longer, more extended comments.

6 DR. DUMAS: All right. This iIs -- because
I think 1t got lost in the shuffle. One of the
things you referred to had implications in my view
for the nature of informed consent.

10 When you mentioned people who might come
in thinking they®"re coming to be treated and
actually they are coming to participate in a study
thatiswill not necessarily -- without any therapeutic
benefits to them.

15 And 1 think that is something that should
not get lost, how do -- how to deal with the issue
of mmformed consent where that is that liability of
misumderstanding.

PROFS9 CHARO: Of course, you realize, Rhetaugh, that
no nmtter what you do, no matter how hard you try,
right, the empirical data studies we have today are
the ;manes that are probably going to come out of the
latest rounds of grantmaking are going to show that

where4people have no satisfactory option, no matter
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whatithey know cognitively, in their hearts, they
are going to be a goodly number of them that are
there because they think --

4 DR. DUMAS: They want to be treated.

5 PROF. CHARO: This i1s for their health and
treatment, right?

7 DR. DUMAS: Sure.

8 PROF. CHARO: And that, I don"t think we
can pust afford to ignore that phenomena.

10 DR. DUMAS: That"s right.

11 PROF. CHARO: We can acknowledge it and
work2it around it.

13 DR. DUMAS: That"s the point --

14 PROF. CHARO: We can"t pretend it doesn™t
exisk because we"ve given them all the right papers
and then say i1If they made a mistake, it"s their
prokikem.

18 DR. DUMAS: That"s why 1 thought it was so
impastant to come back to that statement that you

madeothat kind of got passed over.

21 I think we need to keep in mind.
2 PROF. CHARO: Right.
23 DR. DUMAS: And try to find some way to at

least highlight that dilemma.
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1 PROF. CHARO: Yes.

2 DR. CHILDRESS: And -- will stay on this.
And then, Alta has two more points. and then, Eric
has geveral. And then Harold has several.

5 DR. RAUB: Right. My point just really
builds on Eric"s comment. The distinction between
the question of whether the array of research
paradigms is sufficient to deal with all of these
questions, as distinct from the frequent assertion
of something not -- 1 don"t usually hear i1t called
experimental medicine.

12 I usually hear it called innovative
therapy which is not a label that takes it from
undew protections altogether of protocols and
infaemed consents and IRBs and those things and the
likes So -- okay.

17 PROF. CHARO: Related to these, by the
way ,18Jonathan, there is an unspoken, undiscussed
quesion underlying a lot of this about the notions
of obinical apropos.

21 In many places, in the draft, there are
moments where it is appropriate to talk about the
expestations of the iInvestigators in terms of the

likekihood of benefit to the patient.
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1 And undiscussed though is the kind of myth
of research which is that the investigators exist iIn
a moment of true apropos generally don®t have a clue
of what"s going to happen.

5 And that in turn is essential to the
justsfication of a fair amount of a randomization
that 7goes on with or without placebos, randomization
among control placebos.

9 And yet, here, we are demanding that we no
longer think about this as a situation of clinical
aprapos.

12 But as soon as you do that and as soon you
acknowledge certain expectations, there are a
varirgty of concerns that arise of how soon you break
the blinds about how you soon you inform people
about preliminary indications of messages that they
can e re-consented to continue in a randomized
fashison as opposed to demanding access In a more
clinecal therapeutic mode, etcetera.

20 I think at some point, we need to at least
ackmawledge the underlying challenge this poses
thraaghout here.

23 But 1t"s not Jonathan®s field, but it"s

one 2that very much applies.
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1 Finally, and 1 have a feeling you guys are

going to get --

3 (Laughter)

4 DR. CHILDRESS: Which guys?

5 (Laughter)

6 PROF. CHARO: In the discussion -- and
this7goes back to Alex®"s -- justifications which 1

think was very well taken.

9 In both the area of children and iIn the
areawoof incapacitation, I want to say incompetent as
a kimd of broad category of subjects, we constantly
are pustifying the imposition of risk, whether i1t"s
minmgal -- over minimal or more than that based on
the meed to have this research done for the benefit
of abl society.

16 And this is absolutely true. But I think
that7-- my personal inclination is that we"re going
to b more credible if we actually acknowledge very
openby and handily exactly how that -- what that
argument means instead of dancing around because |
think we"ve danced a little bit in this draft.

22 It"s a medical draft. It"s exactly what
it 3. It"s a draft system. We draft people who

are uniquely capable of defending the United States.
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1 And these are people whether it"s children
or people who are incompetent with illnesses that
can"t be treated -- can"t be researched iIn any other
groug of people who are being used without any issue
of tkeir ability to volunteer.

6 It"s a draft. And 1 think you have to
acknewledge that openly and then justify it openly
becagase, number one, I think you can only gain
credebility if you don*t give people the chance to
say they weren"t really to acknowledge the hard
issue underneath this.

12 And 1t"s just as true for children as it
is fior the iIncompetent.

14 And the second is 1 think it does begin to
openisup one®"s mind, and we will discuss this more
wheniswe talk about benefits and risks, to the
equities of the situation.

18 IT you think of It as a draft, then the
benefits to the larger society may be one part in
terms of the patient, but there may be a need to
prowide benefits to these people directly.

22 And even 1T you can"t benefit them through
the Besearch, maybe you have to put them into an

institution that is a four-star hotel version of a
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hospital for their illnesses, just like we give
veteean benefits for people who have been drafted
into3the Army or the old draft, you know.

4 There is a notion in the property area of
takinag where the government is allowed to take
property only where there has been a quid pro quo
for It.

8 And we are being very nervous about saying
thisoin the area of human beings because it comes
veryloclose to saying we could draft a portion of the
population to serve in, you know, involuntary
servietude to the rest of us.

13 But that is precisely what we are talking
about . And 1 think if we were to say it as boldly
as tisat, we might be willing to then, It we"re going
to jastify it, be much more generous in what it is
we think these people are owed in return.

18 And maybe, then, make 1t something that is

morevequitable In the end.

20 DR. CHILDRESS: 1I1t"s Buck versus Bell.

21 PROF. CHARO: Oh, no, that"s not fair.

22 DR. CAPRON: 1t is Holmes®™ famous
langgage. | mean, having looked at the statute on

inveluntary sterilization, he said, how can a nation
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thatiasks so much from its finest not ask this one
smal bk sacrifice of giving up reproduction from those
who are impaired?

4 DR. CHILDRESS: And who want experience in

the sacrifice anyhow.

6 (Laughter)

7 DR. CAPRON: That is interesting. It is
Holmes™ explicit language. 1 made reference to it,
but 9-

10 DR. CHILDRESS: All right. Are there any

othar reactions?

12 (No response.)
13 DR. CHILDRESS: 1 had anticipated more.
14 It seems to me that if one works i1t out

along the draft model, you have to deal especially
withiethe kinds of recommendations here with the role
of ascent/descent with others actually being able to
givesauthorization or not and with then the
direotion of the recommendations for the benefit for
thi=sogroup of subjects as i1t applies.

21 And so there are certain kinds of
resteictions being built in that would make It --
the m»ld technology less --

24 PROF. CHARO: They make the draft more
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tolerable, but in the end, i1t is still involuntary

dragging people into the service of others.

3 VOICE: Not voluntary.

4 VOICE: Not involuntary.

5 PROF. CHARO: Nonvoluntary.

6 I just don"t think -- 1 don®"t think you

can avoid the kernel here.

8 And dancing around by making it as a
limited group and as pleasant experience as possible
doesn"t get around the kernel of the objection.

11 And although you do acknowledge i1t, you do
it In a sentence that comes at the end of a little
paragraph.

14 And then, you go, but the little side
benefits will also be mentioned as the answer. And
theng you move on to the next subhead.

17 And 1 mean, | just think that unless we
are willing to say, yes, that"s exactly what it is
and tdere is why we think i1t is tolerable and justify
it. 2o0Well, here are all the things we are doing to
makelit as inoffensive as possible. And do it very
up Peont. It makes us vulnerable.

23 DR. CAPRON: I think the issue i1s a

basm underlying issue that has to be addressed.
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I"m not sure that you advance the average reader"s
abilety to address it by making an analogy to which

there will be so many objections.

4 PROF. CHARO: Right.

5 DR. CAPRON: Let me add.

6 PROF. CHARO: You mean, iIn the draft?

7 DR. CAPRON: Yes.

8 PROF. CHARO: Oh, no, you can drop that.
9 (Laughter)

10 DR. CAPRON: Okay. Well, let me just add

one more which would be supposedly when we have a
drafit, 1t is a result of somebody we recognize, a
natmenal authority concluding that this particular
demamd is appropriate to be made.

15 I don"t think the same thing can be said
of tieis area of research. Certainly, we have public
fundirtng for it.

18 And you might say that that is part of it.
But a2 lot of the research is not publicly funded.

20 And I don"t think we can put aside who
decdes for a variety of reasons. They would want
to gn ahead of a particular project in the same
poskion as the Congress and the President who are

muchke4more publicly accountable for something like
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thatiand where the decision is much more likely to
be seen as something which we all have a right to
say gea or nay to.

4 I mean, you see the point.

5 And so In a way using the depth analogy
for eur own thinking might help us to tease out some
of the elements that are not comparable which become
rather important.

9 PROF. CHARO: Sure. |IT only because they
makeloit seem even more outrageous. There hasn™t

beenia national decision.

12 DR. CAPRON: Right.

13 PROF. CHARO: There is not a national
impemative. It is not being done with national
rules.

16 DR. CAPRON: Yes. All right. Okay.

Okayiz And the other thing 1 don"t know on what
basus whether it was rhetorical or hyperbolic or
whatisabout the rear efforts to the equivalent of the
fourestar hotel for the hospital.

21 But in a certain way, one of the problems
that2have arisen in this area and other areas of
research, like research for prisoners, has been

precmsely offering the good accommodations, the only
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decent accommodations In some cases to the people
who would agree, quote, agree, to do this to be
research subjects or -- 1 mean, the example and all
the prisons where the medical research world was the
onlysplace where you had any chance of not being
raped and assaulted. So --

7 PROF. CHARO: But the problem there is not
in geving people good accommodations.

9 DR. CAPRON: 1t is under inducement.

10 PROF. CHARO: It is iIn the absence of good
accammodations generally.

12 DR. CAPRON: Yes, exactly. But that"s

certainly true iIn the view of some people for the

patients.

15 I mean, i1t"s a further --

16 PROF. CHARO: Right.

17 DR. CAPRON: Illustration of there i1s no
goodsalternative.

19 PROF. CHARO: Right.

20 DR. CAPRON: If you don"t have funding for

the 2irug and the only way you"re going to get it is
to gn into this. 1t is the same kind of --
23 PROF. CHARO: Well, that"s why when we get

to the benefits section, | think we do need to talk
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a lot about these kinds of issues.

2 DR. MORENO: Jim, this is on point of your
discassion.

4 DR. CAPRON: Yes.

5 DR. MORENO: There is a historical tale to

be teld that helps to embody your intuition. And
that7may be done in the following way.

8 The degree of acceleration in the use of
humam subjects in research happened during the
secand world war when the notion of conscription in
a nakional/side service vein, something like your
homei2site became well recognized and accepted.

13 And there i1s a sense in which some of that
sensiebility slopped over to the early cold war
peruwsd I"m writing about now In this area.

16 So there actually i1s some sense to be made
histwrically of your proposal.

18 But 1 think Alex is right that this needs
to he drawn out very carefully because the lay
reader will not understand the point you said of
constripting people to be iIn research.

22 DR. CHILDRESS: David Rothman®s piece iIn
the New England Journal, for example, doesn™t do

thats
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1 DR. MORENO: Yes.
2 DR. CHILDRESS: I will take two more sets
of camments of a general nature. And then, we will
probably just take an early break and then come back

and talk about the particular areas.

6 Okay. 1 have Eric. And then, 1 have
Harokd.
8 DR. CASSELL: An early meeting deserves

an early break.

10 DR. CHILDRESS: Right.
11 (Laughter)
12 DR. CASSELL: My comment I think really

picks up on the things a number of people have said.
And 1t 1s a very simple one.

15 We are moving away from the understanding
thatsthe function of regulations is the merely the
protection of human subjects.

18 And that movement away from the function
of am -- commission that we know -- but 1"m sure
whatoword goes instead of "protection™.

21 But we are trying to understand the way iIn
which people are both given access and at the same
timesprevent -- harm is being prevented.

24 And 1 think we have to -- | think if the
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gistiof this draft would make a real move, an
inteklectual move i1In our understanding of research
on persons who have difficulty consenting.

4 And I would like to extend that one
furtber that as we go and study what this means,
becaase I think we are really required to do that,

we will find that impairment is present in all of

the sick. | mean, 1 know that because | have
studeed 1I1t.
10 Impairment is present. Thinking

impaiirment is present in all sick persons.

12 And yet, we want to protect them at the
samestime as promote their health.

14 I"m trying to figure out a way to say
thatis 1"m not too sure how, but 1 think it ought to

be. 161 think 1t ought to be.

17 That 1s the --

18 DR. CHILDRESS: 1If we think about it at
all 19

20 (Laughter)

21 DR. CASSELL: 1 had said the creative use

of language is one of the functions of philosophers,
to gBve new words.

24 DR. CAPRON: And commission drafters as
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well1l
2 DR. CHILDRESS: Anything else?
3 Harold.
4 DR. SHAPIRO: Well, one of my comments

realby picks up exactly 1 think what Eric was
saying.

7 And that is this is a population which as
a number of others have mentioned, can be
stigmatized in very unfortunate ways.

10 And one of the ways our report may help in
thatuparticular regard is by noting that really all
of these problems fall on really all sick people.
It"s3just in a slightly different way.

14 And their vulnerability, their capacity to
makeisdecisions to their own best interests, their
indusement to try to find something because they are
veryizdesperate or whatever it iIs, In my view own,
it"sisfor many of these cases matters of some degree.

19 So it might be that we can find a
franmwork like that which shows that these people

likelall other people In cases.

2 PROF. CHARO: Right.
23 DR. SHAPIRO: Who have very particular
symptoms and very particular -- so that just might
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be helpful.

2 It 1s right along the lines that Eric was
suggesting.

4 Another suggestion is there iIs a question

of fact. That is Alzheimer®s was mentioned earlier
on. 6

7 What is in fact going out there? What is
going on at NIMH or anywhere else? Or what are the
researchers feeling about this, that, and the other
thing which are very important?

11 There are some issues we cannot decide
withaut knowing more about the facts.

13 Running over a series of iIssues are
prohably not fact dependent which are dependent on
how e feel about individuals and how they ought to
be tbeated whatever their circumstances.

17 And then, it also might be helpful as we
go tlarough this and try to organize this to
undeestand better which things we"re saying really
depexnd on some finding that we still -- on which
depend on a set of arguments which you would like to
mourek which iIn some sense stand independent of
exackly what researchers or others are doing out

thera.

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



112
1 That it may or may not helpful. [I"m not
sure2 But it seems like i1t helped me as I went

throagh this draft to try to distinguish those

things.
5 On the issue -- one of the thing that
comes up during -- as | read this report, Jonathan,

sometimes, | was not clear whether we"re dealing
withsrather it is called innovative medicine,
expepimental medicine, whatever i1t Is versus
research.

11 In some of the examples, 1 thought that
you dealt more with how people ought to behave in a
clingcal situation, some of the material of some
orgamized research.

15 And 1 think 1t"s iImportant for us to be
cleas what i1t 1s that we"re thinking about in that
sensi.

18 Finally, just to the issue of access, as I
undelestand the points made here about expanding the
noton or framework around which we are going to
disauss this, 1 think that is useful.

2 But access to treatment, appropriate
treagment in the clinical context is very often held

baclksas much by a doctor®s unwillingness to adapt
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whatiis already shown to be useful is probably the
biggest single access problem that we have here.

3 That probably lies beyond our scope of
concerns here because we have not taken on the whole
system 1 don"t think.

6 But that probable is as important as any

other thing when it comes to just access to care.

8 DR. CAPRON: Can 1 ask a question, John?
9 DR. CHILDRESS: Sure.
10 DR. CAPRON: If the point of talking, as

you mere and as Eric was right before that, about
the eomparability in terms of vulnerabilities of
peopbe with different illnesses, given the fact of
illness iIs to say that we ought not too quickly to
makelsthe move of saying that we want to step in and
protect which is basically a way of saying we want
to take away your own role in protecting yourself
and supplant it with somebody else.

19 Then, that makes sense because then what
we awe saying is if you really follow that line, you
would be doing the same thing for every heart
patnt and every kidney patient and so forth.

23 But if the point is carried too far, 1

think i1t does miss something which is a reality
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about that stigmatizing role of mental illness.

2 And maybe, some of it has to do with the
frustration that so many of these things for long
time4seem so intractable.

5 But maybe it"s also due to the way in
whicla people®s mental illness is more disruptive of
my l¥fe than their physical i1llness usually is.

8 I mean, 1if 1"m dealing casually in the
street or in my work place or something with
somebbody who is mentally disordered, it is likely
thatiiit is going to be more bothersome to me.

12 And 1™"m going to be more annoyed about it
and ibess forgiving. 1°m not bragging about this.
I"m maying 1 think the reality is like that, than if
the person were suffering with cancer.

16 And we are equally, you know --
accammodations were required.

18 And 1 think that that risk, that that
widespread conclusion is going to affect the way iIn
which this really plays out and what kinds of things
get zione that in stepping back from it don"t seem as
though they should have been done, and the risk that
we ase taking and the harm that was done gives me

pause about how that argument iIs used.
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1 And contextualizing it, when 1t"s used for

one purpose, 1*m comfortable.
3 When it"s pressed to the next step of sort

of saying maybe too much is really being made of all

of this. It"s really not so different than and so
fortha.
7 Jonathan, 1 thought, overstated it when

kindsof said i1t would truly allies this to compare
thisoto the problems that occur to anybody in
ilIness.

11 I don"t think it trivializes. 1 think
there is a good use to be made of that.

13 But 1 think at some point, it denies what

iIs 4 what has set this area apart.

15 DR. SHAPIRO: 1 agree with you.
16 DR. CAPRON: Okay.-
17 DR. SHAPIRO: I don"t have any problem

withswhat you said.

19 DR. CAPRON: Okay.

20 DR. CHILDRESS: 1I1t"s just finding the
righet balance of this.

2 DR. CAPRON: Yes.

23 DR. CHILDRESS: As 1 said, we have Alta

and 2kthen Trish.
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1 And then, 1 would see -- we"ve had fairly

statements, most of them were written.

3 I was going to say, if you have anything
else4to add or -- and then, we will take a break.
5 PROF. CHARO: One thing that I*m concerned

about 1s around the table, the sense 1"m getting
that7there is a consensus developing that we ought
to meve to a model that protects access more so than

is carrently protected.

10 I just thought 1 would give you a
foremarning.

12 (Discussion)

13 PROF. CHARO: Excuse me? It has -- right.

I"m mmot there yet.

15 My inclinations are still to be focused on
protection.

17 DR. CHILDRESS: Right.

18 PROF. CHARO: And even at the risk of

denyibng access to people who desperately want it and
don™ have good options in the clinical therapeutic
area] because until we"ve got complete confidence in
the procedural implementation, that"s at the local,
the 22RBs, their staffing and their capabilities

thraughout that country and our confidence
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procedurally at the federal level iIn terms of
overgight with either OPRR iIn its current location
or asdifferent offices that iIs set up to go oversee
thing for the government.

5 I am extremely nervous about anything that
thateis a way to a highly protectionist approach.

7 I recognize the cost. And I don"t
disceunt them. But not only do I think there is a
realorisk of abuse to subjects with the numbers on
bothosides being unknown and unknowable, but there
is athuge issue of public confidence and the
research endeavor as a whole and the credibility of
research.

14 So although obviously everybody here 1is
opensto discussion, 1*m not really yet to jump on-

board to say we need to be moving to a less

prot@ctionist --
18 DR. CASSELL: But --
19 DR. CHILDRESS: 1 think it"s a balance

ISsuw® again.

21 PROF. CHARO: Right.

22 DR. CHILDRESS: And I didn®"t hear anyone
say 23-

24 PROF. CHARO: I know --
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1 DR. CASSELL: But rather 1 am trying to
find2some like this because we didn"t have enough.

3 (Discussion)

4 DR. CASSELL: Not just balance, but how to
-- hew do we meet both needs, you know.

6 PROF. CHARO: Well, but the thing is,
you know, a research protocol is not the place to
get Ereatment.

9 And to try to guarantee access through
research to treatment options 1 think is a
fundamentally bad idea because research protocols
are being designed to test scientific theories.

13 They are not being designed to provide

carei4to patients.

15 IT for some people, there is a therapeutic
-- 16

17 DR. CHILDRESS: But --

18 PROF. CHARO: I think that"s incidental.

But we can"t make that a goal.

20 DR. CASSELL: No, no, no. The research
protancol i1s the place to get treatment for melanoma
becamse there is no other effective treatment
whatsoever.

24 And the reason for being in the research
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protacol is that your treatment at least will not
only2serve you, but it will also serve the --

3 DR. DUMAS: But, see, 1 would argue for
accegs for a different reason.

5 DR. CASSELL: 1In general.

6 DR. DUMAS: And that is that there are
groups of the population that may have problems that
are peculiar to a particular group.

9 And they should have some options for
studying and understanding those problems better.

11 PROF. CHARO: But that -- right. |In order
to make the scientific information generalizable to
evergbody, you need to make sure that all of --

14 (Discussion)

15 PROF. CHARO: All of the groups are being

recrsited and used.

17 DR. DUMAS: Right.

18 PROF. CHARO: So that your data is
valuable.

20 DR. DUMAS: Now, that is the access that

I"m ztalking to which is different from access for
treatment for a particular problem.
23 PROF. CHARO: Right. 1™m not

unsympathetic, Eric. 1It"s just that, you know,
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we"ve got a problem already here in which people are
being enrolled in research under the impression or
with3the secret and undeniable hope that they are
going to get treatment out of it.

5 And 1 hate to exacerbate that because it
iIs -6 that i1s one of the key elements in the
probtems that underlie this area generally.

8 DR. BRITO: 1Is that a problem of
perception? Or is that a problem of -- iIn order
words, 1T people know that -- if it iIs made clear to
somenne that they are not necessarily going to get a
thernapeutic treatment, then is it wrong to use
research as a means of providing care?

14 PROF. CHARO: I think what ideally would
be hetter would be to focus on how to move things
out 1snto treatment more rapidly when there are no
good7rtreatment options in existence, how to more
rapudly disseminate research into treatment against
the wackdrop of bad treatment.

20 That might be a more appropriate way to do
it, but just -- but doing It --

22 (Discussion)

23 PROF. CHARO: Really research protocol is

a bamk door of clinical care that carries with it
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huge iproblems.

2 And I just -- 1 resist it with every bone
in mg body. 1 resist going that route.

4 DR. CASSELL: Well, what you do is not go

thatsroute. Just find an alternative.

6 (Laughter)

7 DR. CASSELL: That both provides treatment
thatsis justifiable and protects the person from the
unceptainties that go with the treatment. And just
go thhat route. And then i1t"s solved.

11 (Discussion)

12 DR. CAPRON: I think the argument -- there
realiby remains an argument, despite the wisdom of
whatiayou just said that that notion of protecting
the ®ndividual from the risk that goes with unknown
treatment 1s the way we have chosen to resolve that
uncewtainty, saying we will be on the side of
protwcting the person.

19 And they had better protect it if they are
in aoprotocol which is likely to yield results.

21 I think Alta is simply saying one could
raise the argument that they are better protected if
theysare not in a protocol and only their own

indixidual needs are being addressed.
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1 Granted that one result may be that they
get a treatment which with all the attention to
theig individual needs turns out to be harmful to
themsin ways that people would not anticipate.

5 And they are worse off than if they had
beeneon the placebo or on a control trial.

7 So I mean, that i1s still a choice. It 1is
an eshical choice that we prefer to put our emphasis
one way or the other.

10 And 1 take that to be what Alta is
raisiing. And this is simply not the only context,
but ®his is a simply a good context in which we
woulbd draw attention to this that there is a
competing paradigm that is getting attention.

15 And the one answer in the AIDS area has
beensthat when they set up protocol, they set up a
paraklel tract for people who do not get the drug as
an umtested, innovative therapy rather than as a
protocol.

20 Now, then, people say that is going to
ruireithe protocol itself because the people selected
to gn into that will be a biased group. And it will
leave us, you know, all these kinds of issues arise.

24 But it is an alternative approach.
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1 And I certainly -- 1™m not sure I™m
willeng to say it"s a good approach yet. 1 mean,
I"m sort of troubled iIn the same way.

4 But if the people that we had heard from
hereshad all been people who had been offered the
sameetreatment it there is no other treatment for
their disease, individually calibrated to them where
theyswere never going -- the next step was not going
to be taken.

10 They were not going to be automatically
titrated up or whatever, but i1t was always going to
be just adjusted to them.

13 Or they could have gone into the research
protwcol which has the advantages of being more
scientifically rigorous and so forth.

16 Then, 1 think some of the issues would not
arisg. It would be at least very clear to them that
whenisthey go into the research protocol they have
rejeoted what"s being offered to them as an

innagative individual treatment.

21 But now --
22 PROF. CHARO: I just --
23 DR. CAPRON: Whereas, now, they go into

what4is the research protocol. And some of them or

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



124

many 10f them think they®re getting the individual

treatment.
3 PROF. CHARO: Right.
4 DR. CAPRON: But Alta"s point, |

undesstood you to be saying it goes beyond the
question of whether they are consent or they are
confused about this therapeutic misinterpretation.

8 DR. CASSELL: I also accept that what
you"pe suggesting is that the way it exists now does
havelothese dangers.

11 Alta is saying that the dangers are so
realthat there ought to be a way to get treatment

that3is individualized to you.

14 And now, 1 say, okay, now bring them
together.

16 DR. CAPRON: Okay.

17 DR. CASSELL: You just offered one

altesnative, the AIDS mode. Bring them together.
We amght to be able to figure out either a way to
brirmg them together or a route towards a way to
brimy them together.

22 DR. CHILDRESS: This gets back to the time
thats3l suggested to Alta that she actually prepare

some4paragraphs, but i1t"s now up to a few pages.
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1 (Laughter)
2 DR. CHILDRESS: But you really need to get

thats3on paper for us to discuss more. Okay.

4 All right. Just three quick comments.

5 Trish.

6 And then, we will take a break.

7 PROF. BACKLAR: 1 just want to remind us

thatsat our last session, we heard from people who
talked about well known centers of research, one
areaothat we have never heard from.

11 This is why I™m very interested in what
Altaizsays about the issue of protection. 1 am very,
veryisconcerned about it.

14 One area that we have never heard from are

whers research protocols are going on outside of the

universities, where they go to sort of off -- IRBs
thatizare -- that basically are not being very
carebul .

19 And I mean, these research centers, so to

speak, that are outside universities.

21 And nobody is really finding out what 1is
goimg on. Occasionally, we read about it in the
Wal b3Street Journal.

24 So these issues of protection are very
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important, not just --

2 DR. CASSELL: No, it"s not the Wall Street
Journal. It"s a wonderful paper.

4 (Laughter)

5 DR. CHILDRESS: Associated book reviews,

probably look at interests there.

7 Okay. Rhetaugh, any last word from you
for this part, for our general discussion?

9 And then, we are going move into
partwcular areas.

11 DR. DUMAS: I don"t have very much more to
add.12 1 think most of the concerns that 1 had have
been3voiced by other people.

14 I felt that most of the issues that 1
woulbd be concerned about are here. They are
embedded in the content.

17 And 1 think that speaks for reorganization
and mighlighting certain areas to hit the points
thatiowe have mentioned here.

20 And anything else that comes to my mind, 1

wilbiwrite it out and send it to you.

2 DR. CHILDRESS: Okay. Thanks.
23 Do you have a final word?
24 DR. BRITO: We are going to discuss the --
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1 DR. CHILDRESS: Yes, we are going to go to
the particular areas after this.

3 DR. BRITO: I was just want to say that I
think part of -- 1 hear what Alta i1s saying. And I
agrese with a lot of it.

6 A lot of 1t I™m resisting because 1 think
it"s7such a complex issue. And 1 think that"s part
of i1t.

9 What Alex said about the -- made me think
about the public testimony, what he said about the
AlDS1itrials, etcetera.

12 One key element there, it may be
simpkistic, very pollyannaish in a way, but 1 think
it si4something that we don®"t need to lose focus on
is tbat a lot of the problems with research that we
heard in public testimony has to do with deception,
you know, when people feel they have been deceived
and mot been explained things.

19 I don"t know if we have controlled for
thatowhen we"re writing regulations or
recammendations for regulations.

22 But 1 think that is a key element. For
instance, if somebody goes to and decides to go a

certain way with the AIDS medications, etcetera,
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theyiknow -- assuming they are not cognitive
impakred at the time.

3 They know what it is they are doing.
They2re making that decision. And that becomes a
verys-- the nature of dealing with this population
likeesthis.

7 But what 1 was hearing in public
testemony, most of what 1 was hearing, the problems
wereowith the way people were treated, not the fact
thatiothey were research subjects.

11 You didn"t really hear much about the --

12 DR. FLYNN: It"s important to distinguish
the problems at the ethical level and the problems

at the clinical care level.

15 And sometimes, those get very confused.

16 DR. CHILDRESS: Right. Okay. Thank you
verylrmuch.

18 I think it has been a very fruitful

discgssion, lots of good ideas, important ones for
reshlping and restructuring parts of the report and
in getting the directions clear and so forth.

22 We will come back right after break. And
let™s shoot for 10 minutes. Be back at five "“til.

Okayes
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1 DR. CAPRON: The break is exactly on your
schedule.
3 DR. CHILDRESS: 1 know, but we are going

to be faster.
5 (Whereupon, at 9:44 a.m., the

meetsng was recessed.)
7

8
AFTER RECESS

10 (10:07 a.m.)
11

12

13 DR. CHILDRESS: Okay. The meeting will

comeldto order. Thank you very much.

15 So much for asking you to be back at five
"tilis 1 didn"t even realize what time it was until
it was five after. But thank you for getting back.

18 And we are going to cover three areas.
And 1#*m not as concerned about the time, but we do
haveoto move along fairly efficiently.

21 But a number of these issues have been
already been flagged in some way in our larger
discassion.

24 And now, what we want to do is talk about

threxs general areas in the report. The Ffirst is the
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decigion impairment and incapacity and informed

consent.
3 And then, the next is risk and benefit.
4 And then, the last would be special

procedures on sections as advanced directives and
the bike.

7 And here again, 1°ve asked particular
indigiduals to kick off the discussion.

9 And so for decision impairment and
incapacity and informed consent, Arturo first and
theniEric.

12

13
CONT:aNUATION OF DISCUSSION:

RESEARCH WITH DECISIONALLY IMPAIRED SUBJECTS

16 (ISSUES); CONCEPT OF VULNERABILITY

17

18

19 DR. BRITO: 1In Chapter 2, Decision
Impadrment and Incapacities, some important issues

werelraised, particularly towards the end where

ther®2 is a distinction made between impairment and

incapacity.
24 The problem I had with it was 1 think
maylm the order could have been -- the way it was
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organized does not maximize the information there.
2 And with a couple of the subtitles, I had
a little bit of problems with the names in
particular.
5 Alex has already discussed one. And the
pathelogical decisional impairments, the phrasing of
that 7maybe is a better wording for that because that

doesshave negative implications there.

9 DR. MORENO: I1"m sorry. Which one was
that®@

11 DR. BRITO: Pathological decision
impagkrments.

13 DR. MORENO: Right.

14 DR. BRITO: Referring to the --

15 DR. MORENO: Right. Got you.

16 DR. BRITO: Okay. And then, chronic
impafrment, 1 understand the distinctions you are

trying to make here, but 1 guess the confusing thing
for me is that you can have chronic condition, but

thatodoes not necessarily involve chronic

impairment.
2 DR. MORENO: Right.
23 DR. BRITO: And I°"m not sure that was as

clear as i1t could have been. And that includes a
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chronic mental health 1llness. That does not
necegssarily mean you have a chronic impairment. So
somewhere in there, that needs to be more clear.

4 DR. CHILDRESS: And that would fit with

wellswith Trish®"s and others concerns this morning,

too.6

7 DR. BRITO: Right.

8 DR. CHILDRESS: To draw distinctions.
Thank you.

10 DR. BRITO: The introductory paragraph, 1

thought the important point there, the second
sentence, those with cognitive iImpairments are not

alwags impaired with regard to particular sorts of

deciugions.
15 And those are not specific. Ildentifiable
cognstive may never -- | guess that goes along with

whatizl*m just saying here.
18 So I think that"s a real important point

to kmep that in there and to emphasize that a little

bit awore.
21 I don"t know how detailed you want to get.
22 DR. CHILDRESS: Basically, I would suggest

the 2&hing In terms of the key ideas and concepts.

Any 28uggestions for organization, moving dots.
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1 DR. BRITO: Okay.

2 DR. CHILDRESS: We"re looking for detail
In sentences. Let"s do that.

4 DR. BRITO: So basically what 1"m saying
is Islike the tone of this chapter, except I think
someeof the wording, as | said, and some of the
subtitles and the organizational.

8 And maybe, do a little more discussion of
the difference between impairment versus incapacity
ear hoer on.

11 And then, a little polishing of the
chranic impairment subtitle In that subsection.

13 DR. CHILDRESS: Okay. And we did have
anotiaer suggestion about the role of the family.

And that particular section is better placed

elsewhere.
17 DR. BRITO: Right.
18 DR. CHILDRESS: Harry.
19 DR. CASSELL: Well, I want to focus on one

poiret which i1s not very clear enough here is that
the xxapacity to make decisions here is of a
partkcular kind.

23 And it iIs the capacity to make decisions

in waich oneself i1s involved.
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1 And that is the thing that makes it
different. For example, It Is easy to demonstrate
thats3sick people are unable to be centered in the
same4way that healthy people are.

5 And you can show that. [1"ve never done
thisewith people with a psychiatric illness, but I
am paesitive that it will come out the same way and
withsenough force.

9 You can show a person one day post-
operatively from a big enough operation of child
block A, B, C, D block.

12 And show them all sides. And then, put
the 18 side to them and ask them what®"s on the
oppagite side. And they can®t tell you.

15 You can show them a picture, a thing where
ther® 1s a picture on one side and a picture. And
theyirare really quite striking pictures.

18 Turn them around. And they can®t you
whatids on the other side.

20 And the fTailure is not a failure of
memaxy. It is a failure to be able to see anything
fromxza perspective other than where you are at the
momexnt.

24 Now, those are crucial in this kind of
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decigionmaking because this is what you brought up
before.

3 So at the present time, 1 am working with
some4lawyers. This has a lot to do with people®s
abilsties to make wills and so forth when they sick
or te change their will when they are sick. And the
legat standard has no applicability whatsoever to
sickness.

9 So I am wondering whether we don"t have to
acknowledge the special nature of this incapacity if
it 18 present or the appearance of capacity when it
is absent in which we may not begin to able to have
to say that particularly with certain groups of
people they have to demonstrate the capacity.

15 Otherwise, the person should not be making
the decision.

17 Actually, there are also ways around this
prokikem. You can help somebody who can®t have a
perspective see the other side.

20 But that requires a different stance on
the part of the investigator than simply getting
permession, the thing that Alex brought up earlier.
And 2&hat"s not clear either.

24 What is the investigator®s place in
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determining capacity and enhancing capacity and so

forth?
3 DR. CHILDRESS: Anything else?
4 (No response.)
5 DR. CHILDRESS: Okay. 1t"s open for

discassion on these central ideas.

7 Alta.

8 PROF. CHARO: A question, since It has
beengso difficult to come up with clear categories
of pwogressive degrees of Impairment or complete
incapacity, what is the purpose in avoiding the
categories that are currently used?

13 That is simply competent and incompetent
withi4a single break line distinction.

15 We know that i1t is difficult to identify.

But 18t has been used consistently.

17 What is the purpose in not using that
category?
19 DR. MORENO: Well, maybe, 1"ve been

reacdddng too much of the literature and, you know,
the yradations of confidence iIn the translation of
the zompetence language to capacity that is so
popwkar In bioethics.

24 I guess 1 wanted to try to exhibit a

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



137
little more subtlety than that.

2 PROF. CHARO: For purposes of
undeBstanding the problems, 1 thoroughly appreciate
the need to be more precise.

5 But when it comes to translating these
concerns into suggestions for regulatory approaches,
I guess the questions is whether or not is that what
one might want to re-collapse things for the sake of
-- 9

10 DR. MORENO: I think that the draft of

chapter 7 does that.

12 PROF. CHARO: Okay.
13 DR. MORENO: I think in fact.
14 DR. CHILDRESS: Is it one reason for

avording some of the discussion of competencies and

incaspetencies frequently that is tied to legal

adjudication?
18 DR. CAPRON: Yes.
19 DR. CHILDRESS: So is that a good reason

for avoiding the language?

21 DR. CAPRON: I would have thought so. 1
mearez 1 am --

23 PROF. CHARO: This was not an argument.

This4awas a genuine question.
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1 DR. CAPRON: It was a genuine question.
Okay2 There is the notion that competence is a
legak, judicial interpretation.

4 The whole development of the somewhat
awkward language about decisionmaking capacity was
thateit was supposed to be more clinically oriented,
done 7by physicians, nurses, and others in hospitals.

8 The second thing is that although this is
not biterally true that a finding of incompetence is
glohal .

11 Usually, a finding of incompetence is not
suppased to be global, but often ends up being
treaked that way.

14 Again, the lovely list that Trish had
about fluctuating, perspective, limited, and
complbete iIncapacity suggest that that would be a
wrong approach and to the extent one would have to
Tight the competency determination to get that out.

19 I would think that would be a --

20 PROF. CHARO: Let me just put on the table
and keep 1n mind that whether or not it would be
valuable to return to a more simplistic language
thatstracks legal definitions, but they tend to be

legaek, | agree, may in turn depend upon the basic
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direction of the regulatory proposals.

2 IT one"s goal i1s, for example, to be
highBy protectionist, then one can say that people
are going to frequently be considered incompetent if
theyshave any of these versions of impairment or
incapacity at any time.

7 And that if you then have protectionist
regubations that basically make it very difficult to
enrobl people who are incompetent, what you have
donelois you have now made a very clear exclusionary
zonewitfor large numbers of people.

12 I mean, the choice about whether or not to
use khese broad categories may in turn depend upon
whether we are trying to exclude large numbers of
peoplke are selectively allow some people to
partscipate, but only if they are able to exercise
thewr control on their own of their own situation.

18 DR. CAPRON: 1 think I agree with the
trust of what you"re saying which is the definition
you aAare using depends in part on what purpose you
are ZArying to serve by the definition.

2 PROF. CHARO: Yes.

23 DR. CAPRON: And it does get us back to

thatsearlier conflict of paradigms.
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1 In the treatment area, 1 think it has been
true2that a lot of people and who act as mental
health advocates have resisted findings lack of
decigionmaking capacity or incompetence because it
means that the person just loses their say in what
is geing to be done with them.

7 In this area, as you have just suggested,
iT yeur major thrust is protection, then the fact
thatothe person becomes ineligible for research is
dechared a victory. You have protected them from
the harms of research.

12 PROF. CHARO: Right.

13 DR. CAPRON: But to the extent that there
IS this other current, and not saying that we
deciged how much of that we are going to endorse and
how much we are simply going to recognize that it is
therg, where it is an opportunity to get either on a
protwcol basis or on an innovative treatment basis
access to, then perhaps disqualify them.

20 PROF. CHARO: That"s a good point.

21 DR. CAPRON: Right. But then, the further
quick note is 1T you are plugging that Into a system
which has an alternative method for approving the

research, that is to say with this kind of surrogate

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



141
or with this kind of advance directed we could still

go farward.

3 PROF. CHARO: Yes.
4 DR. CAPRON: Then, i1t becomes less
cruckal. It becomes the reason to go to that

altesnative method which the individual has already
selected or is comfortable with.

8 And 1t 1s not the disqualification.

9 And then, it becomes much less important
thatiowe be able precisely to define what incapacity
or mmcompetence iIs or how exact the method is by
which 1t is determined at any one place.

13 PROF. CHARO: One more sort of footnote to
add mhat, too. If you went to a more global, large-
scaks notion of iIncompetence/incapacity, you could
nonetheless to the rules that apply there say that
oncel7this category has been achieved, what is
triggered i1s your incompetence for making so low
decusions to consent.

20 In other words, you have now triggered the
needi1for secondary -- a second person to be
invakved.

23 DR. CHILDRESS: And you still have the --

24 PROF. CHARO: But you may always be
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considered despite these incompetencies fully
competent to object.

3 And so that in the substance of what
entitlements go along with this category, sort of
things that can affect whether or not you should use
Tfewep categories that are obviously imprecise for
the gake of simplicity of administration or whether

you meed to try and come up with much narrower

identifications.

10 DR. CHILDRESS: Jonathan, do you want to -
- 1u

12 DR. MORENO: 1 think that is consistent

withisthe direction of the draft recommendations
alsas

15 DR. BRITO: I have a question for Jonathan
about the references here, the sliding scale
apprwach to decisionmaking determination. Can you
elahwrate on that a little bit more?

19 DR. MORENO: What page?

20 DR. BRITO: Page 31. Because 1 think that
miglet help with the --

22 (Pause)

23 DR. MORENO: You want me to elaborate on

that4in the text?
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1 DR. BRITO: Well, elaborate now.
2 DR. MORENO: Now?
3 DR. BRITO: Yes, a little more information

about what exactly, how this approach has been used
in the past.

6 DR. MORENO: 1I"m not -- you mean by
clinfcians?

8 DR. BRITO: By clinicians.

9 DR. MORENO: I wouldn®"t claim to be an

authority on how it is to be used by clinicians.

11 DR. BRITO: Okay.
12 DR. MORENO: 1 mean, the --
13 DR. BRITO: The reason I ask is because 1

think one of the difficulties is being careful not
to 45 since this is such a gray area here, | was

curisus to see If that has been successful approach.

17 And I think Trish wants to say something
about 1t.
19 PROF. BACKLAR: Oh, I"m sorry. Alex had

showed me something that we had talked about a few
weeks ago.

22 Actually, the first article that I know
abouwt sliding scale is by a man called Draine.

24 And there were a number of articles in the
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Hastings report and around which were in terms of
clinecal treatment.

3 DR. BRITO: Right.

4 PROF. BACKLAR: And so if you had a bad
coldsand there was some kind of treatment about
thate the capacity to make a decision about that
would be much lower than if you were going to have
an operation on your heart, for instance.

9 So then, you would have to -- then, you
woulbd probably not -- may not be the person to make
the decision about it. Maybe, you would have a
surriagate making the decision because of the
capagity.

14 In other words, the greater the risk, the

higher the bar.

16 DR. BRITO: Right.

17 PROF. BACKLAR: In terms of capacity.

18 DR. BRITO: Okay.

19 PROF. BACKLAR: Does that --

20 DR. CHILDRESS: Another version focused on

the 2issues of complexity and not simply the risk

benefit.
23 DR. CAPRON: Right.
24 DR. BRITO: But 1 thought that was the
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question that Arturo was asking was --

2 DR. CHILDRESS: How does it work?
3 DR. BRITO: How does it work?
4 DR. CHILDRESS: How does it work? And how

practical is i1t to utilize it?

6 (Discussion)

7 DR. CHILDRESS: In relation to what Alta
was saying.

9 DR. BRITO: Can you rephrase the very last
thing you said about the -- just rephrase what you
lastiisaid?

12 PROF. CHARO: That you could large, fairly
imprecise categories, such as incompetent and
competent or incapacitated and fully, whatever,
impakred and not impaired.

16 DR. BRITO: Right.

17 PROF. CHARO: And then say certain
purpeses. Like you®"re always fully competent to
refuse, but you may no longer be competent to
consent alone and need to have a second person also
consenting with you, things like that.

22 DR. BRITO: Right. And who determines the
categories, the person conducting the research? Or

are you free to determine that?
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1 PROF. CHARO: That is Eric"s point which
iIs a2very good one in terms of -- and exactly why
there i1s a lot of concern about the complexity of
the e@ategory.

5 The more complex they are, the more
diffscult 1t 1s to imagine, delegating
respaonsibility for assessing the potential subject.

8 DR. BRITO: Right.

9 PROF. CHARO: And characterizing them
accupately and objectively to somebody who is
closely associated with the protocol.

12 DR. BRITO: Okay.

13 DR. CAPRON: There is reference in here to
one @f Dr. Shindler®s studies 1 think which
indisates that there were 28 schizophrenic subjects,

all f whom were found to have decisionmaking

capacity.
18 I do not know exactly where that was. It
is an example that somebody could -- again better to

use 20t In context of making a point than to have it
as part of this.

2 DR. CHILDRESS: And we will mention some
of the concerns he had or thoughts he had about the

disasssion of impairment and incapacity and consent.
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1 Bill, do you want to raise those quickly
for uas?
3 DR. FREEMAN: It seems -- unless 1"ve

missed i1t that the discussion is limited to the
persen®s characteristics about capacity.

6 And yet, Applebaum®s research suggests
that7it is the interaction of the person®s capacity
withsthe environment or the context of the decision
thatoit is important.

10 So you had a person who could not -- with
schizophrenia who could not make a -- or at least
coubd not understand it, could not reply back what
is tke purpose of the research and stuff and inside
of 113 minutes of a very complicated consent form,
but Bver two days, 30 minutes at a time in small
bites, can end up with that, understanding.

17 The implication there it seems to me, 1
don" know how you -- whether it"s possible to put
thatointo rules and regulations.

20 That®"s a real problem, but certainly the
reabity is that things are much more complicated.

22 And a person with the same characteristic
IS mcapacitated In one context and yet 1is

noncapacitated for the very same research in another
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context.

2 PROF. BACKLAR: There is an important
aspeact of that. He was talking about the element-
by-element disclosure.

5 But also, Applebaum in his research also
noted that just repeating the information does not
help7the capacity to comprehend it.

8 PROF. CHARO: Teachers who have learned
fromotheir students.

10 (Laughter)

11 DR. FREEMAN: If 1 understand, he has not
gotten the results yet on that next point.

13 But it is pretty clear that if you don"t
even4get to the point of being able to say what it
IS yBu haven™t incorporated.

16 So it does seem like the context, if it is

possitble to put into simple rules about a

regubation, I don"t iIf that"s possible or not.
19 DR. CHI LDRESS: Ri ght.
20 DR. FREEMAN: In the context of a

reguiation, it may be inportant to include it.
22 DR. CHILDRESS: W will take one or two
nor e3poi nts and then turn to --

24 PROF. CHARO  Just a question again
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There is a nmention in here, John, of a nelanom
protacol protections in which there is a reference
to al assessnment tool, to assess capacity,
i npauir ment, conpetence. |'mnot sure exactly how it
was phrased.

6 | amcurious. In light of the variability
of the conditions and of the things being studied in
these research protocols, howrealistic is it to
think that there is -- that there are one or two or
three, some small nunber of tools that exist or
could be devel oped that could be used fairly
unifarmy to assess at the nonent at which sonebody
is astually about to get started on step one of the
research?

15 So that whether they were briefed once,
twice, or 15 tines, all at once or el enent-by-
el ement, at the nonent that they are about to start
t he Besearch that one coul d doubl e check that they
realloy are appropriately going forward on their own
st eam

21 Is this a conpletely inpossible thought?
O iz it within the realmof feasibility?

23 DR. CASSELL: It is feasible. It is

feasuble. It is an interesting to that mechani sm
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But gsure, it's feasible.

2 One of the problenms of testing, the
gquesBion is who is doing the testing?

4 s it being done by sonmeone who wants to
showst hat a person has the deci si onmaki ng capacity

in weich case it is one test?

7 (Laughter)
8 DR. CASSELL: O is it, you know --
9 PROF. CHARO. Right. Well, if it were

possiobl e that some small nunmber of tools that are
availiabl e to be used that are fairly objective so
t hati2t hey are not prone to the expectations of the
persgsn who is giving it, it mght provide a very

ni cei4st andard way for IRBs to say, yes, you can
forward, if on day one, you know, when they show up

at tiee hospital, they are given this test.

17 And they continue to show appropriate --
18 DR. MORENG: There is an exanple. | have
seen9a -- it's probably a provocation study. It was

wi t leoschi zophrenic patients, a quiz at the end of
t he tonsent formessentially that asks them 10, 15
gueski ons about the basic or conditions of the

st udp.
24 And if they get themall right, then that
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is used as one basis for admtting themin the
st udy.

3 DR. SHAPIROC. | have often wondered
whet her anyone has given any consideration to what
m ghtt be a wild idea, nanely, to take people such as
you kave descri bed who pass the test to becone those
who adm nister the informed consent to further
subj ect s.

9 And that would separate them fromthe
i ntewest in the research.

11 And so | don't know. It may be a wld
idea2 |1'mjust asking now if anyone has ever had a

node3 |i ke that. That's all, you know.

14 PROF. CHARO | have never heard of such a
t hi ng.

16 DR. MORENO | think in the H'V context of
wonmem, there are peer -- peers are associated with
thoswe studies. In Brooklyn, that has been done.

19 DR. CASSELL: Well, you raised it. |
meargo but it really raises a very intrigue. |If you

justaistick this little corner up, it raises an
i ntrR2gui ng i dea about protection in general where
peers are better protectors in some regards than

anotder popul ation m ght be
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1 DR. CHI LDRESS: Who are better protectors?
2 PROF. CHARCG Peers.
3 DR. CASSELL: Peers.
4 My daughter who runs a program for
ret asded people who are there, their -- are al

managed by them They manage themall and do a nuch

better job.
8 DR. SHAPIRO: This -- well, | don't want
to dioscuss this schenme. | haven't given enough

t hough to this.

11 This is a mstake of the researcher. In
t hatiocase, they are actually having peers of
clinscal -- who provides the clinical services
appadent|ly from what Lee descri bed.

15 But | was just thinking of all those
i nvalbved, of researchers recruiting their own
subjects, though | haven't had any good practical
advise about how to get around it, so |I've tried to
| earmed to live it with.

20 But as | was |listening to this discussion,
t he da1ssue that came before that there m ght be for
peopke who pass this test -- | wasn't really aware
of tBis test being applied sone tine.

24 Well, that is for another tine. | don't
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want 1to distort it.

2 DR. CAPRON: This is a new version of the
wat c3 one.

4 (Di scussion)

5 DR. SHAPIRO It's pass the test and

becose the teacher

7 DR. CAPRON: Ri ght.

8 DR. CHI LDRESS: Are you wel com ng ot her
conment s?

10 VO CE: |'mactually heading toward risks

and henefits.

12 DR. CASSELL: One trivial coment, but
it'ssactually -- you nmade reference to aninmals on
page425. And you make an error about the
deciisi onmaki ng that you ought to pick up

16 And you say |ower ani mals ought to behave

in certain ways that denonstrate desires, such as

inermsia -- but they don't necessarily decide.

19 The question is do they eat? And what do
t heyoeat ?

21 PROF. BACKLAR: Do we know?

22 DR. CASSELL: This rather than that, this

mat e23r at her than that mate, this place rather than

pl aca.
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1 My -- had no trouble with that whatsoever
But you' ve got set up in sort of a behavioral view
of ami mal action.

4 And a few changes. Those aren't decisions
you mention. Desire is the stinulus for a decision,
but et isn't a decision.

7 DR. MORENGC: Yes.

8 DR. CHILDRESS: OCkay. | have also Trish.
Did gou want to get in?

10 DR. MORENG: That's why | said they don't
necegsarily decide. W don't know. | nmean, there
are mo assertions in the paragraph.

13 DR. CHILDRESS: Different points.

14 PROF. BACKLAR: |'m concerned that we are
havimsg this di scussion about capacity. And we are
not mal ki ng about advanced directives with this
becawmse | think it goes in hand and hand.

18 So | want us to renenber exactly where we
are when we get back to the advanced directives.
Ther® is a | ot of issues there.

21 And one of the tests that you can do for
caparity is the Morehouse Wstaub. |Is that the
righs --

24 DR. MORENO. West hauf .
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1 PROF. BACKLAR: Capacity test or a

capaeity to make out an advanced directive. And |

have3that in that article that we had --

4 DR. CHILDRESS: A long tine ago.

5 PROF. BACKLAR: A long tinme ago.

6 DR. CHI LDRESS: Ri ght .

7 PROF. BACKLAR: And so people could go

backsand | ook at that. And | would be glad to get
it te you again.

10 DR. CHI LDRESS: Right. And we will conme
to -1 right. These are obviously overl appi ng areas.

12 PROF. BACKLAR: Ri ght .

13 DR. CHILDRESS: But we had to sort them

out ®onme way.

15 Al ex, the last point on this subject.
16 DR. CAPRON: Okay. Actually, I wll be
veryizqui ckly. | want to encourage us to press

t owawds nore practical help in ternms of what kinds
of mwasurenments have been validated here and make
t hi s20a richer chapter.

21 And sonme of that could then be el aborated
in ana appendi x of a guide for researchers and for
| RBs23and so forth.

24 The second is a point that in rewiting
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this,1 you hope you pay attention to keeping separate
the question of the what fromthe what effect
folleaws fromit because | know that it is usually
sort 4of a very cardinal thing that |lawers bring to
thess di scussions in saying, well, your definition
depewsds very nuch on what use will be made of the
defimition.

8 But the way certain of these things are
assemt ed about capacity and so forth here, they seem
to e nore intended to be descriptive.

11 But mxed in with themis this constant
et hiral undercurrent of statenents about |osing the
righis then to make your own deci sions.

14 And it's worthwhile having that as a
contsxt rather than sort of sticking it in with each
poi nis.

17 | mean, it's sort of is that being raised
as ams argunent against a very strict standard?

19 DR. MORENO. |Is there sonething you' ve

i dermoi fi ed, a paragraph?

21 DR. CAPRON: I'msure | can find exanples
of that. And I'll bring themto your attention
23 DR. MORENO Okay. In the neantine, |

wi | [24keep t hat.
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1 DR. CAPRON: And the final one is | wanted
your 2hel p because | thought this m ght be sonething,
a bigger issue, the fact that it's in a footnote.

4 In footnote 41, are we saying that this is
a nosally significant problen?

6 Down at the bottom you say, "To the
extent that an older child or adol escent is unable
to pwsovide a nmeani ngful assent to research
partioci pation, that constitutes a norally

si griof i cant obstacle to enrollment in a study of

t hi si1ki nd. "
12 Now, | just don't understand what that
meams. Is it a norally significant problem because

ol dem children are being precluded from being
consisder ed?

16 DR. MORENO Oh, | see.

17 DR. CAPRON: O is this okay because any

assemwt provide would | ack nmeani ng?

19 DR. MORENO The latter.

20 DR. CAPRON: Really?

21 DR. MORENO. That was ny intent. | mean --
2 DR. CAPRON: Okay. Well, 1 think that

shoudd be st at ed.
24 DR. MORENO: Right.
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1 DR. CAPRON: And then, ['Il decide if |

agree with it.

3 DR. MORENG: Right. Right.

4 DR. CAPRON: But | just didn't understand
what 5you were sayi ng.

6 DR. CHI LDRESS: Okay. Thanks.

Al tay Rhetaugh, and Eric on risks and benefits.

8 PROF. CHARO. | amjust going to do these
ki nds of risks based on ny notes. So | apol ogi ze
t hatiot hey are not in the right order.

11 First, there is nmention that there is a
specizal nmechani sm al ready in existence for approving
protdcol s that can't be approved under current
regukati ons.

15 And it comes up in the context of research
wi t hiechi |l dren that exceeds m nimal risk w thout
di regt benefit.

18 It would be of interest to know how often
t hatiopr ocedure has been i nvoked and how successf ul
it has been used.

21 | understand it involves appeals of the
Secretary for special review

23 It is mentioned in footnote 75 on page 46

for he first tine. And | amjust not aware of any
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current information on how well that's been used
because it is certainly one of the regulatory

outcaenes that is going to conme up.

4 DR. MORENO. And again, | will respond to
that5 Well, Rebecca did send us an addendum

6 PROF. CHARO: Oh, she did.

7 DR. MORENO: That indicates that it has

beensi nvoked three tines, that secretarial approval

has been tw ce.

10 Jim was that --

11 DR. CHI LDRESS: That is ny recollection as
| reeall. And I'll make sure.

13 DR. MORENO. And the third one may still

in pwpocess. But | think --

15 PROF. CHARO It would actually be
intewesting to get even a little bit nore of a
narr@ati ve about it.

18 | nmean, why has it been invoked so
i nfrequently considering the nunber of occasions one
coula i magi ne people having a need for it.

21 DR. MORENO: Right.

2 PROF. CHARO  Especially prior to the --
for Bmergency research.

24 DR. CHILDRESS: So I will get that
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i nfonmati on out then.

2 PROF. CHARO: If it's -- | nmean --
3 (Pause)
4 PROF. CHARO Next on i ssues about

assessing risk. We heard in the public testinony
| ast 6ti me sonebody who insisted that risk and
beneffit ought to be assessed on a very

i ndi 8i dual i zed basis with these kinds of subjects
rat her than being assessed globally for the
populbati on and that the individualized risk benefit
assedsnment shoul d be used for the consenting

pr ocess.

13 And that is an extrenely interesting idea,
al t haugh one can i medi ately the obstacl es,
finascial and tinme, in terns of tinme to its
i npl®ment ati on.

17 But | thought it deserved at |east sone
nor elsatt enti on, especially because it had been
brought to our attention during public testinony.

20 The categorical questions about the way in
whi chh we use the phrase "m nor increase over m ninal
risk2 and the tie in with possibly a better notion
of mBnimal risk versus risk that is comensurate

wi theat he current |ife, nmedications, and treatnents
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of the specific subjects which again inplicates
i ndi 2i dual i zed assessnent.

3 It m ght be sonmething worth exploring in a
littke nore depth.

5 (Pause)

6 PROF. CHARO: |I'msorry. |'mgoing --
because |"'mtrying to do it very, very quickly.

8 The section on benefits generally avoids
t he question of financial paynment as a form of
beneit and avoids nostly, although it is there a
[itthie bit inplicitly, assess to health care
professional time and services that is not avail able
to tBis person otherwi se either due to |ack of
i nsurance, geographic inaccessibility, etcetera.

15 And in the understandi ng of overall risk
benekit assessnent, | think we need to take head on
whetiier or not we are willing to take those into
accagnt .

19 | think here, by the way, is a place where
therm is a natural connection to the concerns about
research in devel opi ng countries because there, the
assexsnent is frequently nade that their care is so
poor23in many cases that there are a |ot of indirect

benetits comng to themby the virtue of this
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research.

2 Contact with a health care professional at
all, 3sfor exanple, may be a benefit.

4 And whether or not that is factored in
whenswe do the transnational ethics anal yses has
al wags been a matter of dispute on ny own | RB.

7 It strikes me that we are being
di si sgenuous to think that exactly the sane
calcalation is an issue in the United States.

10 The concerns in third-world countries and
t he @oncerns in the United States are not so
terrizbly different.

13 And we need to make an overt decision
abouw# whether or not to put these things into the
cal csl ati on.

16 And if we do, we then have to incorporate
i nt azt hat what Al ex was nentioni ng about the fact
t hatisaccess to better facilities, etcetera,
et cewera, has frequently been cited not only as a
benebit, but as potentially a coercive |evel of
i nduxtenent .

2 So that it is a doubl e-edged sword, |ike
Shirdl er's funny as a sting once again.

24 DR. CHI LDRESS: So you are recomendi ng a
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di scassion on 55 and the foll ow ng benefits.

2 PROF. CHARO. Ri ght.
3 DR. CHI LDRESS: Expanded and - -
4 PROF. CHARO And it cones up again also

on page 63 in ternms of the justifications for doing
t hi sekind of research, you know, in the United
St at @s, contacts.

8 And then, finally, and I will turn it over
to sonmebody el se, was on page 60 where you're
di scossi ng the American Col |l ege of Physicians’
document about surrogate consent of incapable
subjects where they talk about only possible with
addimi onal risks are not substantially greater than
t he mi sks of standard treatnment, etcetera.

15 And scientific evidence indicated that
postietreatment is reasonably |ikely to provide
benefri t .

18 This is the place where | thought
di scwssi on of clinical apropos had to be
i ncaopor ated or get referenced.

21 Al so, the significance of this for the
avaidability of the subjects for so-called nme-too
StudBes because it struck me that this would

essemdtially elimnate a phenonmenon of ne-too studies
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where conmpanies want to test a drug to see whether

or nat it will be equivalently.

3 And t hereby, a second drug conpany now has
a --4drug.

5 And whet her or not we have a generic

preference for or against nme-too studies in terns of
theirv effect on the market, conpetition and prices
in tkee | ong run, etcetera.

9 That's it.
DR. 16HI LDRESS: Rhet augh.

11 DR. DUMAS: | want to pass because |

di drni2t gi ve special attention to --

13 DR. CHI LDRESS: Okay.

14 DR. DUMAS: For this one, | just read
thrasgh it generally. | amnot on the nessage
syst®m

17 DR. CHILDRESS: Onh, that's right.

18 DR. DUVMAS: So | did not know I was

assigned to do special --

20 DR. CHILDRESS: |'m sorry.

21 DR. DUVMAS: But | will. And I will let
you Znow.

23 DR. CHI LDRESS: Okay. That's fine.

24 Eric.
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1 DR. CASSELL: | have only a couple of

comments. One just as a matter of point, on page
50, pou say further the approach sinply permts
children with healthy conditions to be exposed to
resear ch.

6 The experiences for them are normal going
t hrough the nmedi cal and ot her procedures necessary
to address their health problem

9 An exanple is venipuncture which my be
nor elostressful for healthy children

11 No. It's the opposite way around. The
nor ezpai n you have, the less pain is tolerable. The
nor et3pr ocedures, the fewer procedures are tolerable.

14 That's why you see children or a child
wi t hisl eukem a scream ng at veni puncture.

16 You woul d think, why haven't they gotten
usedi7t o veni puncture? |It's because it isn't the

paimg The pain isn't the pain. The risk isn't

ri skwo
20 It is whether one tends to look at it.
21 And so the risk of a |unmbar puncture,

what2s the risk of a lunmbar puncture? It's very
smald3 ri sk.

24 On the other hand, |unbar punctures can be
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awfult trauma. And the trauma isn't the risk. The
risk2is the trauma.

3 And the child that has to deal wth
ci rcyunst ances under whi ch how many | unbar punctures
has this person had? What does the |unmbar puncture
meang much nore?

7 And that brings ne to the next comment
whi cl8 you're quite right to point out, that the risk
to ome group of people may be entirely different
t hamot he risk to another. But then, the benefits
are that way, too.

12 And how sick have you been and for how

| ongiswhen this benefit of getting better is

prom4sed?
15 And if you' ve been sick enough or
conpleet el y rui ned by your illness enough just a

chamge of getting better is worth a great deal of
riskisif there is no other alternative.

19 So that there is this elenment of risk
enbexdded, but having to do with the nature of the
il mess invol ved.

22 Now, the problemis, how do you translate
t hat2si nto I RB regul ati ons?

24 Well, in a way, | think it's possible, at
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| eastt to sone extent, that people who are doing
research in special groups should know that.

3 Peopl e who do research on patients with a
psychiatric illness should know what is speci al
abouts t hem and what is nost frightening to them and
so ferth.

7 And | think we have a right to request
t hat stheir statement of risk and benefit is specific
to tkhe group they are working wth.

10 Now, it may be that nost of the tine that
doesiinot apply at all. But in some occasions, it
wi | l12apply.

13 DR. MORENO. | was going to say | value
yourildexperience with respect to the venipuncture in
t he sase of sick kids and heal thy kids.

16 This is in the context of an account of
t he weading of the group in this report.

18 If you feel -- if any conmm ssioner
obviwusly feels strongly enough that they want to
get onto di sagreement wi th another group, that's
finer And I will note it.

2 | don't want you to read this draft,
anotder draft, a second draft and see that it is

stilZa in there.
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1 DR. CASSELL: ©Oh, no. | would just like
to -2
3 DR. CHILDRESS: And this is an exanple

used4by the --

5 DR. MORENO. Yes, yes.

6 DR. CASSELL: If I could point out, that
is onme of the things that happens when people talk
abouB risks for other people.

9 DR. MORENC: Ri ght.

10 DR. CASSELL: They assune it in terns of
theim own ideas of risks. And there are two things
t haticare different about it.

13 One, they are not the group. And two,

t heyldare perfectly healthy and they are not about to
undessgo the risk. So, you know --

16 DR. MORENO: Right.

17 DR. CHI LDRESS: Seem ngly, this discussion
buil® in a ot of the hostile ways to interpret is
one ©f the questions.

20 | wonder if there is a bottomline to this
di sczassi on of risk that could be stated nore clearly
becamase it does seemto ne that the different
el emsnts are present.

24 DR. CASSELL: Yes. Oh, | nean, | think
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t he di scussion is excellent in that regard. But it
ought to lead to -- that it gives you an opportunity
to lead to a nore concrete set of conclusions or a
pre- proposal, a possible proposal that should be

consibder ed.

6 DR. CHILDRESS: Alex, did you want to
conment ?

8 DR. CAPRON: | was just thinking as Eric
was Belling it. | was put in mnd | think of a

storyp Clifford Kurtz tells really in some country
wherie a person was there on the street, selling

littike animal s that you buy.

13 He sort of whops them over the head. And
he i® saying, isn't this awful. He says, oh, let ne
tel lisyou, |I've been doing this a long tinme. And

t heyisget used to it.

17 (Laughter)

18 DR. CHI LDRESS: GCkay. Any other points on
-- 19

20 (Laughter)

21 DR. CHI LDRESS: Any other points about

ri skeand benefits to raise?
23 (No response.)

24 DR. CHILDRESS: Okay. OQur l|ast large
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area,l all other protections. And we will start with
sonme2of the issues about advanced directives.

3 And |'ve asked Trish and Alex and Alta to
focug on any of these other issues that need to be
deals with and in this context.

6 So |l will just leave to you all to begin
to think about the kinds of recomnmendations that are
being of fered here which we really haven't focused
on so nmuch, but obviously, you can think about a
bi t .10

11 Trish, do you want to start with advanced
di reetives?

13 PROF. BACKLAR: Right. And one of the
reasens | originally when | began with the
di scisssi on today tal ked about clarification by types
of impairnment is because if we are going to think of
resedarch, advanced directives, it is going to be for
a smal |l er group of people than everybody.

19 Cl early, people who have no capacity for

decidi onmaki ng can't possi bly make out an advanced

di rextive.
22 | just would like to say about advanced
diremstives in general. It appears to nme that one of

t he measons for advanced directives for end of life
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treatinent that they have not been successful is that
if yau are making out a substantive directive, you
are peking it out for sonething you have never
expeuri enced.

5 And as you are only going to experience it
onces you are not going to be able to do it again,
So t@ speak.

And I8 am sure nost of you have read that paper by Jo
Ann kynn where she says basically she would have a
prox®, a surrogate decision-nmaker for her end of

i feicare.

12 And that is based pretty nmuch on the
undemwst andi ng that you really don't know what it is
going to be.

15 It is going to be very uncertain. And it
certmi nly may not be at all what one hopes it woul d
be. 17

18 So the reason | became interested in
makimnmg out advanced directives for psychiatric
treabnment was because they would be for people who
had ®xperi enced a psychotic epi sode

2 And t hey knew what, pretty much what m ght
wor ke3f or them and what m ght not work. And

t herafore, they could think about what they wanted
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at aitime that this would happen again should they
| ose2capacity for decisionnmaking.

3 So there is an elenent in a research
advamced directive which in a sense mmcs end of
lifescare and makes it nmuch nmore difficult to
i mgiene what wi |l occur, unless you use that
advanced directive precisely at the tinme that you
are Bhinking of a research protocol and you have
beenoapproached as a subject.

10 And in a sense, the research advanced

direeti ve can becone part of the informed consent

pr ocess.
13 So aml -- are you still with me? Ckay.
14 And at the nonment in rethinking about
resesmr ch advanced directives, | believe that this is
prok@ably -- | suspect that this probably the only

way Irhat one coul d use them effectively.

18 | also think that in this paper, it's not
-- lwothink it's gotten sort of nuddl ed up between
procedural and substantive.

21 And | think one would want to explain the
advanaced directive in the way that this was a
commned process that certainly some -- | ook at

someaody with fluctuating capacity who certainly
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could make out an advanced directive in the sane way
t hat 2a psychi atric advanced directive because they
are entering a research protocol

4 And they -- and it possible that they may
| osescapacity for decisionmaking during the research
pr ot ecol .

7 So they woul d have appointed a surrogate
whicls I think is very inportant in exactly the sane
way @e | ook at end of |ife advanced directives and
say hat probably having -- doing it without a
surriagate woul d not be w se.

12 So | just want to state again that | see
thisisas -- | see this as probably only working in
comunati on with the informed consent and that the
surrisgat e nust be appoi nt ed.

16 No, sir, | think that in this paper, the
surrogacy issue becones rather conplex. And | would
i ketist hat clarified.

19 | always thought that the Maryl and Wrking
G owp Paper made it rather conplex. The health care
agertl, the surrogate is the health care agent is
different froma surrogate, is different froma
research agent.

And 4 think we need to get rid of all these various
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categories and that one would consider that as Sax
woul d say that there are people who can make -- who
can acquai nt a surrogate deci sion-nmaker who may not
be abkle to make the rest of the decisions, the
substanti ve deci sions about what woul d happen during
t he wesearch.

7 And | think that | have -- I'mnot certain
that sthat is sonething that I would want to -- |

knowot hat t he advanced directive for sonebody of

fl ucbuati ng capacity, | could see that it could
wor kil
12 The appoi ntment of a proxy w thout sonme

i ndigati on of what someone prefers | think is

already I'ma little concerned about that.

15 | think 1'"'mgoing to let the --

16 DR. CASSELL: Can | ask you a question?
17 PROF. BACKLAR: Yes.

18 DR. CASSELL: One of the funds for the

advamced directives' in ternms of termnal care is
t hat2ot hey specify bunches of nachines and treatnents
t hat2it he person doesn't want, when in fact they have
i mked knowl edge of those machines and technol ogy
chamges.

24 But they do know sonet hing which only they
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knowiwhi ch is what is inportant to them about how
t hey2are cared for or what happens if they |ose
consgi ousness or if they are never going to be
restared to reading and so forth and so on or things
t hat sare particularly humliating.

6 Nobody el se can know that but the subject.
And that ki nd of advanced directive, then lays it on
a phgsician, this is who | amand what | want. It's
your 9j ob to make it happen technically.

10 The technology is not ny problem |It's
youriiproblem M concerns are ne. And that's what
" mpransmtting to you

13 What in fact is your advanced directive
tranmgm tti ng, your research advanced directive?

15 PROF. BACKLAR: | see it actually as a
docuswent in which you could put in safeguards for
t he person when they | ose capacity.

18 And | don't -- | wote an article about
t hi s.9in which | described that in considerable
detatol. And | don't want to repeat the whole thing.

21 DR. CHI LDRESS: You probably ought to
circal at e anot her copy.

23 PROF. BACKLAR: Ri ght .

24 DR. CHI LDRESS: The material has been
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comng in over so many nonths.

2 PROF. BACKLAR: Ri ght .

3 DR. CHI LDRESS: That's it's hard to have -
- 4

5 PROF. BACKLAR: | do feel the big change

that 6l " ve made in nmy concept of this is that I would
tie i7t to the infornmed consent process.

8 And | feel that it was interesting, the
papep, indeed, the Al zheiner's paper where the
surriogate was i nvol ved.

11 It was a dual consent process with the
surriagat e al so goi ng through the consent process
wi t hist he principle would be a very inportant
addimi on.

15 Now, those are changes in ny concept with

t he ’lsesearch advanced directive.

17 DR. CHI LDRESS: Jonathan, do you want to
respwnd?

19 PROF. BACKLAR: You will get the details.

20 DR. MORENG: No.

21 DR. CHI LDRESS: Okay. Al ex.

2 DR. CAPRON: Well, the organi zationa

suggastion that | have is that we give separate

attendtion as the chapter title does in the outline
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t hat iwe have to this whole issue of advanced
direetives and surrogates appoi nted under advanced
directives separately froma |ot of the discussion
t hat 4anow opens chapter 5 which is really nore about
t he sonpetency, capacity determ nation in which

ei ther belongs in chapter 4 as a conclusion to that
di scussi on or over in chapter 6.

8 And | thought -- | nean, | just found it
veryoconfusing. | guess | would like to press Trish
t he may you were pressing Alta before because this
i s atsubject she has thought so nmuch about to
per aps, rather than sinply circulating the paper,
partidcul arly through the extent that you are

t hi nki ng of change --

15 PROF. BACKLAR: Ri ght .

16 DR. CAPRON: To try drafting --

17 PROF. BACKLAR: | woul d.

18 DR. CAPRON: You may have done it already.

19 PROF. BACKLAR: | will. | wll because
|"mawiting -- | mean, rewiting the paper anyway

for anot her j ournal
2 DR. CAPRON. Well, when you're doing that,
let 23e clarify because really the presentation here

by Jmnat han presents sort of a literature review, s
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it oiag.

2 | mean, the Anmerican Coll ege of Physicians
says3this and Bonnie says that. And, you know, and
one person.

5 | had read -- and I"'mnot sure | heard you
correctly. | have always read Jo Ann Lynn's well
known pi ece about why she doesn't have a living w il
to make the point that what is really at issue is
havi mg deci si ons nmade by a person you have sel ected
becawse you trust themto make the kinds of
deci®i ons you woul d want not because you force them
to make the kinds of decisions you would want.

13 And it is an argunent agai nst nuch
specuficity. And that seens to ne possibly
consisstent with what you were saying.

16 That is to say, | would pick a person
aftew a consent process in light of what | now
undewst ood to be the issues that will stake
diff@rently than if | were just picking generically.

20 | nmean, | mght say ny wife generically.
But 21f | were dealing with certain kinds of
prokkens, | would appoint Eric as ny surrogate
becasdse | would have a sense that he knows nme well

and aoul d make a good deci sion
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1 But he woul d understand what the doctor
was tal ki ng about much better than ny w fe woul d.

3 So | nean, that could be part of it.

4 But the enphasis on it being part of the
consent process suggests nore of that specific
oriewtation towards the kinds of procedures and
policies, the relevant risks and benefits that are
i nvolsved was what you had in mnd, as opposed to the
appoiont ment of a surrogate.

10 Being good in and of itself as rather than
justiirelying on or a general assunption that famly
i s azgood surrogate or sonething.

13 It seens to ne that the appointnment in the
context of end of |life care to the extent that any
analilsgy i s bei ng made suggests a consci ous
endaesenent of people paying nore attention to this
partizcul ar person than they m ght otherw se feel
i nclisned to pay just to your relatives because they
are mour relatives.

20 Do you see what | nmean? | nean, it
enbadi es the person's faith that they will be best
treaked if you will listen to this person.

23 And they do not want to unusually

cons#4rai n that person.
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1 And it is different than a statenent that
the ecommon | aw or that the statute would make. This
is tBe person that you listen to.

4 It is a nmuch nore particul ar expression of

thei s own wi sh.

6 PROF. BACKLAR: Ri ght .
7 DR. CASSELL: |Is that okay?
8 PROF. BACKLAR: Ri ght .
9 DR. CASSELL: GCkay. Then, we're in
agr eenent .
11 PROF. BACKLAR: But | would rather pick ny

hushiand t han Eric.

13 (Laughter)

14 DR. CAPRON: Fine. Fine. But | thought
t hatist he - -

16 DR. CASSELL: Want a transplant?

17 (Laughter)

18 DR. CAPRON: | thought that the reason

you Mere saying that this would be in the context of
t he Jonformed consent was in part having to do with
t he 2inf ormed consent nmeki ng you better aware of what
issurs are likely to be inportant issues.

23 But is not that what you just said.

24 PROF. BACKLAR  What |I'msaying is that if
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you are thinking of going into a research protocol.
2 Let's say | have schi zophrenia. And

would li ke to be in a research protocol for
altruistic reasons or for reasons of ny own self.
5 | would know who it is that | trust to be

in aesense ny partner in this.

7 DR. CAPRON: Yes.

8 PROF. BACKLAR: MW conpani on through this.

9 DR. CAPRON: Right.

10 PROF. BACKLAR: Sonmebody who | have known
bef ane when | |ost capacity because | have

experi ence in | osing capacity was there for ne.

13 DR. CAPRON: Yes.

14 PROF. BACKLAR: And so in a sense, | would
mayhs pi ck my surrogate before | nmade ny advanced
direwti ve, before we got into the issues of consent

and rhe research

18 DR. CAPRON: Right.

19 PROF. BACKLAR: And would it be before or
woulad it be in combination? | can't tell you
becanse the situation, | don't know exactly.

22 But probably, one is thinking ahead of the

perssn you trust. And then, you get involved with

makizag out sone kind of an advanced directive which
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you will see | build in all kinds of safeguards for
the 2- during the research protocol into that
advarsced directive in a way that it my be easier to
do i®# this way than having many regul ati ons.

5 That people are capable of doing this
instead of putting all kinds of other things into
t he gommon rul e.

8 DR. CAPRON: Yes.

9 PROF. BACKLAR: And then, when you go to -
- sowyou're thinking of this research protocol. And
at tihe sane tine that you' re getting -- you re going
t hr aagh the consent procedure, the information
whetfser you will agree to be in the protocol or not,
youriasurrogate is there with you.

15 And both of you can tal k about this and so

fortle at the sane tine.

17 DR. CAPRON: Ckay.

18 PROF. BACKLAR: That's what |'m sayi ng.

19 DR. CAPRON: Fine.

20 DR. CHI LDRESS: So you will get that for
us. 21

2 PROF. BACKLAR: I will.

23 DR. CAPRON: Now, another issue --

24 DR. CHILDRESS: Can you just wait one
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second?

2 | have four people |listed as hoping to
testisfy. And we have kind of allotted five m nutes
for each: a M. Boyce, a M. Thonpson, M. Grard,
and Br. Shanvo.

6 s that correct?

7 If all four are here, would you raise your
hands so | can make sure --

9 PROF. BACKLAR: There is one behind you.

10 DR. CHI LDRESS: Gkay. Thanks. All right.
Goodit So we are going to cut this in about four
m nukes or five.

13 And we will pick up the very beginning
t hi si4afternoon of this. | want to get your
recasnendati ons and see what we need to change.

16 OCkay. Alex and then Alta. And then, we
wi | l17stop on this.

18 DR. CAPRON: Okay. Another thing,
Jonawhan, that | think it would be worth going into
nor eohere is the objection that is often raised to
advamced directives at the end of l[ife -- or not
oftem rai sed, but has been raised by Rebecca and
could be thought to be a broadly principle is the

notizan that it inproperly locates in person A the
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deci gi on about person B

2 But | wanted to endorse sonething that
Tri sk was sayi ng about the potential difference here
and apply it to that argument which has to do with
the mBotion that the person who is not at the end of
lifeeand permanently vegetated or seriously inpaired
by their illness, on their way to death, but rather
is im® a position of perhaps cycling through an
illness and is nmuch nore -- it is easier to see that
as awoperson who on day one has a good idea about
what1it he person on day two will be and will once
agaim on day three be the person they are now.

13 And so it's a way of talking about that
fal se objection and saying perhaps it doesn't have
t he sanme applicability, the argument doesn't have
the same force as it does in the other area of it
beimg sort of a m sallocation of autonony.

18 And then, finally, | did think that it was
usefmwl having these alternatives, special
protacti ons each consi dered

21 And | guess we just need to press a little
bit ®urther about any particular one of them

23 But the chapter 6 discussions of consent

ordess and re-consent and so forth, | just would
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nove 1some of the stuff that is nowin 5 and put it,
integrated it nore with that.

3 DR. CHI LDRESS: Alta.

4 PROF. CHARO. Very brief. | have no
di sagreenent with any of the comments that have gone
on about the substance of these.

7 | woul d suggest that perhaps it would be
val uabl e to make nention of the existence of
exi sbing |l aw and regul ati ons, state and federal on
healoh care processes and advanced directives and to
seareh for ways to conbine the paper work for
clinecal health care processes and advanced
direstives with research in order to make it at
| eass even theoretically practical on the ground
since patients now go into hospitals are always
gettieng a request; do you want to nmake out an
advariced directive? Do you want to make out health
car elspr ocesses, etcetera?

19 Wth that said, you know, with the
agreenment that we need to sinplify it with the
suggastion that we | ook for ways to build on the
exisking -- Self Determ nation Act to sinplify, |
woulzd just like to say that | don't think that this

is l#kely to wind up affecting a very | arge nunber
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of people over all.

2 And as a matter of resource managenent
anongst the staff time and in a nunber of cases
we've noted, | just don't want us w nd up focusing
too Buch on this to the exclusion of the nore
genewal | y applicabl e questions about general
pr ot ecti on.

8 It is very attenpting to do this because
you are right. It does fall into all of our
aut awony stuff. We love this stuff.

11 (Laughter)

12 PROF. CHARO. But in the end, | don't
thinke it is really going to nmake a difference on the
groumd the way the other, the nore general nmandatory
t op-”down protections will. And I would | ove to keep
our mocus there.

17 DR. CHI LDRESS: Makes the necessary
condistion with certain parts of the research has
sonmewdr ecomendati ons -- you're doing. Then, you' ve
had 22 major inpact on it in ternms of reducing
nummr s.

2 So that is why we will need to cone back
and &t | east just quickly run through our

recaanendati ons.
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1 PROF. BACKLAR: It is. \Vhat | am

descreibing is sinply for a narrow group of people.

3 PROF. CHARO  Right.

4 PROF. BACKLAR: People with fluctuating
capaecities, psychotic disorders.

6 DR. CHI LDRESS: Whether you are going to
requirre that.

8 PROF. BACKLAR: Ri ght .

9 DR. CHILDRESS: |Is it a necessary
condioti on rather than sinply allowing it as a
di reati on.

12 DR. CAPRON: But certainly we need -- if
we' re tal king about presunptions that Alta has
artimul ated that are still a very protectionist
nodels. Protective nmodel is better

16 And you're saying a way out of sone of the
nor etl7bur densonme met hods of protection would in for
patimnts for whomit is possible to use this nethod.

19 DR. CHI LDRESS: Ri ght .

20 DR. CAPRON: Then, you haven't said

in exery case you nust.

2 DR. CHI LDRESS: We have to clarify is al
| " m=ayi ng.
24 DR. CAPRON: Yes.
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1 DR. CHI LDRESS: \What's been sai d. Al |

right. That's all because the draft reconmendati ons

actually do make it a necessary condition.

4 PROF. BACKLAR: Ri ght .
5 DR. CHI LDRESS: I'mafraid | have to cal
timesor we would -- if we are going to start up

againm this afternoon, we have to get our public
hearisng in before the 11:30 break. And we have 21
m nubes in which to do it.

10 (Laughter)

11 DR. CHI LDRESS: And so each of our persons

wi | l12have as usual five mnutes to present.

13 DR. CASSELL: Not |et one point |eave your
nonimor .

15 (Laughter)

16 DR. CHI LDRESS: Okay. M. Boyce.

17 (Di scussi on)

18 DR. CHILDRESS: And again, | hate to be

t he ®l ock watcher, but given the shortness of tine,
| widl hold everyone to five m nutes.

21 Yes.
2
23
STATZEMENTS BY THE PUBLI C

25
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1

2 MR. BOYCE: My nane is Truxton Boyce. |
amtBe Secretary-Director for the Society for the
Et hi eal Treatnent of Humans.

5 | was a research subject at Johns Hopkins
Hospikt al over a period of 38 years, both in
bi omedi cal and behavi oral research.

8 | was very pleased with the first research
where | was a cretin, was treated with thyroid
mediwati on. This was back in 1949.

11 Before that, ny physical growth and ny
i nt ekl ectual growth was very satisfactory.

13 VWhen | was transferred fromthe research
project in the pediatric clinic, I went to the
psyclso- hor nonal research unit where Dr. John Mbney,
a psmgchol ogi st, was to nonitor ny recovery
psychiol ogically fromthe thyroid therapy.

18 Then, over the years, this doctor was very
abusiove. At that point, ny parents did not know
what2ot o do. We continued on because we were getting
freextreat nent.

2 And as the years went by and nmy years with
t hi s2sdoctor, in fact, | nmet with Dr. Childress which

was Mery enlightening.
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1 As a human subject, where do we turn for
hel p2

3 |' ve been | ooking at newspapers and see
t hat 4peopl e are (Il naudible). | can see that the

Physisci ans Conmmittee for (Ilnaudi ble) Medicine. And
these people all deal with animals in research and
how they are injured.

8 The last few -- let's see. The | ast
nont B, the Canadi an Broadcast Corporation on prine
ti mewol i ve has done a story on this Dr. Mney at
Johnms Hopkins on his controversial research.

12 | was in there for thyroid, an I-2.

Ot hews were in there for sex change operations.

14 VWhen | was injured in the study in the

199055 | cane here to the fifth floor, right bel ow

us. 16
17 | had found it through nmy Senator Joseph
Bi deus.
19 It was a very painful experience. | had

to rmview a | ot of personal things just to find out
wher®2 to get help

22 Once | got here, Dr. Belize was
excegptional ly understanding. A nine-nonth

i nvextigation ensued.
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1 Johns Hopki ns was found in violation of
numerous human subj ects protection violations.

3 So what | had thought |ike Candy Lakner
who #ounded Mot hers Against Drunk Drivers, she had
to determ ne, well, where to go?

6 So | said, well, | didn't find anything in
my readings. So it was a good thought to found it
myselsf .

9 So | thought | would bring it before this
group and see if you had previously had any issues
wher®e human subj ects say, hey, where do we turn when
we need hel p, support, and understandi ng?

13 And that pretty nuch is it.

14 DR. CHI LDRESS: Well, thank you. Thank
you Bor testifying.

16 DR. CAPRON: And we offered hima short
ansvwgr. The answer | think is, yes.

18 At our |ast hearing, we heard from any
numxer of people who found thenselves initially
searaohi ng for sonebody to whom they could turn to
hel piunder st and what had happened to seek regress
for ahat had happened.

23 And often, the bureaucratic response has

not Zaeen very hel pful.

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



192

1 So I think you were not al one, sir.

2 MR. BOYCE: Well, the one nice thing is
when 3l gave tal ks before Johns Hopki ns peopl e during
the grant rounds, there were |ike 100 doctors out
thers. And they were lot less user friendly to nost
groups.

7 It is really nice to be here, to have your
sm | s and your, you know, casual comments |'ve
heard during this period of tine.

10 Thank you.

11 DR. CHI LDRESS: Any other question or
comment for M. Boyce?

13 (No response.)

14 DR. CHI LDRESS: Well, thank you very nuch.
And shanks for submtting materials as well.

16 And for others who are in the audi ence and
publizc, we al ways welcone witten materials that we

can ®ircul ate.

19 M . Thonpson.
20 (Pause)
21 MR. THOWPSON: | appreciate the

oppartunity to come before you. And | ami npressed
t hatsyou have been here from7:30. | did not get up

unti4 9: 00 o' cl ock nyself.
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1 (Laughter)
2 MR. THOMPSON:. In 1947, the Nurenberg code

banned, as | understand it, any kind of forced

treawnment, although we didn't call it in that
| angsage.
6 The western world | guess confident --

conf rdence returni ng maybe uberous in 1964 opened
t he door to some research on involuntary patients.

9 And | think what we've come to know,
turniong the concept of the advanced directive on its
headiitas a device for allow ng forced treatnent,
al t mmugh we don't call it by that candid name when
we' r8 tal king about decisionally inpaired, is an
unsaMory concept.

15 | was here for the full day or al nost the
ful li.eday of the testinony that you heard in
Septenber.

18 And | was -- | can't say | was startled
becawse | have been involved in these issues for
aboub 10 years.

21 But | was surprised at the absence of bold
recaanmendati ons by the people that did testify.

23 | would |like to suggest that you consider

retwning the United States to any ban on kind of
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forced experinmental research

2 And | also want to give just because this
is astopic | talk about in lectures | infrequently
gived4 a new idea or a slightly different way to | ook
at thBis and just sonething for your consideration.

6 | think nmost psychiatric research has
turned into sonething that nore nearly resenbles a
seculgar religion than anything that should be called
scientific.

10 As | listened to the feelings of the
peoplie who testified in Septenber, they seened to be
feeliangs that were nore akin to something you would
hear13i n church, religious and devotional rather than
obj e@ti ve and scientific.

15 My reading -- and | want to thank Emly
Feimstein for mailing ne a copy of the President's
execwtive order that founded this commttee.

18 My reading of it is that you have a
mandat e t hat coul d be broader than just the narrow
subjact of forced experinental research

21 And | would like to offer you the
chalZenge of taking on the | eadership challenge of
hol dis3ng a hearing on the concept of forced treatnent

genedal |y, the idea that we can -- the idea of
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viol ent health, that we can both assault and help
peopke and assault them at the sane tine.

3 That is a deeply rooted idea. | think it
is passibly quite wong.

5 | amwi th sone other people. | have been
tryisg to get a Congressnman, any Congressnman or
Senatror to hold a hearing on forced treatnent,
takimg the testinmony frompeople that didn't like it
and ¢ dn't agree with the concept because there is a

| ot of people that thinks it's okay, but not for

t hemt
12 There are a |ot of ideas afloat in
contwnporary -- in the contenporary scene that

suggests an ever expanding reach of forced
treasment .

16 More of the population is subject to it.
We hiave a pl ague of outpatient commtnent |aws.

18 | am sure you are all famliar with the
sexual predator |aw that was okayed by the Suprene
Cour®d in Kansas.

21 And we al so have the very strange idea
t hat2we need i nsurance parity between nental and
physiscal illness w thout anybody taking account of

t he act that you can be forced in psychiatric
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illness and you cannot as a matter of routine with
regard to nmedi cine.

3 So | hope you will not just be a rubber
stana for the shall ow and narrow conventi onal w sdom
t hat swe' ve got to have sone kind of forced
treasnent, but will consider trying, putting the
United States in the forefront of a ban on this.

8 And | wll suggest lastly that this issue
was not ultimtely data driven.

10 Thanks for your tine.

11 DR. CHILDRESS: And thank you again for

provicdi ng good materials, as well as testinony.

13 Any questions or comments for M.
Thomgson?

15 (No response.)

16 DR. CHI LDRESS: Thank you very nuch.

17 M. Grard.

18 MR. G RARD: Thank you.

19 | would rather stand up. |Is this mke
wor kaong?

21 DR. CHI LDRESS: Yes.

22 MR. G RARD: | feel relaxed to stand up

23 In 1982, an obscure congressional office
publashed a study called -- the congressional office
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was cal | ed the Congressional Clearing House on the

Fut ure.
3 And they published a study called "Future
Agenda". The theory of the obscure chairmn of the

obscare clearing house was that Congress was al ways
runnieng around, putting out fires and that the

Cl eari ng House on the Future should take a | ook at
the Buture by polling all the subcommttees in the
House of Representative and asking them what would
be hworni ng i ssues before their subconmttee in their
ar eat1of oversight 10 years in the future, just a 10-
year1zhori zon.

13 Now, in two places in that report, "Future
Agenda", the words "of fensive m crowave weapons" are
useds

16 And in one place, the words "offensive
m crgwave weapons" is linked with the words "and
m ndiscont rol nmechani sns".

19 Now, | have never seen the words
"of faansi ve m crowave weapons"” used in any other
govemnnent report.

2 | have -- we have never had the di scussion
of afif ensive m crowave weapons whi ch shoul d have

occuwared by 1992.
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1 They are out there. They are in special
accegs prograns. They have been used on wonen's
groups, |ike the (Inaudible) of Common Wonen, the
Woner' s Encanpnent for Future Peace and Justice.

5 They sent it to an Arny depot in New York.
Theyeshave been used in wonen's groups | have been
told7z | have no firsthand know edge of it.

8 The wonmen's group in the pantex facility
downoin Amarill o, Texas | believe.

10 Now, | am essentially here to tal k about
m nditcontrol mechani sms. Because of ny interest in
t he echnol ogy, | amcontacted fromtinme to tinme by
peoplBe who believe they are being assaulted with
m crawave weapons by the governnent.

15 Soneone at the | ast neeting suggested
t her® ought to be 800 nunber for people to call who
became victinms of human experinentation that they
don'ms |ike.

19 It seenmed |ike a sinple-mnded idea, but
somei mes, the nost sinple ideas are the soundest.

21 | am doing the government's work for it.
| amedoi ng your work for it because | am accepting
and Bnterviewi ng and listening for hours upon hours

to pgople to try to separate out the cases that are
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crediable fromthe cases that are people who are
ought to be victinms of governnent research.

3 And paranoi ds, there are a few.

4 Now, | want to tell you why | use the
wor ds "of fensive m crowave weapons” in the title of
my cemmittee here because that obscure chairman of
t he @ongressional Cl earing House on the Future is
now ¥ice President of the United States, Al bert
Goreg Jr.

10 So we know at the highest |evel of
govemnnent, people are aware of mnd contro
mechani sms and of f ensi ve m crowave weapons.

13 Now, the government, | want to point out
t hatiawe have an unbl em shed history of dealing with
expetsi ment ati on now dating 65 years without relief.

16 For m nd research, | would say that if
t here was any gaps in that record, they may have
occuwred under when W Iliam Col by was the Director
of Qentral Intelligence.

20 But in general, the record is in tact, 65
yearz of crinmes against humanity which has gone
unpui shed and for the nost part unacknow edged,
unr esar ked upon certainly.

24 | want to tell you, you will be happy to
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knowl the government is no |onger experinenting on
t he poor and vul nerabl e.

3 It is now experinmenting on nice, mddle
clasg people |ike yourself: psychol ogi sts,
engi seers, social workers, Christians, Jews. It is
an equal opportunity killer.

7 And the one glinmering exception which may
requisre -- requires a lot nmore thought is that of
the wore than 100 cases that | find credible, there
arentot any honosexuals in what | call the electronic
concentration canmp system

12 There is a regular profile, single, lives
al ons, weak famly support, highly verbal people,
veryui ntel ligent people, preferably diarists,
becasse the idea of experinmenting on voluntary human

subjm®ects is to get feedback

17 You can't get verbal feedback out of a
nonksy .
19 And these people have no known political

conn®ctions. They have never been dissidents. They

havezinever nmarched agai nst the governnent, but they

areall in the canp anyhow.
23 | woul d be happy to conme back. The | ast
ti me4l spoke in public, I had overhead
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t rangparenci es.

2 | have governnment docunents. It took nme
about 92 mnutes to finish what | had to say,
allowing five mnutes to talk about a problemof a
matter in which probably thousands of Americans have
di edeal ready with this el ectronic.

7 It's called biological process control.
It's8so pervasive that it is no | onger considered
m ndocontrol .

10 And | have brought along for you an Air
Force essay in which biological process control is
charmcteri zed as science fiction, sonmething to cone.

13 | can only tell that you all the synptons,
all mhe effects that are noted as hypothetical and
possisbl e in the future have been reported to me now
since -- for the past -- since 1990 is when | began
to get calls fromthe fields for help.

18 DR. CHI LDRESS: You're past the five
m nukes. Could you make a coupl e of concl uding
senta®nces?

21 And we woul d wel come the material. |
can'®2 i magi ne having 90 m nutes for a session, but
we vl come the material to be submtted to us.

24 And we will circulate it to all the
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menbers, not only to the subcommttee who are here
ri ght now, but also the whole National Bioethics

Advi sory Comm ssi on.

4 So | would have to ask you to bring it to
a cl ese.

6 MR. Gl RARD: Yes. Certainly, I wll
conclrude. | don't have any confessions of Vice

Presisdent Gore or anyone el se who has been on the
i nside of these experinents.
10 |'ve only have docunments which | can

strimg together with some, you know, comments and

r emerks.
13 | just --
14 DR. CHI LDRESS: Okay. |I'msorry.
15 MR. G RARD: Wanted to tell you that aside

fromet he 800 nunber, the one thing that people cone
to mg for nore than any other aside from how do |
stopst his, how do | mtigate the effects of the

el ecoronics is the | egal counsel.

20 Everyone feels that there is sone | egal
way 210 end this. And all the attorneys | have
spokzn say el ectromagnetic radi ation | eaves no | egal
evi dBnce. You have no legal basis. W can file a

case4 It will be thrown out in discovery.
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1 And there is -- although there are many
humani t ari an groups in Washi ngton, even nati onal
| awyers feel there is no one despite the history of
t he gubject that will take on anyone cl ai m ng that
t heyshave been victimzed in a mnd control

expewi ment .

7 DR. CHI LDRESS: Thank you very nuch.
8 MR. G RARD: Thank you.
9 DR. CHILDRESS: Okay. Dr. Shampo. And I

am goi ng to hold you to the five mnutes. W wll
finikh exactly on tine.

12 DR. SHAMOO: Thank you for your
genewosity.

14 | will be very, very brief. | have two
poi nss to nmake. And one is on the degree of
enphidsis. And that is the issue of vulnerability.

17 Al'l of you have nentioned that they are
firsB patients and second that their illness
basiwal |y affects their decision or their ability.

20 But the third point which you didn't
mentilon yet, not enphasize, and that is the health
carexsystem for the nmentally ill is the worse and
t he Bowest .

24 It is precipitously |ower than other
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somattic illness. And that is inportant because you
have2t hree categories of how mental health services
are Becei ved.

4 One is the private sector. The second is
the public health system And the third, the
uni nsured, they have no insurance.

7 Now, in the private sector, the majority
of tlBe private sector all across this country, only
i nfuse another additional |[ayer of vulnerability to
t hi siogroup, to their parents, to the care giver

11 They are desperate. They are desperate
for health care

13 And, of course, they will volunteer. And
t hati4is very inportant that are not |ike all other
patisnts, including Al zheinmer's.

16 The i nsurance pays for Alzheinmer's care,
do mot pay equally to the nental health service.

18 The other one | want to mention, the
Natimnal Alliance for the Mentally |1l have been
cited several tines.

21 And as sonme of you know, | have served on
t he oard of that organization. | have great
respact for that organization for a | ot of issues

t heyz4advocate for.

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



205

1 But on this issue of research, it is
i mportant to be on the table and for the public
recosd that the mpjority of budget of the National
Al liance for the Mentally Ill conmes fromthe
pharsaceuti cal industry.

6 And therefore, in nmy view, | take their
view7i s on the issue of research subjects with a

graims of salt.

9 And | thank you very nuch.

10 DR. CHI LDRESS: Thank you.

11 Any questions for M. Shanpo?

12 DR. FLYNN: | would just make a coment,

speaki ng as a person who for 13 years has been
Executive Director of the Alliance for the Mentally
[11.15

16 | can state that it is not now true, has
neverr been true, and | think, Dr. Shamoo, by charter
wi | l18not be true that the mgjority, half or even as
muchioas 20 percent of our budget cones fromthe
pharamaceuti cal industry.

21 | would be glad to give to this group,
mai |22t o0 you the annual report of the organization so
you Ban see precisely where the resources do cone

froma
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1 But we do not feel in any way conprom sed
in oar abilities to speak for these subjects and
havesa | ong and an enduring interest as participants
in rasearch and equitable protection as well as
cont bnued access to research.

6 DR. CHI LDRESS: Alta.

7 PROF. CHARO  Just a question. |'m not
sures A good point about access and different
systens of insurance is an interesting one.

10 And it makes ne realize that people with
deci®i onal inpairments are going to group
denmogr aphically in different ways. And it now has

an imsurance inplication.

14 The di mensions associ ated with di seases of
the wslderly will group in people who are covered by
Medisar e

17 Schi zophreni a, however, may be

di spisoportionately represented anong people who are
totably uninsured or perhaps the Medicaid.

20 And the eligibility for the SSDI becones
an ildsue now and the changi ng rul es.

2 And | amrealizing that to the extent we
are going to be | ooking at research against the

backdrop of access, is there any -- is there a way
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to tny to get gross denographics of the various
kinde of illnesses we are tal king about and how t hat
affects where they fall in this insurance schene in
termg of their enploynment and then age and
subsequent insurance status?

6 DR. FLYNN: | can get you sone kinds of
information. Yes, there is sonething.

8 DR. FLYNN: | am not sure how we woul d use
it ewactly, but it strikes me that it mght turn out

to e useful.

11 PROF. CHARO And Medicaid is the | argest
subprovi der

13 DR. FLYNN: Okay.

14 DR. SHAMOO. | just want to add that the

budgst comm ssioner is going to provide all the
subsiedi ary in the organization for it. | nean, not

j ustizdi rect operational budget.

18 Thank you.
19 DR. CHI LDRESS: Thank you.
20 Al'l right. Pat Norris has an announcenent

to mke. And we will --
2 M5. NORRIS: | would just like to |et
conmd3ssi oners, staff, and M. Mffitt know that box

| unclaes are available in conference room8 for pick
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up. 1And then, we will return for the joint session
of the subcomm ttees.

3 Al so, for everyone else, | understand that
the eafeteria is open in the Clinical Center which
is bgilding 10 which is right up the street from
t hi sebui | di ng.

7 And | have been asked to | et everyone know
there is a soda machine on the fifth fl oor

9 Thank you.

10 DR. CHI LDRESS: Gkay. Thank you. | thank
all wf you.

12 (Wher eupon, at 11:30 a.m, the
nmeetisng was recessed.)

14

15

16

17

18
19
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AFTER RECESS

2 (12: 00 p. m)
3 GENERAL BUSI NESS

4

5

6 DR. SHAPIRO | apologize for interrupting

lunch. However, we have done better than schedul e.
We sahedul ed zero tine for lunch. And we nanaged to
takega half hour. So we have sone of you to credit
her el

11 And | really think we will able to give
sonmerzti me back to each of the subcommttees to
eithesr get alittle nore done or finish a little bit
early dependi ng on what their status of their
di scisssions are, since | don't believe we are going
to wse the time until 12:30.

17 Let me just say sone general things. The
conmisssion is now in its second year of operation.
And 1@s you know, there is a kind of rotation of
conmossi oners, as was anti ci pat ed.

21 Sonme of us are appointed for two, some for
three, sone for four years and so on.

23 And in addition to that, everybody has had

a chance to have sone experience in the kind of work
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t he e¢omm ssi on does, what we're doing.

2 You may be loving it or despairing. |
don' 8 know.

4 But this is atine to think of two things.
One, show you feel about your own continued
partieci pati on.

7 Is this sonething you enjoy and would |ike
to centinue and so on?

9 O if you feel otherwise, if you would
freewoto et nme know.

11 And, of course, people's circunstances may
haveizachanged, making it difficult, making sonething
t hatiswas possi bl e before very difficult now.

14 This is a tine to kind of reassess in your
own 181 nd just where you are and |let ne know what
youriet hinking is, both with respect to your own
future participation.

18 And, of course, since there will certainly
be sonme turnover, if you have any suggesti ons,
recaonendati ons.

21 | have al ready received sonme from sone of
you egar di ng open spots that may occur on the
commusssi on.

24 So that is just sonething you ought to be
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t hi nki ng about. And please, |let nme know.

2 | would like for you to think about it as
thoughtfully and carefully as you can and naybe | et
me kmaow sonmething in the next nonth just what your
own shinking is.

6 Second, we do -- of course, | would have
sai d7what | am about to say al nost three weeks ago,
four sweeks ago. And | was sort of inalittle bit
of a9holding pattern in that respect.

10 | have deci ded on a preferred candi date
for mmur Executive Director position.

12 There are a series of issues that have to
be rwBsolved. | think all of them | hope are fairly
straughtforward before I can make any further
annasncenent, but | had hoped that that would be
behied us by today's neeting.

17 And | guess whatever the termis to say
t hatiswhenever you think you are over the | ast
hur dice, there is yet one nore to go over seens to be
operati ng here.

21 And so | amsorry to say that | don't have
any zZnnouncenent to meke today, but | certainly hope
to mfore we neet the next tine.

24 Finally, with respect to the general
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busi ness of the conm ssion, Jimhas laid out and he
may fay a word about this in a few nonents and as
will 3M ke and Tom sonet hi ng about the future agendas
of their subcomm ttees.

5 But we will have the capacity |I think to
expamd t he agenda, supplenent, conpl enent our agenda
wi t h7ot her issues of inportance.

8 | know that | am going to get sone
conmani cation from sonme nenbers of Congress and
ot hews regarding their views on this matter and not
in any coherent, organized way, but just
i ndiwi dual s.

13 | will certainly bring those to you at the
apprapriate tinme.

15 But | am hoping that there will also be
i deas anong the conmm ssion nenbers thensel ves as
thesg -- as we hear fromJimand Tomregardi ng the

fut e agenda of their subcomm ttees whether there

are other -- of course, there are other inportant
I SSwes.

21 There is a long list of other inportant
i ssues. But whether you think there is some -- of

thoss i ssues there sonething that we m ght address

effemdtively and bring sone |ight to.

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



213

1 We ought to be discussing those pretty
soonz2because that will have sonme inpact as we begin
to rall out our staffing next year and so on and so
fort .

5 So | nmentioned that briefly last tine.

"' m sentioning it again today.

7 Pl ease do, if you can, spare sone tine
thinleing and I et ne know just what your thoughts are
in that respect.

10 That's all | have today by the way of
genenal business for the conm ssion, except to
i nfoem you that | nust keep forgetting which neeting
we had | ast and when | knew what .

14 But our budget situation at |east is
resalsved in an effective way. And so that it is
realley in pretty good shape. And so |I feel very

goodizabout that. Okay.

18 Any particul ar questions?
19 (No response.)
20 DR. SHAPIRO If not, let nme turn first to

Tom2isi nce you are just listed here first, on a
repart of the subcommttee activities and
di scassi on.

24 After Tomreports, others on this
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committee may want to add sonething. And then,
there m ght be questions from other nenbers.

3

4

5
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JO NI SESSI ON OF THE SUBCOWM TTEES

2

3

4 DR. MURRAY: Before | go into any
substance -- and | amgoing to try to be very brief.
And Bhen, we will go as long as we have questions.

| dom't have a |lot of business that | wish to bring
bef ose the full conm ssion today.

9 |s there any menber of NBAC staff who
cannot hear ne?

11 | would very nmuch appreciate it if someone
willzbring in my briefcase fromthe other room which

is tBe brown canvas bag.

14 Thank you very nuch.

15 It is not staff. It's just a nice person.
16 (Laught er)

17 DR. MURRAY: Thank you.

18 We are still continuing our work on the

ti sswe sanples and their origin, their fate,
et cever a.
21 We had planned. And we will be talking
| atex today. We are going to try to stay to the
anbiai ous deadline of issuing a report sonme tine in

Janwary of ' 98.
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1 | don't want to speak for the conm ssion

because we haven't had the conversation today about

whet Ber that is still a reasonabl e deadli ne.
4 W will have that conversati on before we
break. | am hoping that -- | amfairly confident

that ewe can do it if we really needed to.
7 Are there questions about the tissue

sanple report?

9 (No response.)

10 DR. MURRAY: All right. Thank you.

11 Li sa Ei seman who was so good as to bring
my liag in is actually -- is doing some work for us

to fisnd out how many tissue sanples there are and in
whati4f orms, etcetera.

15 And it may conme -- it came as a surprise
to me that the nunber may well approach 100 mllion
in thie United States.

18 So that in itself will be of interest |

t hi nk when we do our report.

20 PROF. CHARO. Does that include the --

21 (Laughter)

22 DR. MURRAY: |'m hoping to get ny nonopoly
on tBat. |1've been touch with Publisher's

Cl eami nghouse about this.
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1 Thank you, Alta.

2 No. It does include those. These are the
ones3that are actually for pathol ogical reasons.

4 In terms of future research, we early on
wer esgi ven -- we | ooked at the executive order and
deci ded that we needed to do two additional reports
to falfill the spirit of the executive order

8 One woul d be on genetic privacy and
di scmi m nati on. And one woul d be on gene patenting.

10 We have -- in every neeting we schedul e
for tthe subcomm ttee, we schedule tine to tal k about
f ut uee pl ans.

13 And in every neeting that tinme gives way
to tiae discussion of current work. So we have yet
to have in the -- yet to have the discussion as a
subcwemm ttee about which of the two to do next or
whetiier to in fact see sonmething el se as an even
greamer urgency.

19 But we will have -- | amdeterm ned to
takeot he [ ast 15 m nutes at | east today, of today's
nmeetding to have that conversation.

2 That's really all | have to report by way
of t®e official report of the subcommttee.

24 Anyt hi ng, any questions?
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1 | invite other nenbers of our, the Genetic
Subcanmm ttee to add any details they want to add or
any ather menber of the comm ssion to ask any
guesu#i ons they m ght have.

5 DR. CAPRON: | would like to know
substeantively if you can suggest where you are going
on, &@s you put, the origins and di spositions issues?

8 DR. MURRAY: Well, Zeke laid out a very
ni ce9o-- he has been devel oping really over the
course of our neetings a nice set of distinctions

for 1mhi nki ng about the issue.

12 DR. CAPRON: Does it appear on this chart?

13 DR. MURRAY: It's on the chart. | think
t hatisachart incorporates all of -- yes.

15 DR. EMANUEL.: Under tab D.

16 DR. CAPRON:. Those were bl ank boxes. They

are 1@ grid on which one m ght make indications.

18 And what | really was sayi ng was have you
beguw to fill in the boxes?
20 DR. MURRAY: | think creating the right

griclis no small feat.

22 And, yes, we have begun to fill in the
boxes.
24 DR. CAPRON: It was a question.

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



219

1 (Laughter)

2 DR. CAPRON: | am delighted to see your
gridsa

4 DR. MURRAY: Yes.

5 DR. CAPRON: It is very hel pful.

6 (Pause)

7 DR. CAPRON: Let nme -- just one of the

t hi ngs about not operating as a whol e comm ssion on
these issues is that at sone tinme between now and
January, those of us who haven't been on whichever
subcomi ttee we haven't been on are going to need to
be caught up very quickly to date.

13 DR. MURRAY: Ri ght .

14 DR. CAPRON: Something that will -- we
won'®s have seen grow. And so | was just wondering
if ywu could give us sonme sense of where you are
tent@ati vel y thinking.

18 DR. MURRAY: Sure. And | don't want
to e alone on this. | want to invite all nenbers

of tde subcomm ttee who want to contribute to do

t hat2t
22 | will start us off. W do think that the
di stBnction -- well, the retrospective/prospective

| abeas, we have abandoned.
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1 We are going to now tal k nore
descri ptively about tissues collected up to the
effecti ve date of whenever our recomendations --
whenaver we believe our recommendati ons ought to be
effecstive.

6 We think -- | believe we think as a group
t hat 7t he di stinction between research collected with
the primary purpose being a clinical purpose,
patient care-rel ated purpose, that is an inportant
catemgory versus things collected with the reasonable
expeet ati on that they would be used for research
and hat the consents under which those tissues are
col lvcted under those two circunstances probably
ought4a to be different, with the consents coll ected
undes t he purpose of research being nuch nore
expliecit about the likely research uses.

17 But et nme invite Zeke or anyone else to
commnt further.

19 DR. EMANUEL: |If you |look at the chart, |
think that there are four kinds of distinctions
t her® which are substantively rel evant.

2 And we've only gotten through -- well,
we' vB gotten through three of them One is this,

what24was | abel ed there erroneously prospective and
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retraspective.

2 And Tom has just clarified to nmean
collected in the past and col |l ected after the report
or sanme effective date.

5 Then, the clinical research distinction,
thensewhat is listed there is anonym zabl e versus
i denti fi abl e.

8 And as correctly pointed out, it really
shoulbd be anonynmous, not sanples, but research,
anompnous research, research that is done on an
anomynous sanple and research that is done on an

i deni fi abl e sanpl e.

13 And then, along the left -- those three, |
think -- | believe those three, we have --
15 DR. CAPRON: By identifiable, you nean the

idenmsi ty part of the research.

17 DR. EMANUEL: Yes.

18 DR. CAPRON: Ckay.

19 DR. EMANUEL: And anonynous neans that it
may doave -- the sanple nmay have been kept. It may

stildl exist in an identifiable, but the research is
bei @ conducted on it in an anonynous way, although
you 3ay have clinical data |linked to the sanple

24 There is a useful diagramin the next
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roome But --

2 DR. CAPRON: No, | wunderstand.

3 DR. EMANUEL: Ckay. And then, the
di stunctions along the side which have been a source
of senme discussion that, you know, at the |ast
meetieng or two neetings ago, | can't renenber
either, of whether an individual with no community
i npliscation -- having some conmunity inplication,
but mo stigm.

10 And t hen, having some community
i nplitcation and sone potential for stigm, we
actual Iy haven't gotten to discussing it at this
poi ni3.

14 There was sonme suggestion |led off by Jim
at sisne previous neeting about collapsing the two
groups. We just haven't gotten there yet.

17 Wthin those categories, within each one
of tisose boxes, one, there are probably four

guesmi ons we are going to have to address:

20 whet her 1 RB approval is needed for the
resear ch;
2 whet her the IRB can sinply deci de whet her

t he ;B3esearch fits into the box;

24 whet her -- what | evel of individual
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consent there should be.

2 Should it be presuned consent with an opt-
out which we heard from-- that is being used in
sonme4countri es?

5 Whet her it should be a general consent,
whet Ber it should be an explicit consent.

7 And then, also for the community, the
foursh level is for the community, whether that
shoulbd be some general -- presunmed consent or sone
expliocit consent required for that kind of research

11 And then, one of the things we tried to do
was o cone up with a variety of exanples, both
genemi ¢ and non-geneti c.

14 And you have sonme of themin the notebook
furtiser on, but there are others to try to
illustrate for ourselves the kind of research that
fall® into one of these categories, whether it would
be pwBssi ble or not possible. How were the sanples?

How ®i d they exist? How m ght that exist, etcetera?

20 DR. CAPRON: Could I ask a question?
21 DR. EMANUEL: Sure.
2 DR. CAPRON: The distinction which Tom

addrmssed which you didn't spend tinme on just nowis

the alinical care versus research setting
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di stiancti on.

2 And | guess the reason for the distinction
is tlBe use suggestion about greater need for consent
or waatever it is, the projection or something with
research studies or be nore explicit had to do with
the wotion that a person in that situation -- excuse
me -7 the researcher in that situation really has an
oppomtunity to focus on that at the tine the sanple
is collected.

10 Whereas, if it arises out of clinical
careyl it would much, nuch likely that that person
would have in m nd what those uses could be.

13 And it would be less realistic | suppose
to expect that they would have made it explicit

whatiss i nvol ved.

16 | wonder is that a correct reading?
17 DR. EMANUEL.: No.
18 DR. CAPRON: Ckay. What was the reasons

for mhat Tom was suggesting?

20 DR. EMANUEL: There are a variety.
t hi ik we' ve considered in the |last hour or so a
varizty of reasons.

23 Part of what you were getting to is that

if ymau collect the sanple for research, there nay be
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sone ir esearch endeavors you are planning to do, but
there are also going to be a ot for which you have
stored the sanple which you cannot anticipate now.

4 So one of the exanples we have used is a
physisci an heal th study where they knew they were
going to do sone tests, but, you know, there has
been7a | ot of tests that they have done that they
coul d not have anticipated when they originally
coll ected them

10 DR. CAPRON: Right.

1 DR. EMANUEL: Although a lot of the
rese@arch is, you mght say, in the spirit of what
theyisdid collect it for.

14 But at least in the research setting, the
persisn participating knows it's research with no
antimi pation of individual benefit.

17 There is an opportunity for a nore
expliscit consent process and an exchange with either
an imvestigator or a proxy.

20 And |I''m not blinking on some of the other
di staincti ons that we got.

2 Whereas, in the clinical consent -- oh,
and &l so, you are tracking these people. So that if

you swanted to informthemin some manner, at | east
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theyiare nore readily available to you.

2 In the clinical --

3 DR. CAPRON: Is that across the board in
research or only in certain kinds of research?

5 DR. EMANUEL: No. Where you m ght want to
go back, it's potenti al

7 For exanmple, in the physician's health

studg, it is. They are contacting themevery two

years.
10 Some of the studies that have --
11 DR. CAPRON: Go ahead and nake your point.
12 DR. EMANUEL: Sone of the studies have

raised a problem They are tracking them over tine.
14 In the clinical case, initially, there is

a besefit to having taken the sanple already to the

per sisn. The sanple was taken with the intention.
17 DR. CAPRON: Right.
18 DR. EMANUEL: Well, or if they are -- or
whatmver .
20 Second, as best as we can tell, the vast

maj axti ty of them never neke it to the research
sett®ng to be used for research at all
23 And the attention whey they are coll ected

is mat to necessarily use them for research

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



227

1 And then, also the possibility of consent,
we've heard as well as from other experience, know
t hat 3around the time of surgery or around the tine
of buopsy is not going to be an effective tine to
get walid, infornmed consent for the future.

6 And so the kinds of other kinds of consent
you m ght want would not have the opportunity for an
i nteschange with the investigator.

9 And so you woul d probably need a different
ki ndioof consent if we think that is a valuable thing
to e able to use those sanples for research

12 DR. CAPRON: | guess |'ve been nmuch nore
concerned up until now wi th what you were calling
retriaspecti ve.

15 How do we treat the sanples we already
havesbef ore we work out a good set of requirenents
to fwllow in the future?

18 DR. EMANUEL: Yes.

19 DR. CAPRON. And | guess |I'm now conf used.
| thought Tom was saying that you were going to

requiire a higher level of consent for the research.

2 DR. EMANUEL: Yes.
23 DR. MJURRAY: Yes.
24 DR. CAPRON: In the future.
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1 DR. MJRRAY: For sanples in the collected
in the future.

3 DR. CAPRON: None of this applies to
sanpkes in the past?

5 | mean, none of that differentiation
appl ees to sanples in the past?

7 DR. EMANUEL: No. If you look at the
chars, it does apply in the past. Under

retrospective, no | onger | abel ed retrospective, but

undew what --
11 DR. CAPRON: You separate them
12 DR. EMANUEL: Yes.
13 DR. CAPRON: \Why would you not require a

hi gher | evel of standards of work for the clinical
car elsbecause the people in that situation would have
had leess sense that whatever researchers do which is
for rhe benefit of science is going to be done to
t hemsout of participating?

19 Why woul dn't the sense be that their
consent such as it was -- it was out of therapeutic,
get #his di seased organ out of nme. O diagnostic,
findout if sonething about these | amgiving this
up. 23

24 And then, I am not even by inplication
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saying that | have any desire to advance to science.

2 Now, obviously, you wouldn't have any
quesBion if the research that you are tal king about
was ane in which a person had consented to the
geneti ¢ analysis of their tissue.

6 | nean, that's -- and that's what we are
now gom ng to, the genetic analysis of their tissue.

8 If they didn't consent to that, but they
consented to other research studies, it would seem
to me that you would have a better argunent that
t hatiis a -- at least as to sonme kind of future
geneki ¢ or present-day genetic studies an indication
t hat13t hey woul d not be bothered by your making this
use.14

15 And it is less of a violation of their
expewt ati ons when their tissue is taken that it is
now igoi ng to be used by a sonmewhat different
sciewti st for another scientific purpose.

19 | mean, it may not be enough, but it
certainly would be |less of a surprise for nme to
| earn, for exanple, if | were in that situation than
if l2had gone in for a diagnostic study.

23 And it turned out, ny sanples are stored

by tdaem the institution because it is also a
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research institution. And now, they are being used
for a study when | had no thought that that was
bei ng cont enpl at ed.

4 DR. MURRAY: One reason we have undertaken
the series of -- is to get a deeper understandi ng of
what epeopl e understood and bel i eved about why their
ti ssue was taken and what uses will be made of it
and a@ simlar set of tissues.

9 And that is how we began today. Actually,
it was a report on that fromthe group that is
conducti ng the main hearings.

12 My comments previously about higher
st andards were | ooking at sanples that will be
col lcted in the future per our recomendati ons.

15 And nmy comments about, quote, higher
st amdar ds, does not have a nore expressed --

17 DR. EMANUEL: Right. | think we need to
be -18 researchers need to be fully open and candid
i f tley have an expectation that a sanple to be
col lcted will be used for research

21 And that is what we are going, you know,
to vant to make the standard here on it.

23 DR. MJRRAY: Understandably, that did not

happen in the past universally.
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1 DR. CAPRON: Ri ght.

2 DR. MURRAY: Typically, the sanples were
collected with a very kind of mnimlist. W my
use #his for research education. It is sonething.
Do yeu agree? And yes or no?

6 | understand that. And | think in that
context, your comrents are well --

8 DR. EMANUEL: Well, if you accept that,
Al ex9 just think about what you m ght -- think about
t he i nds of consent you m ght go about trying to
obtailn in the past.

12 If we are now going to say from here on
end,13i f you collected the sanples in the past, you
can'm® use them unl ess you get consent.

15 You have to go back and contact everyone
agaim® which is going to be a very difficult or
i npagsi ble feat, first of all.

18 Second of all, many of those people are
j ustiggoi ng to be dead.

20 | mean, in the Mayo Clinic, 75 years of X
di sease, it's going to be an inpossible kind of
studp to do anynore if we have your kind of --

23 And it seens to ne that there is, you

knows4 some sense here of public good about -- that
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we heard from David and | think mkes sone sense,

you know.

3 This is a sanple which can be a benefit
with4no harmto you. Ri ght .

5 We are not harmng you. W are not meking

-- if6 we are making it obviously, it's identifiable,

we have to go back and get consent for it.

8 But if it's an anonynous, we are going to
use bt in an anonynous manner. It's not going to
har moyou.

11 Now, we may add onto it, recognizing

sonmekhing that isn't there in the comon rul e that
thers could be some harmto a community.

14 And in that case, we are talking -- we are
goinmg to tal k about possible, you know, |evels of
consent that you m ght want.

17 But it seens to ne if you think through,
we' vis now got this bank. W' ve heard from you know
-- tihe arned services has 2.5 mllion sanples. W
haveot hi s bank.

21 | f we adopt your -- the things you're
t hi ki ng about, that is the end of that, any

research that can be done on those 2.5 mllion

sanpl4es.
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1 DR. CAPRON: Well, no.
2 DR. EMANUEL: Baring --
3 DR. CAPRON:. Just as you m ght expect sone

gradation of the requirenents, you could also say
t hat syou have a gradati on dependi ng upon the
uni geeness of the resource.

7 If there are 100 mlIlion sanples around,
maybe a great many of the studies that need to be
doneocoul d be done on sanples that were collected
for wesearch purposes.

11 | have no idea how many of the 2.5 mllion

Armyzones were collected for that reason.

13 Do you know?

14 DR. EMANUEL: Well, have sone sense.

15 DR. EISEMAN: The 2.5 mllion are al
sanplees of - -

17 DR. EMANUEL: O clinical care. The vast

maj aigi ty of sanples in this country are going to be
climocal care.

20 DR. CAPRON: | understand. But | nean,
again, it may be a case-by-case determ nation. Are
you dealing with a resource where the only possible
resagrce is a pathology, clinical care?

24 O are you dealing with one where there
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are ather, maybe slightly nore expensive, nmaybe nore
diffecult to find sanmples in which people at | east
knewst hat they were in research?

4 And then, there are harnms. And then,
thers are wongs.

6 And | think | gave the anal ogy early on
t hat,7 you know, if soneone cones into your house and
| ooks around your house and | ooks at all your stuff
and doesn't take any of it, and you cone in and you
don'10 even know t hey have been there at that nonent,
you may still have been w onged.

12 And if you were told that soneone had done
t hatid you woul d feel wronged, even though you
havem't been harmed.

15 They don't tell anyone else. O anything
t heyisf i nd there they publish anonynously as it were.

17 There is a sense of a violation.

18 Now, | think it is easier to say that
aftew a person who is deceased, that violation was
att eouat ed because then it is sort of the sense a
violation of one's relatives having been used in
research wi thout knowing it rather than oneself.

23 And t he individual probably no | onger has

an imaterest that we --
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1 MR. HOLTZMAN: Al ex, just for

clarification though, the argument you are making
woul @ equal |y apply as we | ook at future
col | ections.

5 You are saying that the conditions of
consent fromuse in research of the clinically
col | ected sanpl e probably should be nore stringent
thansin the research context.

9 DR. CAPRON: What |I'msaying is in the
fut e gi ven the obvious gold m ne that these kinds
of things are, | would require a |lot nore foresight
on tke part of people who are collecting the sanple
tosay if it is likely that ny coll eague from
genesi cs down the hall is going to cone, knocking on
ny dsor a few years fromnow and say you' ve renoved
1, 008 pancreases or sonething.

17 | would like to go on a study of X, Y, Z
genetsic thing. You know that now. You can put that
in your, quote, clinical consent form

20 And we coul d develop -- although we have
got ®onme criticismof the formthat was being put
out Ay the National Center.

23 Do we all get that for this guy who does
readmability? O did | just get it?
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1 DR. SHAPI RC: | got it.

2 DR. CAPRON: Yes. | think it cane
directly.

4 But in any case, | mean, there are

concerns. How well can this be done?

6 But it certainly be part of the process.

7 And then, we can say, now it becones the
cl eaBs presunption that it is only people who have
beenginfornmed that this is in prospect.

10 DR. MURRAY: But that's not where we're
headed, Alex. And all | can tell you is | don't
agree with that analysis of it.

13 DR. SHAPIROC. | don't either.

14 DR. MJURRAY: | think it's quite inpossible
to asticipate.

16 DR. CASSELL: When you say sonebody has
wal ked into your hone, then you are inplying an
i dermgi fi cati on of you in the hone.

19 If I would change it and say the anal ogy
i s sonebody cane in blindfol ded and was introduced
to ynur silverware drawer which they | ooked in and
t herewent out bl indfol ded, then in fact, have you
realy been harnmed?

24 DR. CAPRON: No, you've been w onged.
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1 DR. CASSELL: 1've been wronged. What's

t he warong?
3 DR. DUMAS: They had no business comng in

the #irst place.

5 DR. CASSELL: That's in the first place.
6 DR. DUMAS: Right.

7 DR. CASSELL: But the tissue is renoved.
8 DR. CAPRON: There is still nore tissue.
9 DR. EMANUEL: No, wait a second, Al ex.

One of the things that we --

11 (Di scussi on)
12 DR. FLYNN: The only thing |I have. Even
t hough 1'm sure, Alex, you will say that the many

heariangs on this are not necessarily representative
of tise popul ati on as a whol e.

16 But there has been a strong expression,
regawdl ess of age or education or other variables,
thatisif it already exists, by all means, nove it,
don'®d waste it.

20 DR. EMANUEL: And also, it's not ne.
We've heard -- | nean, we haven't heard from anyone.
And 2t is not unaninous, but it is clear consensus
t hat2st hat tissue isn't ne.

24 There isn't the sense I own, you know. It
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is part of ne.

2 We are not |ocked in that sense, you know,
t hat 3ny body -- whether it is renoved or apart from
me, “t's still nme. That is actually is not peoples

pressnption interestingly fromthese m ni hearings.
6 Now, again, that may not be your view.
7 DR. CAPRON: Well, | haven't -- | nean,
all B've had on the many hearings | think are sone

gues®i ons that Bernie raised about --

10 DR. EMANUEL.: No, no, no.

11 DR. GREIDER: There was a sunmmary.

12 DR. EMANUEL: A sunmary.

13 DR. GREIDER: Sunmmaries this tinme. And

there was one in the last tine.

15 DR. SHAPI RO. Ckay. Let's continue the
di scsssi on, but let's do it raising your and so we
can iget to see -- FEric.

18 DR. CASSELL: Yes. And then, the question
t hemocomes about this, all of those sanples can be
madeoanonynous to a researcher, can't they?

21 DR. EMANUEL: It depends on what the
researcher wants, what the research is.

23 DR. CASSELL: But | nean, they could be

made4anonynous. | f they are not, nmaybe this
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research can't go forward.

2 But if they are, other research can go
f orwar d.
4 DR. EMANUEL: Yes. Let ne -- yes. | want

to -5 unfortunately, there is no blackboard here.

6 But in principle, you are right. Wat we
are nmow trying to -- | think where we are. | don't
want st o speak for the subcomm ttee.

9 But | think where we are at is to
recagni ze two categories of research where you now
haveltan anonynous sanpl e.

12 It may have come froman identifiable

slids and an identifiable --

14 DR. CAPRON: Yes.

15 DR. EMANUEL: But it has been made
anormgnous.

17 And you have an identifiable sanple that

you Beed to have identifiable for the kind of
rese@rch you are doing, maybe a famly pedi gree type
stud®». And you are going to publish seven famlies

and Ziheir pedi grees.

2 You are right. So in the case we are
refesdring to, you still mght have the slide. You
m gh## have the nmedical -- information fromthe

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



240

medi eaal record.

2 But to the researcher, it's patient 100.
And Be or she cannot wal k backwar ds.

4 DR. CASSELL: Alex, is that still harmin

your sternms?

6 DR. CAPRON: Wong. It's still wong.

7 DR. CASSELL: Is that still wong in your
ter nB?

9 DR. CAPRON: Let ne make clear. It seens

to me that a determnation that something is a wong

doesiinot nean it is prohibited.

12 DR. CASSELL: | didn't say that. | think
t hat13

14 DR. CAPRON: | don't think everyone thinks
thatis | would be surprised. | want to | ook at what

the ®8enter for Health Policy Studies is finding out
her eizand how t hey are posing the question.

18 Peopl e col |l apse those two things. Then,
t heyioare nmaking the judgnment that on the bal ance,
nor eogood will come fromthis use and better to use
it than to waste it.

2 And that is a different judgnent than a
wr o has been done.

24 And maybe, a wong is justified by other
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goodit hat can conme fromit.

2 DR. CASSELL: But it's still a wong to
you t3hough. This anonynous tissue down the |line and
so ferth, is that a wong?

5 DR. CAPRON: | think any study about a
persen -- and this is -- you are saying it isn't
just7-- at this point, it is no |longer just a tissue
t hat s8i s bei ng studi ed.

9 It is the fetatypical manifestation of
thiswo In other words, you are not counting how
frequently this nmutation occurs in the popul ation.

12 You are saying this nmutation is associ at ed
withisX, Y, Z problemthat famly X had.

14 For one thing, famly X, depending on how
raressit is, may see themselves in that result.

16 (Di scussi on)

17 DR. CAPRON: O her people may see themin
t hatisresul t .

19 DR. EMANUEL: Alex, let's clarify
somebhi ng here. First of all, I think it is very
i mpant ant why we have the Genetic Subcommittee, it
has hecome quite clear that this cannot be
restmsicted to genetics in any way.

24 And if you will actually | ook at the

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



242
papens that were submtted, part unconsciously and
part 2j ust because | didn't know the genetics --

t hose papers are not genetics by and | arge.

4 And it is very relevant for all of us to
keepsin m nd that we should not restrict it to the
genewi cs because the rules should apply across the
boar a.

8 Second of all, if the famly could
recogni ze thenselves in the published report, that

by definition -- that by our definition | believe --

agaim | don't want to speak for the -- makes it
i deri fi abl e.
13 I f you can wal k backwards, it is

i dentsi fiable. And you do need very explicit
consient. There is just no question about that.

16 DR. CAPRON: The history of witing on
t hi si7subj ect of research is replete with exanpl es of
peopise who t hought they were publishing anonynous
i nf avmati on.

20 And it turned out, other people seeing

t hat2ii nformati on were able to figure out --

22 DR. EMANUEL: | think we -- since we are
intest on it, |I think there are sone ways.
24 The subconmm ttee has been thinking about
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it tatry to make at |least bring to bear another
perspective on that question before a researcher is
all osed to go out and just use it.

4 In fact, is it anonynous or identifiable
is asquestion that someone besides the researcher
wi | | ehave to ask.

7 But | think the other question here and I
think it's worth the full conmm ssion, the
phi | esophers do make this idea of the fact that
peoploe can be harned wi thout their know ng about
t heim bei ng harned.

12 (Di scussi on)

13 DR. EMANUEL: Right. They are being
wronged wi t hout their know ng that they are being
wr onged.

16 That is well accepted | would say in the
phi l@sophy worl d.

18 It's actual manifestation for the rest of
us while we live I think and how nmuch we ought to

t akeoaccount of it is --

21 DR. CAPRON: | agree.
22 DR. EMANUEL: 1Is a real question.
23 DR. CAPRON:. Because that is where you get

i nt @4t he bal ance.
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1 (Di scussi on)

2 DR. CAPRON: It is the wong. It is the
t heoetical that people really don't seemto worry
abou# when you ask them

5 And they say scientific know edge is nore
i npowt ant than that wong. | can understand that,
but at |east --

8 DR. MURRAY: It is not clearly even

regapvded as a wrong.

10 DR. CASSELL: | always thought it was a
wWr onig.

12 (Laughter)

13 DR. MURRAY: In fact, we had suggested --

14 DR. CASSELL: | don't regard it as a
wWr ong.

16 (Laughter)

17 DR. MJRRAY: | think I understand part of

the 18- Alex is correct to point out that
partiocul arly some of the practices that | ocal
research group created in order to -- fromtheir
poi i1 of view sort of protected the confidentiality.
Theyxsay it's published pedigrees.

23 Well, one of the things we |earned early

on i®m the LC work, the junior project, is while
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there are L groups agree that this was an issue and
L graup thought they had the perfect solution, and
nobody had the sane sol ution.

4 And probably, some of themdidn't work
veryswell. And some of theminvol ved fabricating
el ements of pedigrees. And that threw the nedical
letters in a tizzy.

8 But what we will | think have to do is
proviode sonething nore |ike a sensible schene that -
- orioat | east sonme guidelines for a schene that
would be nore universally adopted.

12 And | think it does -- Zeke drew a picture
wi t hisa ki nd of barrier between the researcher/user
of tiae information and anybody who woul d have the
i dentsi fiable tissues for the medical records.

16 And the precise sort of character of that
barriver and what both substantive procedural
protwctions they woul d provide to nake sure that no
one would wal k back, I think would be very
i mpaotant. And we are noving to address that.

21 DR. MURRAY: (Okay. O her issues?

2 DR. CAPRON: May | put aside the
partacul ar points that 1've raised and just say to

me t#i s does reveal the possibility that well -
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i nfortmed peopl e who have spent a |ot of time | ooking
at this will come to different conclusions than

t hose of us who cone to it in a naive and ignorant

f ashuon,
5 DR. MURRAY: Yes.
6 DR. CAPRON: Therefore, it poses the risk

t hat 7unl ess there is a good deal of tinme to | ook at
drafB8s of reports and have full table discussions,
we coul d have unnecessary m sunder st andi ngs and
confioi ct.

11 DR. MURRAY: The conm ssion had one
report. And that one, we did as a full conm ssion.

13 DR. CAPRON: Ri ght .

14 DR. MURRAY: So |I think it will go both
waysiswi th the Human Subj ects Subconmm ttee having its
conver sati ons about its topics.

17 DR. CAPRON: Both of those predecessor
conmisssi ons sat al ways as a whol e.

19 DR. MURRAY: Yes.

20 DR. CAPRON: And we have chosen a
di ffarent nmethod. And | just flag that we my be
runn2ng into some risks.

23 DR. MURRAY: | mean, part of it is also

goimg to be the forbearance of the other nenbers of
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t he subcomm ttee that wasn't actively involved in
drafeing it to say, well, you know, I'll ask these
gquesBi ons. These are sensible people. And I'I|
trust their anal ysis now.

5 We will have to just work that out. And
it is going to work both ways.

7 DR. EMANUEL: Actually, | second that in
my sert of fear and trenbling of what the human

subjects is going --

10 (Laughter)

11 DR. EMANUEL: The potential that, you now
-- 12

13 (Laughter)

14 DR. EMANUEL: Especially under that

chaissmanshi p of Chil dress.

16 (Laughter)
17 DR. EMANUEL: But | nmean, it may be useful
for s to think about the next nmeeting. | think we

may loave nore substance in which to be able to
pres®nt, actually have some tentative ideas to what
we' r® going to propose.

22 And it may be that we want to allocate a
coupse of hours to have, you know, 15 m nutes of

presant ati ons.
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1 This is kind of the rules our policy
propaesal. And have it shot at by people here
becadse -- and vice versa, of course.

4 DR. MURRAY: Well, we don't intend to keep

the groups in isolation fromeach other.

6 And if any want to offer anynore tine
avai lrabl e, then we will schedul e.
8 DR. CASSELL: | want to bring up

sonebhing. Alex and | yesterday were privy to a
present ati on about science -- biotechnology in 2010
which is not very long from now.

12 And one of the startling things was a
presient ati on of what they call the 90 systens data
col lecti on.

15 The 90 systens data collection, the
sanplei ng and anal yti cal device are all one. And
t heyirare as big as a conputer chip.

18 And they produce data in ambunts that just
passiot he i magi nati on and about anyt hi ng.

20 (Laughter)

21 DR. CASSELL: So that | nean, they will do
away2wi th the clinical |aboratories and things |ike
t hatzsbecause everything will be done on site.

24 But they produced data of amazing
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guanttities. But they raise issues that are relative
to what you are tal king about that are terribly
i nport ant and about privacy and confidentiality.
And “t's -- that are related to this.

5 And so | think this has to be done with an
eye B0 what is going to be in expediential terns a
presuanption of information from speci nens where
thei® capacity for wong and harmis | arge.

9 DR. SHAPI RO The score of the exanple
wi t hor espect to being wong remnd me of the quip
t hatiit he Al l en peopl e said.

12 They woke up one day in this apartnment and
found that all his furniture had been stolen while
he was asl eep and had been replaced by ot her

furnist ure exactly the sane.

16 (Laughter)

17 DR. SHAPIRO. | don't know if he's w ong.
18 (Laughter)

19 DR. SHAPI RO  Ckay.

20 DR. MURRAY: | have one parting word.

21 DR. SHAPI RO.  Yes.

22 DR. MURRAY: | have -- sonme of you may be

awar® that there is nonentous social event taking

pl aca.
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1 DR. CAPRON: Called the World Series.

2 DR. MURRAY: Called the Wrld Series. And
-3

4 (Laughter)

5 (Pause)

6 DR. MORENO. It is dangerous to do that in

thi s7netropolitan area.

8 DR. SHAPIRO. COkay. Let me turn again to
givega report and to see what issues m ght be on
peoploe's m nds with respect to the subject of
pr otecti on.

12 DR. CHILDRESS: Well, there is a veil of
i gnawance slightly here.

14 (Laughter)

15 DR CHI LDRESS: They were concentrating on
two 18mj or areas, first a draft report and draft
recammendati ons regarding research invol ving
deciisi onal |y i npaired subjects.

19 And we have been grateful to Jonathan
Mor exo and Rebecca Dresser for the contract paper.

21 And Jonat han has devel oped a fine draft
t hat2everyone nmay see.

23 We spent this norning working over that.

And 2e have a | ot of suggestions for revision.
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1 Furthernmore, we will not reach any final
formal ati on until we've done sonme other things.

3 We will participate in a National
I nstutute nmental health conference on the 2nd and
3rd of Decenber.

6 We want to get nore input from our
resedarchers and responses to particul ar proposals.

8 To those on the other subcomm ttee and
agai @ back to the whole who are interested in seeing
whatiowe are doing, | would probably recomend
concantrating on the next draft when we get a chance
to da that because we did nention the revisions in
t he 13- proposed revisions in the structure and so
fortia, although you can get sonme ideas fromwhat we

di scssed, that is the draft that we discussed this

nor nieng.
17 What are we shooting for? Early next
yearis And beyond that, | will have to wait until

our ®i scussion later today to see what really seens
feasiobl e getting into things that we need to do with
t hi s21particul ar report.

2 The second area we are focusing on is our
mandat i ng task of | ooking at federal agency

protacti on of human subj ects.
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1 And we are grateful here to Bill Freeman,
Susanr Katz, Joe Mangel, and Em |y Feinstein for the
wor k3t hey have done in devel oping the draft.

4 And we hope to make that report this year
But whether we do or not will depend on how our
di scessi on goes this afternoon.

7 And again, everyone received the draft of
t hat sreport.

9 Now, in addition to these two areas, we
havelocontract papers underway. And two should be
availiable in the next three to four weeks on the
pl acenment of OPRR.

13 So John Fletcher is witing one. And
Char#ses McCarthy is witing one.

15 A third paper is under discussion that was
concer ned about sinply the placenment of OPRR, but
possi7bl y expanding the role of OPRR to deal with
priviate as well as federally-funded research.

19 DR. GREIDER A point of order. These are
realdoy not about placenent of OPRR really. That's

j ust2zishortened it for placenent of a office --

22 DR. CHI LDRESS: Ri ght.
23 DR. GREIDER: That is going to be used --
24 DR. CH LDRESS: Right. Right. Thank you.
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1 And then, we have di scussed and we hope to
resolve | ater to day whether and what sort of thing
we can do with international research ethics.

4 And we are going to spend sonme tinme on
t hat sand how to go about it.

6 Cbvi ously, we've gotten back nunbers and
receirved a lot of material circulating on this
partigcul ar topic.

9 Here, | will rem nd us all that the task
of hwi ngi ng back is not -- we are considering
anotiher in that area.

12 We will have a community paper that |
thimkB the contract is maybe close to be being
develsoped and maybe anot her one that may be
develsoped on the justice. So we will be | ooking at
thos® areas as part of our reflection as well.

17 That is a quick sketch.

18 Let me turn to the subcomm ttee nenbers
and see what they m ght want to add.

20 VO CE: O subtract.

21 DR. SHAPIRO. Any comments fromthe
subczazmmi tt ee nmenbers or questions from other nmenbers
of tde conmm ssion?

24 DR. CAPRON: | would add only that the
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draftt that Jonathan prepared was w dely praised in
our discussion for getting us off to a very good
st ar 8.

4 And at the sane tinme, everyone had a | ot
of saggestions about maj or changes and how to
proceed as well as detailed ideas about things that
shoulrd be done to it.

8 So that those who are reading it w thout
the benefit of that should know that |I'm sure
Jonabbhan will wel cone comments fromthem as well
but :also if there are things there that don't seem
qui te right, they may have been identified by our

di scBssi on al ready.

14 DR. CHI LDRESS: And that is one reason |
mentisoned, | think the next draft will be if the
subcemi ttee -- other subconmmittee nmenbers who don't

haveira | ot of tinme recommend that we wait until the
nextisone and then dig into that.

19 So | think we -- this is really the first
ti m20 even though we have spent a portion of each of
our Bubconmm ttee nmeetings on this particular topic,
and ™during the major public hearing the last tine,
thissis the first tinme the subconm ttee nmenbers

real4y began to try to determ ne where we want to go
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withithis.
2 And as Al ex nmentioned, Jonathan's paper
i ncogporated -- and Rebecca Dresser's paper really

provided an excellent start in that direction.

5 DR. SHAPI RO. Thank you, Jim

6 Any ot her comrents?

7 Yes, Steve.

8 MR. HOLTZMAN: | have a question.
sonewhere in the mddle of -- we passed a resol ution

pert@aining to resolve this resolution about any
research, human subject research in the U S. should
be smbject to the common rule.

13 | don't think anyone in the world heard us
makelst hat recommendation. | was wondering how that
is going to fold back into what you're doing in
makimg t hat.

17 DR. SHAPI RO. Alta.

18 PROF. CHARG: |'m hoping when we get to
t he point of discussing the overall regulation of
research in the United States and the best place
wi t hain the federal governnent to provide | eadership
t hat2we can revisit that question.

23 MR. HOLTZMAN:  Okay.

24 PROF. CHARO To see how one can
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operationalize that idea and what inplications that
has for existing offices being reshuffled, changed,
added to, subtracted, etcetera.

4 DR. SHAPI RO  Steve, | would say the
comment, your conment that no one in the world knows
is osly approximtely true.

7 (Laughter)

8 DR. SHAPI RO. Because | have been speaking

to various congressional staffs and nenbers of

Congwoess on both the issues. | have told them about
it. 1

12 And we ourselves don't have much nore to
say i ght now But -- so |l think we will be back to

t hati4i ssue. And it is on sone people's mnds.

15 MR. HOLTZMAN: What is the status of the
Gemwe bill?

17 PROF. CHARO. Goi ng nowhere fast. The
staffer in charge of shepherding the bill for denn
has eft and noved to sone obscure place in the
m ddoe of the country.

21 So |'mnot sure --

22 MR. HOLTZMAN: Can we continent sonething
as sgre as that or --

24 (Laughter)
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1 MR. HOLTZMAN: | won't tell any of --
2 PROF. CHARO. \What | used to call fly-over

counsry. And --

4 (Laughter)

5 PROF. CHARO. And anyway, | don't know who
pi cks up the [ eadership on that bill, if anybody.

7 DR. EMANUEL: Two points | think relevant

heres One is it mght be helpful for the conmm ssion
becawse it sounds as if both subcomm ttees are

wor kiong i n directions of nodifications of a common
rul el1

12 You with respect to nentally inpaired
subjwcts, us with respect to at |east some portions
t hatiadeal with stored tissue, what exactly the
procsss is for nodifying the regulation and just for
us t® understand what we m ght need to do since |
t hi ik our recommendati ons, you know, may change
depessdi ng on how difficult it is or easy it is for
t hi siaway or that way.

20 The second thing is at |east from what |
hear21 you guys may be suggesting some changes in the
overzl | federal regulation of research nore broadly.

23 | for one would feel that we need -- the

ot hem subcomi ttee needs to be included somewhat
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since of our recommendati ons obviously are going to
assurze a certain structure of that regulation and so
befose we go too far and it feels |ike our
recodmendati ons are out, barely hot off the press
bef ose the conm ssion has said, no, we are changing
ever gt hi ng agai n.

7 So | think at least on that |evel, there
needs to be sone clear coordination that we don't
makeoga proposal that assunes a certain structure
t hatioyou are actively contenpl ating revising or
suggesti ng be revised.

12 DR. SHAPI RO That is a good point.

13 And in fact, the issue of the common rule,
| am4sure, will come up again this afternoon when we
dealiswith the federal agency inplenentation.

16 That is a very good point. Perhaps, we
can 7ocus sonmewhat on that.

18 Al ta.

19 PROF. CHARO  And, Zeke, if it is any
confort to you, even in the context of discussing
t he 21i ght approach, the right bal ance of protection
and protecti on agai nst abuse and access to research
and @ronotion of research in the context of

decizi onal | y-i npai red people, the issue of the
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reguliati on research generally and how likely that it

w |l 2stay the sanme is dogging us as well

3 So if it is any confort, you are not
al one.
5 (Laughter)
6 PROF. CHARO. On both subcommttees. So

all af this stuff is going to be done agai nst the

backdrop of sone uncertainty.

9 DR. SHAPI RO: Any ot her questions
regawdi ng - -

11 (No response.)

12 DR. SHAPI RO Okay. Thank you.

13 | s there anything we need to discuss today

Wit hiaregard to future neetings?

15 DR. QUINLAN: | just distributed at the
tabl® of dates for neetings going all the way
t hramgh July 7th.

18 Sone of them -- nobst of them were already
agrelwd upon. The dates are pretty nuch fixed. The
| ocabi ons have not been fixed.

21 PROF. CHARO  And February 23rd, a
coupbke of dates, that is definitely --

23 DR. QUI NLAN: Well, the idea was that --

24 PROF. CHARO. Right.
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1 DR. QUI NLAN: Mam would --
2 PROF. CHARO. Ri ght.
3 DR. QUI NLAN: The majority of the nenmbers

of thke comm ssion had expressed that they would
i ndead |ike that.

6 PROF. CHARO. Sure.

7 DR. QUI NLAN: Especially because of this,
by asconference that many would really I|ike.

9 PROF. CHARO  Sure. What is the
conf®erence on?

1 DR. CAPRON: It's genetics, about
t echmol ogi es and international synposiuns,

i nt ednati onal synposium of genetic --

14 DR. SHAPIRO Is it the so-called M am
synpissi unf?

16 DR. CAPRON: M am synposium

17 DR. SHAPI RO:  Yes.

18 DR. QUI NLAN: Unless there is sone real

obj ewtion, we would |ike to plan ahead. And we now
haveoa support contract. And therefore, we really
havezit o pl an ahead consi derably.

2 And so if anybody has any problemw th the
| oca3si ons or the dates, you know, please speak up

now #4nstead of two or three nonths from now.
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1 It beconmes nmore and nore difficult and
expensi ve.

3 PROF. BACKLAR: | think everybody agrees
that 4-- will be great.

5 (Laughter)

6 DR. DUMAS: You have noted the M am
al ready.

8 DR. QUI NLAN:  Well, I would like to have

j ust 9sonme general agreenent that this is indeed
doahioe.

11 The cities where -- the idea is that we
oughtzt to circul ate around the country. And these
are sonme of the places that have conme up.

14 If there is some, you know -- sone
rearrangi ng, | would prefer it be done now, at | east
i f smneone really objects to any of the | ocations or
woulid really like to insist on sone other |ocation
so tiat we can plan

19 PROF. CAPRON: As one of the people who
was aery encouragi ng of our neeting other places, ny
t howght was that it was advantageous for us to
al t eenat e.

23 We seem to have gone through a year and a

hal f24peri od nmeeting only in Washi ngton
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1 And now, we seemto be facing a year in
whi ckh dependi ng upon where Nunn is -- is that, no?

3 DR. QUI NLAN: Actually --

4 (Laughter)

5 PROF. CAPRON: We would -- entirely
out siede.

7 DR. QUINLAN: This only goes to the right.

8 PROF. CAPRON: All right.

9 DR. QUINLAN: It is not going to the rest
of tile year.

11 PROF. CAPRON: But even within that, |
gather fromthe staff point of view -- and | don't

want13t o be conservative of the staff researchers --
a |l a# nore burden and expense, neeting el sewhere.

15 DR. QUI NLAN: Actually, that is not a big
prohleem | think that the expenses, the average
expemses now versus el sewhere with the contract
suppert, the difference is not that | arge.

19 PROF. CAPRON: Okay. | found when | was
doi mp out-of-town neetings that the expense of
gettaing everything there and having the staff go
ther2 and so forth, just | would wonder if we
woulzdn't want to get on nore of a --

24 VO CE: Hone- away.
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1 PROF. CAPRON: Hone-away, hone-away sort
of thing or hone-hone-away, wherever the cities are
rat her than contenpl ati ng a whol e nont h.
4 DR. QUI NLAN: Well, how does everybody
el sesfeel ?
6 DR. SHAPIRO: The mmin thing we have now

is these dates are hel d. We can think about that,

Al ex 8

9 And you don't have to decide exactly now
whetloer this sequence -- we all work with the staff
on tihat .

12 DR. QUI NLAN: Okay.

13 DR. SHAPIRO. But the dates are critical.

14 PROF. CAPRON: Okay. And the only other

commnt | have is it would seemto ne that the
notimwn of going to Tuskegee ought to be tinmed with
t he wel ease of a report on the subject of human
subjmct protection.

19 And we should have in mnd that if our
fedewal report is going to be done before then and
it dnesn't make sense to hold it until then, we
oughtz not go to Tuskegee without the ability to give
a fizsal eye, a yea to a report which would then be

in e4fect and rel eased by you, Harold, at a press
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conference there.

2 | mean, the purpose of going there is to
hi ghlsi ght the effect that the Tuskegee study has had
on this.

5 And so | would -- if that is not going to
be by March, for exanple, the incapacity of subjects
topigs is not going to be done by March, but it
woul @ done by May, then | would go to Tuskegee in
May, 9al t hough being there in March is probably
climatically nore confortable.

11 | don't know what the hurricane season is
or tilhe tornado or whatever it is.

13 But in any case, | think we ought to think
stramegi cally about these rather than randomy.

15 DR. SHAPIRO. That's a good point.

16 PROF. CAPRON: On that thing, the

gquestzi on, is the January 7th neeting intended to

rel e@se the two reports, the -- or not?
19 | don't know. | can't speak for Jim |
doulo that we will be releasing the two reports as

t hi mys are going.
22 DR. MURRAY: It is possible that we m ght
havexst he federal agency. But we won't even know

t hataunti| our discussion this afternoon to see
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where we are.
2

3 But that would be the only way we would

not kave the other report.

5 DR. SHAPIRO | think actually in March
may work well. But that is a very good point that
Al ex 7makes. It may work well for rel ease of one of

t he Beports.

9 W will have to look at it.
10 And the stored tissue?
11 DR. MURRAY: | hope the stored tissue

repart will be ready by about then.

13 DR. FLYNN:. By when?
14 DR. MURRAY: By January.
15 The nmeeting in Mam, one of the ideas of

the mtored tissue neeting, that would be the tine to
rel e@ase the report if it is ready by then, if it is
not meady in January.

19 DR. BRITO Yes. It would be ready for
your2oneeti ng there.

21 DR. MURRAY: Right. That may affect our
del ikerations where we are pressed for that
dead®3i ne.

24 DR. CHARG  Speaking for the people in the
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-- cauntry, | just rem nd you that Madi son was the
first city offered up for an out-of-town neeting.

It has not made it onto your cal endar yet.

4 (Di scussion)

5 DR. SHAPI RO  \What el se could you ask for?
6 (Laughter)

7 DR. SHAPI RO. Again, those are very

hel pBul suggestions and ideas. Just nake sure you
keepot hese dates. That is what is going to be
focuwsed on right now  Ckay.

11 Any ot her busi ness before we expand again
i nt a2subconm ttees?

13 DR. CAPRON: Are we going to discuss the
draf® outline for our annual report or just --

15 DR. SHAPIRO | would be glad to. W have

onl yiegot that brief outline which we sent around.

lt' si7not - -

18 DR. CAPRON: So it's just --

19 DR. SHAPIRO Yes. And we are going to be
wor kong. In fact, we are already working on parts

of izt which we will be distributing to everybody.
Okayz
23 This part of our neeting is adjourned. |If

it massible to take a five-m nute break, we wl
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takela five-m nute break.

2 (Wher eupon, at 12:55 p.m, the
meet Bng was recessed.)

4

5 AFTER RECESS

6 (1:00 p.m)

7

8

9 CHAI RMAN CHI LDRESS: | think we had a
verylo very good di scussion this norning of the draft
repaut .

12 What | want to do is just to see, make
surewwe are clear on exactly what el se we need to do
and mhen also see if there are any quick reactions
to tlse recommendati ons, areas which we didn't focus
on specifically though.

17 Obvi ously, we did touch on them
i ndigectly, at |east sone of the indirectly.

19 One thing we need to decide is when we
want2ot o do the next nmeeting. And | was asking
Har alid what he had pl anned for the 1st of Decenber,
a fukl conm ssion neeting.

23 And | guess one question that is still for

cons4deration there is whether there will be enough

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



268

for tthe whole comm ssion to deal with as a
comm2ssi on versus the subcommttee.

3 And we have two days. And | guess even if
thera is enough for the conm ssion as a whole, there
woul @ still be the possibility of a subcomm ttee
meet ieng that day.

7 So one question we need to think about is
whensto do our next neeting, whether the 23rd or the
1st. 9

10 Now, there are sone advantages wi th each

one.11 | can do either of them It does not matter

to ne.

13 Jonat han, you are --

14 DR. MORENO. | amtotally at your
di spssal .

16 CHAI RMAN CHI LDRESS: Okay. Thank you.
Thank you.

18 So it is a mtter really of what would be
bestiof or the subconmittee in terns of the travel, in

termd of being here for other reasons, such as
wantding to be at the NI IMH conference.

22 OQbvi ously, for the 1st, one of the
advarst ages in the NI IVH conference. The disadvant age

would be traveling on the Sunday after Thanksgiving.
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1 Then, you have the di sadvantage of the
previous -- or the advantage of the previous week is

that3it is Sunday. And that the disadvantage is --

4 (Di scussion)
5 CHAI RMAN CHI LDRESS: Well, 1 know
partiecul arly with the small kids, it's not -- you

woul d need to be there.

8 It is really up to the subcommttee as to
whi cla Sunday we would like to ruin before --

10 DR. CAPRON: That woul d make sense to ne,
bef arie Decenber 1st because we woul d get a | ot nore
copies to them We could present it to the other
subcanmm ttee nenmbers and get nore response.

14 So | think waiting until the Sunday right
bef ase woul dn't be as --

16 CHAI RMAN CHI LDRESS: There is still one

questri on as to whether this being on the 1st this

may mseake - -
19 (Di scussi on)
20 CHAI RVAN CHI LDRESS: s that right?
21 DR. DUVAS: Instead of the full commttee?
2 CHAI RMAN CHI LDRESS: Well, the question

t hatsHarold is having to deal with is how much woul d

ther® be there for the whole conmm ttee.
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1 Now, no one would argue that there are

whol @ things that the whole commttee could begin to

do. 3

4 DR. CAPRON: | wanted to ask -- |
requested this a nunber of times. |s there any
possiebility -- or are there conflicts that you, Jim

or ygu, Harold, had the next week?

8 | have nentioned all along that that | ast
-- tlhe week of Decenber 1st is ny |ast week of
t eacloi ng.

11 It becones increasingly hard to reschedul e
cl asizkes because ot her col | eagues have al so m ssed
classes. And they are trying to reschedul e.

14 It also seened to ne that the tinme between
Novewsber 23rd and Decenber 1st was sinply too short
givew the fact that Thanksgi ving took up a coupl e of
t hosig days.

18 And the weekend takes up a couple nore of
t he days to expect any real substantive progress
bet vieen t hose two days.

21 On the other hand, a week later, | now see
ther® is already going to be a giant subconmmttee
meetang, if it were possible to -- on the 9th it

says4her e.
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1 If it were possible to have part of the
day as your subcommittee and part a whole committee
where the genetics people would get to hear our
repoet and go over with us the draft which would
i keby have been further revised in |ight of

what ever we tal k about on the 23rd.

7 That seens to ne --

8 VO CE: The 9th.

9 VO CE: What day is the 9th?

10 VOCE: It is all right with ne.

11 CHAI RMAN CHI LDRESS: | have to | ecture.

12 DR. CAPRON: Maybe, that is the reason
t hatisit wasn't scheduled. It is very hard to find
datew. | can't renmenber the details right now.

15 But it was very, very hard to find dates

whemn6any representative on this commttee could
assembl e.

18 | agree that there are significant issues
wi t hiot hat date as to whether it is a good tine to
meet2operi od.

21 (Di scussi on)

2 DR. CAPRON: To neet at all. And | wll
talkswith Jimafter the meeting. And | will talk

w theaTom and see where he and his committee are
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bef one deci di ng.

2 We will | ook once again of the idea of
trying to have it a week later. | don't know |
don' t4 remenber any | onger what the exact constraints
weres

6 DR. BACKLAR: |If we are actually thinking,
if weg are going to go to this conference, it seens
to m8 we should be on one side or the other of it,
t he NI MH conference.

10 DR. CAPRON: | won't be able to go to
t hatit Again, | don't know. So nmuch depends too |
guesi as you | ook around and see if they can get
faciBities.

14 DR. BACKLAR: |I'm sorry.

15 DR. BRITO | agree what Patricia said
abouts t he Decenber neeting. The other thing is if
we do neet on the 23rd, that Sunday, is there enough
ti mesaround time when the full conm ssion neets on
Decemwber 1st, if we neet with them for Jonathan to
get 20- because | feel pretty confortable about this
norraing' s talk that we are going to progress with
t hi s2paper, probably change it.

23 But would there be -- and I think by

November 23rd, we can neke a | ot of changes. But
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thenl woul d there be enough turnaround time to have
sonethi ng ready?

3 CHAI RMAN CHI LDRESS: W th Thanksgi vi ng,
it's4very difficult.

5 DR. BRI TC Ri ght .

6 CHAI RVAN CHI LDRESS: It's very difficult
to imagine. And that's why we have to consider that
verysdifficult.

9 DR. CHARO Just a clarification, | get in
fromoBoston. |Is Novenmber 23rd definite or is that

up fiar grabs in the discussion?

12 CHAI RMAN CHI LDRESS: It is up for grabs.
13 DR. BRI TGO It is to be decided.
14 CHAI RMAN CHI LDRESS: It's what we are

realiy di scussing.

16 DR. BACKLAR: And Decenber 1 is not
defimite either because of the conditions, because
it i3 on such a difficult day to get here.

19 CHAI RMAN CHI LDRESS: And it al so depends
on vat is there for the whole conm ssion to discuss
in tarnms of materials.

22 DR. BACKLAR: And if we have on the 4th --
if v were to already -- if we were to have

benetsited fromthe N MH conference --
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1 CHAI RMAN CHI LDRESS: That's true.

2 DR. BACKLAR: And if | help us in our
di scassions rather than having a discussion and then
going into the conference. W should reverse that.

5 MR. G RARD: Well, Jim what is the best
dat eef or your comm ttee? Put the other comm ssion
asi de. | mean, |'m hearing --

8 CHAI RMAN CHI LDRESS: Well, the follow ng
week9 Al ex has nentioned the 9th. And again, |
j ustiohave to be at the direction of the --

11 DR. DUMAS: | can't come on the 9th.

12 CHAI RMAN CHI LDRESS: But | don't know if
othews like to do that as well.

14 DR. BRITO Is the 8th a possibility?

15 CHAI RMAN CHI LDRESS: the 8th is a

possiebi lity.

17 DR. BRITO. The 8th is Monday and it's
easimsr.

19 CHAI RMAN CHI LDRESS: Okay.

20 DR. SHAPI RO Does this commttee prefer

to meet on the 8th?

2 DR. CAPRON: Instead of the 1st?
23 DR. BACKLAR: And then, | cone in.
24 (Di scussi on)
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1 DR. BACKLAR: I will conme tw ce. I will

cone2t he follow ng week to anot her neeting.

3 DR. CHARO | have got to say, one of the
things is although you kept saying they were
tentative, for all of us -- at least |I've been
pl anei ng around these dates.

7 And |'ve got travel. | have said, yes, to
ot hes conferences because they were next to this
dateo

10 And suddenly, I'mleft unfunded with no
ti cket because | was going to take advantage of
beimg able to piggyback on an ant hropol ogy neeting.

13 CHAI RVAN CHI LDRESS: Ri ght .

14 DR. CHARO. And just changing dates this
closss to the end of the senester in general is
realley tough on us. Students are going to rebel.

17 CHAI RMAN CHI LDRESS: | guess the thing
abous the 23rd which we |isted as we have deci ded.
| s tlbat right as a date?

20 DR. CAPRON: So we are --

21 CHAI RMAN CHI LDRESS: Is this what -- is
t hat2okay with the subcommi ttee nmenbers?

23 DR. BRITO.  Wat?

24 CHAI RMAN CHI LDRESS: For Novenber 23rd as

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



276

a deflinite. This was -- just is going to have to be
deci ded.

3 DR. BRITO. A one-day subcommttee
meet 4ng.

5 CHAI RVAN CHI LDRESS: Ri ght .

6 (Di scussi on)

7 CHAI RMAN CHI LDRESS: And the January

subcamm ttee is definitely neeting then. And we can
decide if whether to do sonme joint things on that
day.10 Ckay.

11 DR. BRITO So what is up in the air now
i s whet her we should nmeet the 1st or not, whether

t hat13i s productive or unproductive.

14 DR. BACKLAR: O if we can neet on the
4t h?15
16 DR. BRI TGO O can | mke anot her

suggesti on?

18 CHAI RVAN CHI LDRESS:  Yes.

19 DR. BRITO  Decenber 2nd, we can neet.
Since the neeting is Decenber 2nd and 3rd, is it
possiibl e to neet the evenings of those dates, the
af t eenoon of the 3rd?

23 The nmeeting adjourns on the 3rd at 12: 30.

24 DR. BACKLAR: Sone of us have to get to
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t he airport.
2 DR. BRITO. Well, then, you are going to

wait 3until the 4th? The conference ends at 12:30 on

t he 3ard.

5 (Di scussi on)

6 DR. BRITO. You are going to wait -- you
are going to stay until the 4th. If you would stay

untils the 4th, wouldn't you stay for the evening of

the 3rd?
10 DR. CAPRON: Right.
11 DR. BRITO. So why not just neet |ike

bet ween 1 and 8: 00 o' cl ock.

13 DR. BACKLAR: At the end of the day.

14 DR. BRITO It ends at 12:30. So it is
goinmg to waste tinme to wait another whol e day.

16 CHAI RVAN CHI LDRESS: Alex can't attend the

conf®rence anyhow.

18 Who coul d attend Wednesday afternoon, the
3rd?2o9

20 DR. BACKLAR: That would nmean | would | ose
Thuraday. | am not worKki ng.

2 DR. DUMAS: | don't have ny cal endar with
me. 23

24 DR. BRITO  Okay.
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1 DR. DUMAS: | | ooked at the schedul e of

ever gt hi ng that we had.

3 DR. BRITO. W are going to attend the
4t h, 4too. | see that nost people are going to
attemd the 4th. But | don't see what sense it nakes

not B0 neet that afternoon.

7 We could neet the norning of the 4th al so.
8 CHAI RVAN CHI LDRESS: | f people could say.
9 DR. BRI TCO Ri ght .

10 CHAI RVAN CHI LDRESS: And again, the staff

would have to work out and see if this is feasible.
12 But fromthe standpoint of the individuals

i nvaBved, how many coul d make the afternoon of the

3rd mhi ch you would basically be trying to work

t hrasgh -- work further and recommendati ons further

in lieght of what we had heard on the 2nd and 3rd?

17 DR. BRITO \What is easier for you all to
do? 18

19 DR. CHARG | wasn't planning to go to the
NI MHot hi ng.

21 DR. BRITG  Oh.

2 DR. CHARO. Because | amteaching. 1've
got Bwo things for Thursday. |[|'ve got 16 hours of
t eachi ng.
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1 CHAI RMAN CHI LDRESS: W Il the foll ow ng

week 2- - of course, we would have to travel back.

3 DR. BRITO Are you done with teaching by
t he #ol |l ow ng week?

5 DR. CHARO. Am | finished? No, we are

tauglet, we go into the --

7 (Laughter)
8 DR. CHARO It is still hot.
9 (Laughter)
10 DR. BRITO. So you need nore class days
t haniours.
12 DR. CASSELL: Are we tal king about the 8th

or 7h? What are we tal ki ng about now?

14 CHAI RMAN CHI LDRESS: The 8th.

15 DR. CASSELL: | can make the 8th.

16 DR. FLYNN: What day of the week is that
on? 17

18 DR. CAPRON: It's a Monday.

19 DR. FLYNN: The 8th is a Monday.

20 DR. CHARO. That's -- I'mstill teaching

therme And | can't --
2 DR. DUMAS: And | can't either.
23 DR. BRITO \What about on the 1st and 5th?

| daa't know what's so right about the 7th then.
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1 DR. CAPRON: Do it on Sunday. That's --
2 DR. BACKLAR: No, no.

3 DR. CAPRON: Too many Sundays.

4 DR. BACKLAR: Because | have to be here

t he Bext week.

6 DR. BRITO  Every Sunday would be --
7 DR. BACKLAR: So the problemof flying on
Sunday of Thanksgiving is just being elimnated. |Is

t hat ocorrect ?

10 CHAI RMAN CHI LDRESS: Wel |, not
necegsarily. W are just --

12 (Laughter)

13 DR. CASSELL: It is the hardest day of the

yearis the worst flying day of the year

15 DR. CAPRON: The worst traveling day.
16 DR. CASSELL: The worst traveling day.
17 DR. CAPRON: On the highways, too, if

not hisng el se.
19 DR. CHARO. So we are doing a public

servioce not to add our --

21 (Laughter)
22 CHAI RMAN CHI LDRESS: Ckay. We are set on
t he Movenber 23rd. | amnot sure what is energing

as aaot her possible date.
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1 DR. SHAPIRO You will hear of the -- you

m ght not have to deal with that.
3 DR. BRITO Well, it is going to be hard

to get other dates.

5 DR. BACKLAR: Yes. W could --
6 (Di scussi on)
7 DR. BACKLAR: If we all agree to stay.

Can 8e agree to stay after the --

9 DR. CASSELL: How many of you coul d stay
on tle 3rd? | wonder if we could just --
11 DR. BRITO Is it possible to have small

wor king gr oups?

13 DR. SHAPIRO It may be it's worth having
i nstead of the 1st, the 2nd.

15 DR. CASSELL: W don't have the 1st.

16 DR. SHAPIROC. |If we don't have the 1st,
mayhig at | east sonme subset could stay on the 3rd and
buil® in the materials that come out of not only the

23rdio but cone out of the conference.

20 (Di scussion)

21 CHAI RVAN CHI LDRESS: Does that neke sense
to a you a proposal? | know you can't --

23 DR. CAPRON: You will have a neeting and

won'#4 be there.

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



282

1 DR. BACKLAR: You can neet again on the

nmor nng of the 4th.

3 CHAI RVAN CHI LDRESS: | know.

4 DR. SHAPIRO: | will have to check that.

5 DR. DUVAS: 1Is the 1st on that schedule
t hat swe - -

7 DR. CHARO. Yes.

8 DR. DUVMAS: That we got before.

9 DR. CHARO.  Yes.

10 DR. DUMAS: Ckay.

11 DR. SHAPIRO. The problemis travel.

12 DR. DUMAS: Ckay.

13 DR. SHAPI RO. Because for that Sunday, if

peoplte don't have reservations now, it is possibly
i mpassi ble to get, like --

16 DR. CASSELL: Can we prepare for the 1st?
Becawse | have --

18 DR SHAPIRO Well, Jim | think if this -
- ifyour -- if a subset of your conmttee can neet
on tde 3rd after the end of this conference.

21 CHAI RVAN CHI LDRESS:  Yes.

22 DR. SHAPIRO. And at | east we can have
som23-- and the Genetics Conmttees nmeet anyway on

the Bth or sonething.
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1 DR. BACKLAR: The 9t h.

2 DR. SHAPIRO The 9th. W would then just
cancel the 1st.

4 CHAI RMAN CHI LDRESS: It certainly woul d
be very useful if you are at the neeting of Decenber
3rd B0 neet and able to dispel what you think has

come7out of it.

8 DR. BACKLAR: Ri ght .

9 CHAI RMAN CHI LDRESS: Al'l right. So the
3rd?0

11 DR. BACKLAR: Yes.

12 CHAI RVAN CHI LDRESS: The first is out.
Okayi3

14 DR. BACKLAR: Great.

15 DR. CAPRON: G eat.

16 CHAI RMAN CHI LDRESS: Ckay. We are now on

a ralzl. Anything else we --

18 (Laughter)

19 DR. BACKLAR: So we can start booki ng.

20 CHAI RMAN CHI LDRESS: Yes. GOkay. Okay.

21 DR. FLYNN: And we cancel that.

2 DR. BACKLAR: It is definitely inportant.

23 DR. SHAPIRO W cancel on the 1st. Okay.
Al'l @i ght.
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1 DR. CHARO. That was the one player |
needed.

3 (Laughter)

4 DR. CAPRON: Ckay.

5 (Laughter)

6 DR. CAPRON: OCkay. On a one-day contract
just 7t o be --

8 DR. CHARO. Just to get the last four
segments.

10 DR. CAPRON: Yes.

1 CHAI RMAN CHI LDRESS: Before we go to the

f ederal agency report, what we need, we received a
| ot Bf suggestions this norning and very inportant
onesi4for revisions of the draft. And that wll

pr ocised.

16 And then, we have individuals here who are
going to contribute materials. They are called Alta
and 18ri sh, for exanple.

19 And there may have been others. | don't
profass that we have everything now and surely
canmat remenber everything, but | believe that was
t he 2ase.

23 Cbvi ously, the NI MH conference, we wl|

try #o build in
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1 And then, also, we need to get input, nore
i npuk fromresearchers. Now, that is sonething that
we can try on Novenber 23rd. So let's think about
t hat 4and gi ve ne any suggestions you have.

5 | s that agreeable to build that in as part
of odér work on the 23rd?

7 DR. BACKLAR: On Novenber the 23rd?

8 CHAI RVAN CHI LDRESS: Ri ght. Okay. And

then9 give nme suggestions on that.

10 DR. BACKLAR: (I naudi bl e).

11 CHAI RVAN CHI LDRESS: ' m sorry.

12 DR. BACKLAR: (I naudi bl e).

13 CHAI RMAN CHI LDRESS: Right. By E-mail, if
you moul d.

15 DR. BACKLAR: All right.

16 CHAI RVAN CHILDRESS: | will get that to --
okay17

18 Now, anything else we need to tal k about

on tike draft report on decisionally-inpaired
subjact s?

21 DR. CAPRON: Are we going to tal k about
t he zecommendati ons?

23 CHAI RMAN CHI LDRESS: We would |ike to get

t he esponse to the recomendati ons.
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1 But anything el se besides the
recoanmendat i ons?

3 DR. CASSELL: Well, 1 just want to say
brietdly, too, that it seens to nme that the
di scassion that we've had now really inpacts on how
we see those recommendati ons.

7 | found them bland. And I thought that
what swe were tal ki ng about today was going to end up
changi ng those recomendati ons a | ot.

10 So nmy own sense of it is that it would
requitre | ooking at the rewitten proposal.

12 CHAI RMAN CHI LDRESS: Ri ght .

13 DR. CASSELL: And the inplications for the

r ecadnendati ons.

15 CHAI RVAN CHI LDRESS: Yes. | agree. |
thintke it would take those. | would just note though
t hatizfar from being bland, | think there is one on

m niwal research, not potentially beneficial
rese@rch is actually very radical and would create
t remdndous probl ens.

21 It seens to ne that that is one that needs
further attention

23 DR. MORENO Right. Can | -- there are a

coupde of typos. And they are not -- one is not
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i nsignificant.
2 CHAI RMAN CHI LDRESS: R ght. Mninmal risk
3 DR. MORENO. On page 160, seven |lines down

fromat he begi nni ng of nunber 7.

5 DR. BACKLAR: Yes.

6 DR. MORENO. Exanpl es of --

7 DR. BACKLAR: Yes.

8 DR. MORENO. | am sure everybody picked up

on tbhat one.

10 DR. BACKLAR: Yes.

11 CHAI RMAN CHI LDRESS: Yes. That was a test
to see if we were reading carefully. Is that right?

13 DR. BACKLAR: Al so, at the beginning,

sonehi ng about the National Comm ssion's role.

15 DR. MORENO Right.
16 DR. BACKLAR: That was interesting.
17 DR. MORENO. Clearly, it should be

Advisory Conmi ssi on.

19 DR. CHARO. | would to second Jims
hol diong out of item nunber 2, the non-benefici al
m niaral risks.

2 | circled that one as getting way too
tighs, particularly in light of ny concerns about

t he morkability of these advanced directive things.
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1 And on the great and m nimal risks not
potentially beneficial, we mght want to spend nore
ti me3thi nki ng about the alternatives.

4 And Harol d was asking other things before
we séttle on any particul ar methodol ogy.

6 CHAI RMAN CHI LDRESS: And so we woul d be
sort 7of working through in doing this.

8 DR. CHARO.  Yes.

9 DR. CAPRON: | have this underlying
guesi on which | got froma nod from Jonat han when

we -1 when | raised it.

12 DR. MORENGC: Yes.

13 DR. CAPRON: And you were asl eep.

14 DR. MORENGC: Yes.

15 (Laughter)

16 DR. CAPRON: And to just look at that very

one,17Alta, that you were just nentioning. An IRB
shouisd approve -- should approve, disapprove this
category of research only if the potential subject
has @i ven informed consent or is incapable, has
execunt ed an advanced directive specifically
authmri zi ng research of the kind represented in the

st udp.

24 Now, that obviously raised questions about
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the advanced directive. The type of directive that
we are going to be accepting was procedure specific
rat her than proxy.

4 But noreover, it did seemto dichotom ze
the sategory as those with capacity to give consent
and shose wi thout, w thout addressing the peculiar
problrzens of people who were inpaired where the
capaeity question is this nore conpl ex thing.

9 And | wasn't -- and that occurs throughout
t hesi®e recomends.

11 And | think we need, you know, now or sone
timewto discuss if that's the direction we are going
or rnot .

14 CHAI RVAN CHI LDRESS: And | think the kinds
of pwoposals that canme out this nmorning, building in

partison Trish's initial coments about distinguish

nor eL7
18 DR. CAPRON: Yes.
19 CHAlI RMAN CHI LDRESS: On the individual s,

not ®inply the level of risk whether it is a direct
benefiit or not.
2 That does conplicate it. And it

conp3i cates it along the lines that you are
suggesti ng.
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1 Thus, we need to spend sone --

2 DR. CAPRON: Well, but it's alittle -- it
seens to ne that it's a little different than that
because Trish's were |ongitudinal categories |
t hought .

6 | nmean, they were -- to change her wording

slightly it's fluctuating incapacity, respective

incapacity, limted incapacity, and incapacity or no
capaeity.
10 And that it is not the only way we can see

in what we're tal king about as being inpaired. |
meanz one could be in the category of --
13 CHAI RMAN CHI LDRESS: Well, if you

don'®# have limted capacity, then you are inpaired.

So -15
16 DR. CAPRON: But | don't know.
17 CHAI RMAN CHI LDRESS: Ri ght .
18 DR. CAPRON: Is that -- is limted

capaei ty equivalent to inpaired?

20 CHAI RMAN CHI LDRESS: | woul d assune so,
rightt?

22 DR. BACKLAR: Then, you --

23 DR. DUMAS: | woul d, too.

24 DR. BACKLAR: He changed the way I
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descnibed it. And | don't have ny notes right in
front of ne.

3 VWhen | was thinking about -- | was
t hi nki ng about peopl e who had bi pol ar di sorders and
peoplbe with schi zophreni a.

6 DR. CAPRON: Right.

7 DR. BACKLAR: The appearance of being to
make gdeci si ons for thensel ves.

9 DR. CAPRON: Right.

10 DR. BACKLAR: Then, when | was thinking
aboutt Iimted capacity, | was thinking about that
group of people who have limted, potentially
i MmmBed capacity, a group of people who at this
nomewt still have capacity or very early
Al zhsi mer' s, sone people with denentia. |In other
wor ds, before things get too bad.

17 DR. CAPRON: | thought that was the

perspective of the incapacity category.

19 DR. BACKLAR: Perspective.

20 DR. CAPRON: Perspecti ve.

21 DR. BACKLAR: Yes.

22 DR. CAPRON: What about limted?
23 DR. BACKLAR: |'m sorry.

24 DR. CAPRON: Yes.
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1 DR. BACKLAR: Prospective is --
2 DR. CAPRON: Yes.
3 DR. BACKLAR: Limted is where -- and you

could use another term where they have the ability
to ascent or object, but not -- or even possibly
appoient sonebody they trust, but not really the
abil 7ty to make these kinds of decisions.

8 DR. CAPRON: So is that what at other
times we were calling inpairment? 1It's not

capawoity, but its dimnished capacity or sonething

i kewrt hat ?
12 |l mean, | --
13 (Di scussi on)
14 CHAl RVAN CHI LDRESS: That is why the work

has 150 be done.

16 DR. CAPRON: That is why the work has to
be done. And if we do recognize that category, then
it ssenms odd here in the recommendati ons to have
onl yiot he polls of you've got to actually give full
consent or you don't have capacity.

21 What about that m ddl e ground which was
origknally what | thought this report was going to
be aBout ?

24 And then, the report ends up being about
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capacity and i ncapacity.

2 DR. BACKLAR: Ri ght .

3 DR. CAPRON: Is a difficult issue, but
maybe not as difficult or difficult for different
reasens.

6 DR. MORENO. And | have to confess, Alex,
| hadn't the foggiest idea what to do what that.

8 DR. CAPRON: Ckay.

9 DR. MORENO And | felt a little nore
confiodent about projecting in ny fantasy |ife what

conmissi oners m ght want to be sayi ng about sone of

the pollers, the polls, but not -- ny fantasy life
bei ng so i npoverished, | wasn't able to go as far as
-- 14

15 (Laughter)

16 DR. MORENO: | agree with you.

17 DR. DUMAS: The thing that disturbs me

abous this assessnment is that we are assum ng that

the BRBs will nake these determ nations about
whetder a person is -- has a

21 DR. MORENO | don't think so.

2 DR. DUMAS: Well, who nekes the

detesm nation? How is this judged?

24 DR. CAPRON: You are right to raise the
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gquesttion. But | don't -- | wasn't assumng it was
t he RRB.
3 DR. DUVAS: In here sonmewhere, it says the

| RB ghoul d approve only if --

5 DR. CAPRON: They have a choi ce.

6 DR. DUMAS: It doesn't say that that if
the person is -- let ne read it.

8 (Pause)

9 DR. DUMAS: | have trouble keeping up with

t hesie pages.

1 DR. CAPRON: Actually --
12 DR. DUMAS: Read the first recommendati on.
13 DR. CAPRON: No, it doesn't say if they

haveusdet er m ned.

15 DR. DUMAS: Yes.
16 DR. CAPRON: | nean, it is vague on this.
17 DR. DUMAS: Ckay. Well, the thing that I

thimk is really inmportant is that the question of

who ©¥akes the assessnent of --

20 DR. CAPRON: Yes.
21 DR. DUMAS: O nental capability.
2 DR. CAPRON: Shoul d it be soneone ot her

t harest he researcher ?

24 DR. DUMAS: Yes.
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1 DR. CAPRON: Yes.

2 DR. DUMAS: And then, they are going to
make 3t hi s assessnent. And then, the IRBis going to
rul e4based on their assessnment, whoever makes this
assessnent .

6 DR. CASSELL: | think one of the
diregtions we are going in is being nuch nore

specisfi ¢ about the nature of that assessnment and who

makes it.
10 DR. DUVMAS: That's right. | think so.
11 DR. CAPRON: And sonme gui dance is given.
| memn, |'m|ooking at the guidance section. It is

| RBsi3may require investigators to identify
i ndegendent consent.

15 DR. DUMAS:. Yes.

16 DR. CAPRON:. And independent psychiatrists
may e required to certify the potential subject's

| ossisi n deci si onmaki ng capacity and so forth.

19 DR. DUMAS:. Yes.
20 DR. CAPRON: But obviously, the --
21 DR. DUMAS: That has to be pulled out

becanse as | said, there are a |ot of inportant
t hi ,3s enbedded in the content here.

24 And it comes up in different areas. But |
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think that should really be pulled out and put in
here2

3 And that rem nds me again of the section
on rissks and benefits that | read only briefly. And
" m going to | ook at that again nore closely.

6 But | think that the issue of who
determ nes risks and benefits needs to be treated in
t hat sarea, too.

9 DR. CAPRON: Good. | would second
whatioRhet augh has just said and not that the sane
ki nditof i1ssue conmes up with the phrase about
not i®i cati on.

13 | RBs should be required to determ ne that
t he #nvesti gator has provided for notification. And
t he phrase "provided for notification” is not the
sanmewst hi ng as notifying which --

17 (Di scussi on)

18 DR. CAPRON: And that should be the bottom
i nelowe care about here. You can provide for it if
it dmesn't happen ineffectual.

21 | also was struck that sone of these
thimgs that are under guidance, | couldn't tell if
t heyzswere there because you just didn't feel,

Jonahan, that we have cone far enough towards
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saying that they really belong in the regul ati ons.

2 | anticipated that gui dance was going to
be nare of, as suggested at the beginning, sonething
t hat 4is not probably not suitable for the
regulbbati ons, but where the concern is about why the
-- weuld be informative.

7 DR. DUMAS: It is very inportant.

8 CHAI RVAN CHI LDRESS: Yes, we will take
justoa few nore points on the reaction to the
r ecawnendat i ons.

11 DR. CASSELL: And greater and mnimal risk
not teing beneficial to research, and it is not the
casesat all.

14 But | also think it is not effective the
way 5t is witten here. Under physician nonitor, an
i ndegendent physici an nonitor decides.

17 You know that that is pretty tough to do
becawsse it has to be a physician. The word
"mediocal " should not be in there.

20 DR. DUMAS: Right.

21 DR. CASSELL: But what do you nmean by
medixzal , a person who practices in the psychiatric
statd? O do you nean sonething else in passing?

It cauld be anything. It sinply shouldn't.
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1 A psychiatric social worker could do that

j ust 2as wel | .

3 DR. DUMAS: Ri ght.

4 DR. CASSELL: In the ternms of getting one
-- 5

6 DR. DUVMAS: Right. A psychiatric nurse.

7 DR. CASSELL: A psychiatric nurse can do

thats And in fact, we may be heading towards it.

9 So this whole thing has a lot to do with
who 10s monitoring all of this.

11 DR. DUMAS: Right.

12 DR. CASSELL: And so we may be heading in
the direction of making nmore specific
recommendat i ons about the nonitoring of consent and
all shis stuff.

16 DR. CAPRON: | also -- I'"'msorry.

17 DR. BACKLAR: | actually was going to
inclisde that in the research on advance directives.

19 DR. CAPRON: Right.

20 DR. BACKLAR It should not necessarily be
a pychiatri st because many people don't have a
clos2 relationship with a psychiatrist. And they
see BBhem once every three nonths if they are | ucky.

24 DR. CASSELL: They have an outside
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psychiatrist. They don't have a --

2 DR. CAPRON: Ri ght.

3 DR. CASSELL: Comng into the institution.
So -4

5 CHAI RMAN CHI LDRESS: The | ast point.

6 DR. CAPRON: Well, it is the verb in that
sent @nce.

8 DR. BACKLAR: Ckay.

9 DR. CAPRON: And recommend that the

subjmct's participation be stopped on nedi cal
gr ounds.

12 There are certainly other contexts in
whi clB the person that is the nonitor can literally
put &l |l that to a stop.

15 DR. DUVAS: Maybe, if you take nedica
groulsds out .

17 DR. CAPRON: Yes. W agreed about the
mediwgal grounds.

19 DR. DUMAS: Right.

20 DR. CAPRON: But is it recommend?
Recammend to whom the researchers, to the | RB?

2 O is it they have sone actual
decizi onmaki ng authority to say pull them out, get

t hemsback on regul ar treatnent?
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1 CHAI RVMAN CHI LDRESS: And obvi ously, there

is a2lot nore to discuss here. And these have been
veryshel pful points for our reconmendati ons.

4 What | would ask you to do is actually
spend sone time nmulling over these, preferably on
t he pl anes back, especially for those on the west
coast and see what --

8 CHAI RMAN CHI LDRESS: | would recomrend to
circalate my list of --

10 DR. MORENO Jim the reason that the word
"meditcal " was there perhaps was ill chosen was to
acknmaw edge the fact that this nonitor whether a
physidci an or non-physician is not usually the
physi4ci an to know the -- may not be the physician to
knowst he subject's views in advance about research.

16 That may have to be left to a legally
aut higri zed representative. This is a best-interest
testis in other words, the consent to respond to.
But me are sorting that out.

20 CHAI RVAN CHI LDRESS: Okay. All right.
Tharndts everyone. Good thorough discussions. All
ri ghp.

23 Let ne shift gears. And we could ask for

t hardds to Jonat han and the staff of Bill Freenan and
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Susan Katz and Joe Mangel and Em |y Feinstein.

2 DR. CASSELL: It is routine.

3 CHAI RMAN CHI LDRESS: It is routine. It
get s 4bi gger each week.

5

6 REPORT ON SURVEY OF FEDERAL AGENCI ES

7
8
9 DR. FREEMAN: Okay. Do you folks want to
intrioduce it? | will do as you w sh.
11 CHAl RMAN CHI LDRESS: WME will open it for

di scmassi on.

13 DR. FREEMAN: It was nostly a prior
versuon. You have seen now this next draft.

15 We tried to focus on the pros on the basis
of swenme feedback fromthe | ast neeting, focused the
firsz chapter on what was going to be -- or what is
the Br what we propose to be the nessages or the
concibusi ons and then recomendati ons.

20 And then, in the second chapter of
fi nditngs which was only findings of the first part
of tde survey which is inconplete.

23 We don't have all the departnments and

curvas that we would want to have. W are not going
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to be describing every departnment and pros.

2 We are maki ng categories of -- or kinds of
groups of departnments or findings that we found.

4 But | think the range of the findings are
there. And so it is fairly conplete pro section.

6 There will be some -- | believe sone new
conclrusi ons -- | mean, not conclusions, new findings
aroumsd the edges of those.

9 | think we found a little bit nore
conploexity on the COctober 9th neeting the day before
t hi siireport went out about some of the reasons why
per iaps a departnment m ght not have had sone

strustures in place, what it thought was risk to

subjct s.

15 So we will be -- have nore details about
t hatis

17 But what you have there is pretty nuch I

thime the range of what we have already found. And
we h@ve not concluded every interview, but we wll -
- weodon't expect to find anything new in terns of
new Xi nd of finding in the very few departnents that
are deft.

23 Phase 2 which is chapter 3 which is the --

| et e just go back. The first phases of the
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struature, what is in place of the structure in
termg of the departnments and agenci es.

3 The next thing that we are in the m ddle
of naw is the process. It is the process that the
struestures have.

6 So we are only going to get places that
have7mat ure structures. That's the | RBs.

8 And we only have a limted nunber, not
cleawly what we want, trying to find out what the

process is.

11 That, of course, is not witten at all at
t hi si2poi nt .

13 And then, the recommendati ons, concl usions
and mecommendations which is the next chapter. In

addi t5i on, we have in the handout that we sent out to
you 18 brief summary of the comments that we have
receirved in response to an open mailing.

18 And | think there are sonme that we may
wantiot o i ncorporate nore fully into the concl usions
as sawpporting, | think at |east support sone of our
concliusi ons.

22 It does seemto ne that the comm ssion and
t hi s23subconm ttee at this point faces sonme choices.

We popose sonme choices, but we realize that that's
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onl yia proposal.

2 And we were guessing that this is what you
woul d want, but we have been known to guess w ong
bef ore.

5 So feel free to, as you will anyway, say
t hat 6we guessed wrong.

7 But in particular as you can tell in ny
progeam meno of what is the approach in ternms of a
range of approaches that NBAC m ght want to nmake in
response to the conclusions, that sonme federal
agenai es have not inplenmented their own regul ations.

12 A set that we think, as you can tell, we
gavewsour rationale at |least for themis what we

thimk you m ght want to have.

15 That clearly is your choice. And we wll
go wiet h what you all -- the approaches you want to
havetr

18 | hope that at |east in that cover neno we

gavelwocl early the range of responses that you could
have

21 And if that is not true and if you come up
with2an entirely different one, again, we wll
i nclade that.

24 | think, Jim that is -- at one point at
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one tinme this afternoon, you may want to talk a
littke bit about what appeared to be the findings of

phase 2 of which is witten nothing.

4 You have received nothing witten. [|'m
sorr.
6 But you probably ought to focus on what --

and anyone | believe that has gotten Alex's rewite
of clgapter 1.

9 DR. CAPRON: It's not a chapter. It's
justiothe first few pages. And it actually was based
on tihe | anguage fromthe first version.

12 And that is the new | anguage in the second
ver sison whi ch we probably woul d want to make sure is
i ncluded.

15 My objective in doing that was | was
tryimwg to be hel pful to you in the process, but to
suggest a way of expressing that makes it a little
| essisl i ke a governnment report and nore of sonething

you moul d want to read.

20 DR. SHAPIRO. | didn't know that there was
a --21

22 (Laughter)

23 CHAI RVAN CHI LDRESS: Why don't you --

Al ex24 since you have already started with that, why
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don'tt you go ahead and proceed with your -- | have
asked Alex and Alta to give us an initial feedback
in tBe hope that the subconmttee will nove forward
in the discussion of the draft report and
recosnmendati ons.

6 And, Al ex, why don't you continue?

7 DR. CAPRON: Well, one of the departnents
that sisn't fully addressed in the recommendations is
the extent to which the non-inplenmenting
depawt nents, that their non-inplenmentation
i nplitcat es sonmet hing nore, the need for sonething
nor et han the kinds of solutions that you' ve set out
her e13

14 And obvi ously, as a person who has pressed
t hi sisnoti on of a super agency, super departnment
t hought to get to the issue to have greater
attemti on.

18 What puzzles nme about this is the extent
to wihi ch these are departnents which were at | east
nomal |y participates in the interagency task
forca.

2 And if so and if that is the present
revizenent of something that goes beyond the

depast nental |evel, | would have to judge that to be
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unsuacessful in meeting what | woul d have thought
was the goal which is ensuring that everybody
underst ands and is doing what we're supposed to be
doi ng about the regul ations.

5 The notion that the departnents are sinply
i gnosant of their own rules and if we hadn't cone
al ong woul d be goi ng ahead wi thout attending to
t hese regul ations is disturbing.

9 And | think we need to draw sone further
conclousi ons on that. And |I would be prepared to do
so. 1

12 Now, | don't know how that works, Jim
wi t hist he notion that the conclusions vis-a-vis the
| ocasi on of research protection is a topic that we
are only get to in ternms of to draft the reports we
havewsf or | ater.

17 Per haps, |i ke our nove on the non-covered
research where we sort of signal that we have
reaclhed tentative conclusion, it may be enough to
i ndizmate that those findings have these broader
i mpldicati ons.

22 But reachi ng concl usions on that requires
a fusther exam nation of the conpeting

cons#uder ati ons.
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1 | wouldn't want to | ose that, that set of
concbusi ons.

3 DR. KATZ: We purposely did not put that
in because that has already been on the for you
fol ks and by you folks. And | figured you put it

where you wanted it and the wei ght that you wanted

it. 7
8 What we do have is the experience as we
see bt that, first of all, it is not the ignorance

of tile departnment because | know of no depart nment
t hatiti s i gnorant.

12 It is within agencies. For whatever
reassn | think sone are ignorant. But there are
conpet i ng demands.

15 It is not |ike they do not know that the
regsieexist. It is the conpeting demands, conpeting
in thhe sense of either tinme for other things, also
di sagr eenent about whether -- in sone cases whet her
t he wegul ati ons should apply at all and so on.

20 So that is why we say that there is a
rangg of reasons. And in a sense the
recaanmendat i ons were changed need to account of
t hat23

24 There is -- | nmade this anal ogy before.
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And at the time, | didn't think it through well

enough. | think I thought it through a little
better.
4 The first research about inplenentation of

new thi ngs, new technol ogy or change was with the
agrieultural extension agents in comerce actually
back7in the ' 30s.

8 And there was this signal curve. This is
tinmeg This is a percent. And it goes |like this.

10 And you have a long tine in just and few
peoplie adopt that is the |atest good thing that
everyone shoul d adopt.

13 And then, you have a short tinme when there
is a4rapid increase of the percentage of people
doimg it.

16 And then, there is a long time for that
remeizni ng tail.

18 One of the inportant things about that is
the darnmers in those three phases are different.

20 The first ones are risk takers. And they
do tm whatever cones first. And sonetines, they get
burm2d. And sonetines, it's a good deal

23 These people in the mddle, the |arge

maj oty do it. They hear other people do it. They
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haveit heir own network

2 The | ast ones are resistant for a whole
variety of reasons. And to get themto adopt, you
need4to sort of find out and particularize the
messa@ge, what is it that you object to? O what is

the problen? And try to match the change to them

7 | think we are at the tail in the federa
agenei es.
9 DR. CAPRON: Yes. It seens to ne that

t hatioanal ogy which | suspect that the clinica
researchers around the table and the physicians
arouad the table could say equally applies to
clinscal changes.

14 DR. KATZ: Yes.

15 DR. CAPRON: It doesn't quite fit from
whati6l understood our situation to be. That is why
| asiked if these were people who were participates
i n iwteragency conmttee.

19 To me, it's nore like the kid who crosses
hi s @i ngers when he tells you something and thinks
t hat2tal t hough | seenmed to have agreed, | haven't
realky agreed because these are all people who
sigmed onto and continue -- not people.

24 These are all departnents which are
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enbodi ed that have signed onto and continue to
parti2zci pate in a process that allegedly is ained
towasd a common rule equally applied to al

agenai es.

5 And yet, you're telling us that sone of
t hemeknow al |l the | anguage about it, at least in the
cover nmeno.

8 You said sone of them were, quote, sinply
i gnovant, and others sort of -- well, sonme were so
i gnaoant that it really took asking them questions.

11 Sone of them as soon as they tried to
file2a report and realized they had nothing to
repast said, oh, ny God, we have got to do
somehi ng.

15 But in any case, in the periods since the
conmen rule canme in, they have been inactive.

17 And yet, they signed the common rule.
Theias agency appeared when that was reported in the
Fedemal Register. And they continue to participate.

20 That doesn't seemto ne that it is the
samelas different farnmers responding to the
agrizul tural extension agents or different
physidci ans who are unconvi nced because it is not as

though all those physicians say that they are doing
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it. 1
2 They are in fact resistant to change. And
t hey3don't nmake any bones about it that they have no

i nteati on of going along. They have to be

per ssaded.
6 So I think the analogy is nore disturbing.
| mean, | think the situation is nore disturbing

t hanst he anal ogy.

9 DR. KATZ: | tend to agree, you know. And
| thionk maybe in subset B of conclusion nunber one,
it i | ess vague for a reader because basically what
we' re seeing and what Bill saw in his investigation
is tBat there is a range.

14 And what we're tal king about if we can
di scsss in detail in what is now the draft of
chapber 2, when we tal k about agencies in which the
resigtance is inplenmentation seens to be very deeply
enbedded and historically.

19 And it may call for a different kind of
remeady than with the agencies that Bill is talking
aboutt where you really have difficulty in ternms of
the =i ze of the agency and the dissem nation of
i nfasmati on or a whol e range of other problens that

are 2 nimal of different sol utions.
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1 DR. CAPRON: Right. When you go to an

ageney and they tell you we don't do anything that
we sBoul d have to regulate and then you start going

arouad with them and they do --

5 DR. KATZ: WwWell, I think --

6 DR. CAPRON: It's denial.

7 DR. KATZ: Ten years ago and al so 20 years
ago. 8

9 DR. CAPRON: Yes. It is a pattern of --
you know.

1 DR. KATZ: Well, | suspect that this is

veryzmuch |inked to sonething which in this draft
which -- although |I've got to tell was hugely, you
knows way beyond where we were the last tine. So
was wery grateful that that nmuch got incorporated
realipy.

17 | think it's linked to one though that you
decided not to put in. And that was any estimte of
t he lbevel of the actual injury by the physical or
di greot ary associated with specific failures to
i nplanment .

2 Now, as | read through the descriptions
for BBhe various departnments and exanpl es of

prol4sems, it struck nme that consistently, there is a
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breakout not in ternms of the regulatory coverage,
but i2n terns of people's reaction to the regul ation,
depersdi ng upon whet her you are tal king physically or
nonpkysi cally invasive research

5 And on nonphysically invasive research,
we' veé got three categories, off hand | can think of.
One s -- | just wote it down here.

8 One is going to be survey research.

Anot her one is going to be nedical record review.
And m@not her one is going to stored tissue sanpling,
God help us, in which | think it is possible if you
wer er2t 0 go back and | ook at your data again.

13 You woul d see a pattern in agency and
depamt ment' s ent husi asm about the inplenentation of
thess particul ar regul ati ons.

16 And even if the bottomline in the end is
t hati7from a regul atory point of view, you still want
the Banme regs to apply, whether it is physically
i nva®i ve or nonphysically invasive, this my suggest
somebhi ng about the approach to be taken in the
recaammendati ons.

2 Because if the regulations are either in
f act2sburdensone for people that do nonphysically

invami ve or are sinply perceived as such, that needs
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to be addressed in order to renove the resistance
t hat 2you have identified.

3 But | think it tracks that distinction.

4 Percei ved as burdensone may have to do
withsnot with the fact that the regulations are
i npewsfect to begin with, but because the frequency
of the research or the frequency with which the
research is not in fact on the [ine of being m ninmal
riskg for exanple, means that they don't have the
si nglbe point person who clearly makes the judgnent
cal 1s.

12 And if you need to have review, you don't
havesa place to focus review.

14 And i ndeed, you do specul ate there about
the possibility of a shared I RB which may or may not
be p@rt of the super agency structure as a place to
hel pizagenci es and departnents go when they are
realisy not in this business in a big way for non-
m niwal risk research.

20 So | think it is only that these things
are dinked. And | would urge us to perhaps, even if
t he 2egul ati ons are going to change substantively,
to |mok at that breakout, you know.

24 |'"ve seen Gene Shelton sitting in the
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backi And I know he spoke at the second or third
subcanmm ttee neeting quite passionately about the
need3to distinguish nonphysically invasive from
phys#cal |y invasive.

5 And it may be that the distinction needs
to be in the assistance that is given to the
agenci es rather than necessarily regul atory changes.

8 | mean, they are two separate options.

9 But as it stands now, we don't get a
chamoe to pull this out in the kind of |essons
| earmed in the words of the assistance to the
agenei es.

13 DR. FREEMAN. We have nentioned -- |
think you' re right, but maybe it's not as clear as
it could be.

16 We do nention -- and I wll say, by the
way,17behavi oral , non-bi onedi cal versus bionedical.
18 The non-invasive bionedical is still
covewed wel | because the bionmedical types generally

t ake2ot he whol e t hi ng.

21 And so nedical records review is not as
bur d@2nsome as the non-invasive, as the non-
bi ormdi cal by the non-bionedical researchers in the

non-Zi onedi cal departnents in the federal government
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and agencies of the federal governnent.

2 DR. CHARO.  You know, this may be
true3of the federal agencies, but I am amazed
because ny experience in the university sector is
t hat sbi onedi cal research or not, if it's not
physiecal | y i nvasive, people do not think of it of
sonetrhing that has to go to an | RB.

8 And getting people used to the idea that a
recoed review has to have IRB review, just because
you 1are going to be matching records is shocking.

11 | wat ched nonments that my own | RB get
shociked. And they were rem nded that is how the
regsiswor k. Right.

14 So | am amazed that the federal governnent
has B0 such confusi on.

16 DR. FREEMAN: \What has happened | think is
coi ngi dentally. And so it would be worthwhile to go
backisand | ook.

19 What has happened is those who are doing
basiao bi omedi cal have sone years ago or recently
realdiy gotten their act together in response to a
scamdal .

23 So now, the entire protection is a pretty

gook4system  And they therefore inplenented that
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booki That's what we're going to do because we've
got to keep our act clean is in effect the response.
3 There may be in fact -- and | would have
to ga@ back or we would have to go back and | ook that
sonesdepartnents are related and they do basically
heal sh-rel ated research, not invasive that may be

simlrar to the non-bi onedi cal researches.

8 And you may be right on that.
9 DR. CHARO It's just -- I'msorry, Susan.
10 DR. KATZ: | was just going to say to the

othem issue that you raised, there is a very brief
comment about it or at |least there was in one draft.

13 And it may or may not be in terms of
whetlaer or not they are actual injuries, you know.
Whatisis the rate, you know, or the distribution of
t he actual injury?

17 DR. CHARGO.  Yes.

18 DR. KATZ: And basically, we say that we
are mot making a statement about that because we
don' have the data to support it one way or
another.

22 And it may be sonething that one would
want23t o del ve nore deeply into if you are going to

makezdact ual regul atory changes based on that

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



319

assunpti on

2 | nmean, if you are going to |lay on another
whol & | ayer of either bureaucracy or regulation, you
woul d want to know, you know, what are the actual
harms and what is the risk factor.

6 DR. CHARG But one thing that can be done

here7whether it is biomedical invasive or just

i nvasive, | nean --
9 DR. KATZ: Right.
10 DR. CHARO But | think it's very obvious

to paeople what the injuries are in theory that cone
from2t he basic research

13 It is not really clear offhand
necegsarily.

15 One of the injuries you are so worried
abous i s non-invasive research.

17 So if you want to begin to | ook at the
agenei es, and |'m speculating, but |I'mpretty
confiodent you're going to find a significant
assawi ati on between ent husi astic i nplenentation and
i nvadi veness of potential injury.

22 Look at the ones that are not
ent lmsi astically inplenmenting. Look at the degree

to vhai ch they are doing non-invasive stuff.
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1 And step one is going to be to try and
explain why this is potentially injurious.

3 And so the privacy concerns and the
di scei m nation, etcetera have to be expl ai ned.

5 The next step is going to justify why even
if yeu are not sure why these thing have actually
happened that the existing regs need to be
i npl @rent ed anyway.

9 | mean, this is a reprisal in sone ways.
The mi scussion that Alex is sounding every tinme |'ve
rai sed coverage of non-covered research out in the
resti2of the country.

13 And Al ex says, show ne the count. Show ne
the Bdodies. And |I've been saying, well, that
doesm't matter.

16 But |1've yet to come up with an answer
t hatizjustifies why it doesn't matter enough to
realiy kind of narrow it down for everybody.

19 And | guess |I'mthrowi ng up exactly the
sameochal | enge here. Justify why the regs should be
i mpl2nmented even if we can't count the bodies just
becamse we think that there is a value to the
i nplament ati on.

24 But do it with sone sensitivity that to
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the problens that have been cited by the agencies.
And you throw thema carrot out. And we're going to
make3it easier for you to do it.

4 DR. CAPRON: Could I ask? Wuld it be
sensisbl e to respond in a situation where a group of
agenei es have i nplenented rul es and anot her group
has gaid that they would, but haven't.

8 And we are now asking, well, is it
reasonable to insist that they do it? And do we
needot o have, as you say, evidence that harm has
arisen fromtheir not doing it?

12 To say at the very | east the burden ought

to B on the agencies that are not inplenmenting it.

14 DR. CHARO. To show why they shoul dn't
haveist o.
16 DR. CAPRON: To show why they shoul dn't

haveirt o because this was sonet hi ng, whatever process
t hi siswas, it took 10 years to go through

19 There was a | ot of opportunity to explore.
And bhe whol e incentive of the people involved was
not a0 create unduly burdensonme rul es.

22 A certain amount of this enmerged froma
publac process of the National Conm ssion and a

certain amount fromthe public process of the
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Presitdent's comm ssi on.

2 And then, there was this less public
process, but at least it periodically was published
in the Federal Register for comment and so forth.

5 It is now on the books. If you want to
deviate fromit, if it just not a sloppy deviation,
just7a failure to inplenment.

8 If it is in principle, we have now becone
convionced, show us why you're convinced of that.

10 DR. CHARO. Yes.

11 DR. CAPRON: It seems to nme it woul d not
be umreasonable for us to say if there is going to
be a3 effect, an effectual rewiting here, it ought
to b done in a way which is subject to review based
uporisevi dence that it is justified to change the
rul es.

17 DR. FREEMAN: In a way, this

di scisssi on, however, is already passe, neani ng major

-- 19
20 (Laughter)
21 DR. FREEMAN: Maj or agencies that they

caved in effect.
23 DR. CAPRON: well --
24 DR. FREEMAN: Il will also use a different
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termi In seeing that there was going to be a public
report by a prestigious national bioethics advisory
comm3ssi on - -

4 (Laughter)

5 DR. FREEMAN: | think. At least, it is
coi neidental with the fact that they realized there
is gaing to be this report and received in a draft
what swe had written have now begun activity.

9 DR. CAPRON: Could you put in the fact

t hatioyou are going to publish the pictures of the

Secretary --
12 (Laughter)
13 DR. FREEMAN: And it seens as though the

draftsa is in effect they are going with their feet in
t he sense they recogni ze whatever is the reasons --
whatmsver are the reasons why they haven't done it in
t he past is probably not going to | ook good.

18 This is my guess. | nmean, | haven't

gott®n this report.

20 That it does seem coi ncidental that that
i s happeni ng.
2 DR. CHARO. It is probably just as well

becamse no matter how much you say the burden shoul d

be am them the fact is they are not -- we are not
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in aiposition of advocating civil disobedience in
which they are sinmply allowed to say, no, | choose
not Bo inplenent the regul ations.

4 (Di scussion)

5 DR. CHARO. O let nme make ny argunents
for why they don't.

7 DR. FREEMAN:. Yes.

8 DR. CHARO. But even if they have caved --
9 (Laughter)

10 DR. CHARO. Right. | would predict that

the amctual inplenmentation is not going to be as good
as yau mght like if it is being done in a grudgi ng
f ashizon.

14 And the way to get rid of the grudging
fashison is to respond to what you have picked up in
t he survey and what they have sent in the comments
t hatizRandy summari zed about what they perceived to
be tise obstacles, as well as what you have
i denbdi fi ed i ndependent|y.

20 And this is where it is circling around
again and agai n.

2 | suspect that the need for a one-stop
shoppi ng approach that there is sonebody that is

i dera4i fi abl e who makes the first judgnment call about
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whet her or not sonmething is research.

2 And if it is research, is it exenmpt? O
is iBs mnimal risk where it doesn't need to be
revi ewed?

5 And if it needs to be reviewed, do we
al ready have an IRB in place for nultiple projects?

7 And if not, can we send this to sonebody
el sesto make it their headache rather than have to
go tlkrough the single project assurance?

10 O if | have to go through the single
projict assurance, can we nmake that as streanlined
as passi bl e?

13 It is a kind of step-wi se approach to
makiwg i npl ementation as rational, as tol erable as
possisbl e.  And then, maybe get an extrenme |evel of
resisst ance.

17 DR. KATZ: | think in fact that what you
say 8s the best justification. It is a
justiofication that it will be, you know, in terns of
i nplament ati on for non-inpl enenti ng agenci es.

21 And that is, you know, whatever you say,
part22of the problemthat you run into is that there
is m3 structure in place that hel ps them deci de on

t hi 24 you know, core issues.
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1 So even if there is no research going on
of mach to anybody or no research at all or very
littBe research or some research that, you know
fallg in and doesn't fall in, the lack of a
strusture in place means that they have no place to
go fer anybody to naeke those decisions, no
i dentifi ed pl ace.

8 DR. CHARO.  Ri ght.

9 DR. KATZ: So the lack of inplenmentation
in itosel f causes these agencies difficulties because
t heyiidon't have any structure in place to deal with
t hose ki nds of issues.

13 DR. FREEMAN: I'ma little worried.

14 DR. KATZ: That justification maybe should
be hwsought out nore.

16 DR. FREEMAN: Al ong the sane lines, we are
wor rived. But what | thought was in there maybe
hasnist -- we didn't see as strong enough.

19 VWhen we tal k about the -- especially
i ndegpendent agenci es that have not signed on and
al seitwo departnents at | east that have not signed
on, hat for themto sign on, it is going to have to
be m3ch nore efficient.

24 The systemis going to have to be nuch
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norelefficient. And we give the exanple of the

Civik Ri ghts Comm ssion.

3 | mean, here is a group, the base office,
you know. Once in awhile, we will do a survey
befose -- shortly before a neeting, a public neeting

of weat is the -- what is the feeling out there in
the gommunity where they are doing the survey -- |
meang8 where they are having the meeting about

what ever the problemis.

10 They sinply don't have the infrastructure
to hmave the lead tinme nor the amobunt of people to
haverzan | RB and go through that whol e process.

13 There needs to be a way for themto do the
resedrch that is exenpt or have help in a very quick
revisw of things.

16 | thought it was in there. And what |I'm
hearirng is that it is not.

18 It seens to ne that if we are tal king
abou®, as one of the things in there, that's not
j ust2ot he si gned-on departnents that this covers now,
but all the federal governnment, that nmuch of the
reme2nder is nore |ike that kind of situation.

23 The variation in the anount of research

donesby a given agency, it varies from you know,
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one riesearch, sonething or the other per year to the
NI H abvi ously.

3 And in the sane way with risks, you know.
That 4i s sonmething that we found. And we need to
cleas it.

6 DR. CHARO. The agencies and departnments
are covered. And obviously, you want to nake it as
easysas possi bl e.

9 But | think it m ght actually make sone
sens® to try and see if we can identify any actual
injuny at all, any because they are not already
subject to the regulatory requirenent.

13 The burden of proof is not on themto say,
no waay, to say, no, | don't want to sign onto this.
Theyisdon't have to do the inplenentation.

16 And yet, | don't think you need to have a
pattern of injury. | think when the federal
govewnment or any governnental entity is in charge
of imflicting an injury on sonebody, the injury is
douldbed because it's not the injury intrinsically,
it i® also the fact that it was done to you by your
own @overnment. That makes it doubly offensive

23 DR. FREEMAN: Ri ght .

24 DR. CHARO. And it really should not be
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tolenated. And so it would be helpful if there was
some2m ni mal anount of docunment about non-

i mpl enenti ng agencies as well that we could use as
an exanpl e of why you would want to extend this.

5 So part one is, yes, you need to make it
easi er for the ones that signed on.

7 That becones a nodel for the ones who have
yet B0 sign on and see how doable it is.

9 And here is why they should be told that
you weal ly nmust do it. And it's really at the |eve

of tihe White House to direct the departnments to

comuby.
13 CHAlI RMAN CHI LDRESS: Har ol d.
14 DR. SHAPIRO Alta, several national

bodi®ss have decided that it is inportant to follow a
certiai n process, not only because harm may be done,
but BBecause sonme w ongs nmay occur.

18 And it seens to ne that you would be
fundanmentally -- if you are going to hook an
agemoy's signing on to sone denonstration of harm
you Aare going to be in a very fundanental way
reversi ng the judgnent of sone pretty seem ngly
grouwps that it is inmportant to have this structure

i n pace because even if there is no harm there is
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going to be wongs. So --

2 DR. CHARO. | amnot really thinking of
conddtion. | amsaying it strengthens the case.
4 DR. CASSELL: Yes. But the problemis

that sit strengthens the case. But then, sonebody
sayss so how common are those instances?

7 And then, you are stuck up against the
i deagsabout that again.

9 The mi nute you bring one piece of data out
on tloe scene, you are up against, well, what is the
basetil i ne and what is the, you know -- not only what

percent age of the injuries.

13 And you cannot answer those questions.

14 DR. FREEMAN: But | hear Alta saying we
needist o make it strong. | would suggest that we not
lightly -- we will not be very productive to go

| ookirng for cases of denonstrable harm or w ong.

18 What |'m also hearing is that we have not
madelot he case that -- strong enough about why to
extend them | nean, sone of the discussion has
beereit hat .

22 It does seemto ne -- and | have asked

that23it be put at the very end of the agenda

someshi ng about community perceptions of that
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nmeetitng at CDC in the past two days on conmunity
parti2ci pation in research.

3 There is a | ot of anger out there by the
Si zalal e proportion of the popul ati on about past
injustices in research and very recent injustices in
resear ch.

7 And the reason | think to have the
regulBations is to try to mnimze that by every
singbe federal agency the chance of it happening.

10 And the trust issue between the population
and tthe governnent is | think the bottomline. That
was ®hat after all notivated the National
Commusssi on, both the trust on the part of the
popukati on --

15 DR. SHAPI RO. So everything ought really
to e debated. And if sonething conmes out, the
comu7ssion will be aware of the changes that are
beimg made is that we are noving to a point of
havimg sonmething that we want to fairly state in the
t extzo

21 DR. KATZ: They are on the bottom | just
can'® renmenber having seen any drafts which ones.

23 (Di scussion)

24 DR. CHARO. It may be this one.
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1 DR. KATZ: Right.

2 (Laughter)

3 DR. KATZ: And sonetinmes, we did cut off
or add it.

5 CHAI RMAN CHI LDRESS: Har ol d.

6 DR. SHAPIRO | want to pursue a | ess

i nporrt ant aspect of the issue that Alta rai sed when
she pointed to the fact that there may be sone
correl ati on between the nature of the activities and
the mature of the attitude towards this common rul e.

11 And there m ght be sone insights
avaikable. And | think it is a very interesting
poi ni3.

14 | do not know where it will lead, but it
wi | l1sbe very inportant to | ook at.

16 That | eads to a second issue which I found
m ssirng from | ooking at this. And | call it an
i ssus of scaling.

19 That is sonme agency is not a conponent. |
don'20 know if they do one research project a year or
100,700 research projects a year

2 | don't know if they -- what kind of
research they do. And so I'mfinding it very hard

espesi ally when there is so nuch speculation in the
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repont regardi ng what the notives are.

2 | found it very hard to think about it. |
mean3 | have no reason to second guess you, but |
have4no reason to say, yes, | was right.

5 Al'l because | sinply don't know enough
myselef about the nature of the research that is
going on and whether it is not -- if it is
reasenable to kind of think that they were exenpt,
for exanpl e.

10 Isn't that just an artifact --

1 DR. KATZ: Can | also before you go on
thraw a question back to you because this is a
fund@anmental issue that | think the conm ssion needs
to address to give us sonme -- and that is how
specisfi c do you want to get about agencies?

16 | mean, our struggle throughout this is
t hati7we do not want to target agencies in ways that
are wot hel pful, although we feel that it is

certm@ainly appropriate to use agency specific

i nfaomation when it is illustrative of |arger
prokdiens.
22 But the kind of thing that you are talking

abous, we certainly have put in and have cut a | ot

of i# out, you know.
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1 We don't know how specific or how much
i nformation you want about different agencies.
3 DR. CAPRON: | thought that part of the
reasan it wasn't in there was because you were

gi viBg the agencies to opportunity conment on the

mat ewsi al you were going to -- before you shared it.

7 DR. KATZ: It will be in there in tables
and 8hi ng.

9 DR. FREEMAN:. But before you comented on
it. 10

11 CHAI RVAN CHI LDRESS: This is the question

t hati2Har ol d asked.

13 DR. FREEMAN: We can put it. And we did
not gut it in. And | totally agree that it is
needsd t here.

16 DR. CAPRON: | expected it to be there.
And 17 thought, well, it is not there because you are
giviwg thema fair chance to make sure you got it
ri ghio before you --

20 DR. KATZ: It's right in the narrative of
t he ;Aagenci es that we actual ly di scussed.

2 DR. CAPRON: Just the way you said it.
Just23t he way you said it.

24 DR. CHARO | think rather than tables,
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you are asking the reader to pull it out. A
narrative that says, well, we found evidence of a
very3w despread violation of the common rule with
respect to non-invasive research whose risks are
primarily risks of |oss of privacy, dot, dot, dot,
dot, edot, dot, sone of which may be seen as trivial,
but monethel ess -- which are really quite real and
| et 8s explain why.

9 It is a suddenly a woman's privacy is
br eaimhed. She is subject to battery because of the
i nfanmation that has been reveal ed, etcetera,
et celkera, etcetera.

13 So that you get this opportunity to teach
as vel |l as to give sone scaling.

15 Then, we found noderate |evel fol ks of
partiecul ar agencies of |ack of inplementation on
t hi st7rparti cul ar kind of invasive thing.

18 These ki nds of physical risks gives the
readier a chance to get a sense of what |evel of
outramage or concern or indifference is appropriate as
a reader.

2 And that will then help set up the
recasmnendati ons.

24 DR. SHAPI RO We have --
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1 (Di scussi on)

2 DR. SHAPIRO In evaluating this
situation. | don't know long it is.

4 DR. DUMAS: This discussion makes ne very

nerveus because you nentioned about the | ack of
confiedence and trust people have in the governnent.

7 DR. FREEMAN:. Yes.

8 DR. DUVMAS: And I find the report rather
equi wvocal which can do a lot to undermne trust if
peoploe feel that there is sonmething that is being
covened up.

12 And | think there is a way of giving an
assessnment of the scope of the problemin
i nplementing a common rule wi thout having to target
a spsci fic agency.

16 So | don't you have to necessarily target
an agency in order to give a nore accurate picture
of jmst how much this is being -- the common rule is
bei mg adhered to and where the gaps are.

20 And | think we need to be as open and as
factmal as we can be about this because it doesn't
make2sense for us to spend the time that we spend
tryizsg to devel op ways to advise on the protection

of haman subj ects when the governnment itself is not
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doing it.

2 And | certainly would not want to give the
i nprassion that we are going to turn our heads on
t hat 4

5 DR. KATZ: What you are tal king about and
we have had an ongoi ng, internal discussion about
the way the data should be organized as wel |.

8 There is a description of the data in
terms of incidence so that you have sonme sort of
i deawoof, you know -- and that is sort of the |ast

piece. And it hasn't been pulled together yet.

12 | nmean, the data is there. There is a |ot
of aata. And | think, you know -- | don't know of
soneldody will need to cone in and do that or if
staf’s will have tine to do that.

16 But that is the kind of the |ast piece.
We have overall inpressions. But you are saying you
needisin the -- or you are saying you need in the

repawt, you know, a noderate number of agenci es.
20 DR. SHAPIRO: | would need sone
infaitmation so | can nmake an assessnent nyself of
how® feel what's going on here.
23 Whet her or not it will be in the report,

in what form | amnot entirely sure about. | just
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don'tt have the information. This is ny concern.

2 DR. CASSELL: WMaybe, we ought to have the
dat a3

4 DR. DUMAS: That's right. W should have
it. 5

6 DR. CASSELL: W should ask for the data

so that we can |look at it and see it.

8 DR. FLYNN: One of the pieces that was, at
| easd for ne, hard to assess was the situations
wher® the agencies felt apparently wongly that they
wer ettnot out of conpliance or that they did not have
to have certain kinds of research covered.

13 Agai n, soneone nentioned earlier, | would
i ketst o know that their thinking was. | would |ike
to kmow what the scope of that problem was.

16 It was hard to draw a differenti al
assegsnment of how well or poorly sone of these
agernsi es were doing in the category of not being in
conploi ance.

20 DR. FREEMAN: It sounds |like for bal ance,
| mean, along with what has al ready been said, that
you need to give the same nunbers for the agencies
that2zare in full conpliance. You have a sense of --

24 DR. FLYNN: Yes.
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1 DR. FREEMAN: The nunmbers. Okay. That

w || 2be easy to do.
3 CHAI RMAN CHI LDRESS: Harol d and then Al ex

and uhen Eric and then Alta.

5 DR. SHAPIRO | will just say one nore
thing. And that is when it conmes -- again, this,
and 7t may be sinply because | |ack the expertise --

8 DR. CAPRON: That |eads --

9 DR. SHAPI RO That the others may have.

10 When it cones to recommendations to
i nplament, |'mnot sure what the best way for us to

proceed is because |'mnot quite sure what the
prociedures are for maki ng changes.

14 The report tal ks about the federal
govewsnnment inplementing this. |'mnot sure if that

is tlee best way to do it.

17 | mean, are we tal king about federal
actimn. |'mnot against saying we call for federa
actimn.

20 | want to understand what type of federa

actian we called for when we just say anmend the

fedexal -- when we say DHS ought to do this or the
Justa3ce Departnent ought to do this. | don't know
what24- -
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1 DR. CAPRON: | thought you were getting to
t he next |level which is as to whether or not the
reguBations are in practice making any difference.

4 We don't have data in this report on that.
And skat her not the best way -- if we thought there
was ®sonconpliance at the IRB, one of the best ways
to gag about that would be to be federal action or
sonegot her acti on.

9 But | want to make -- | want to be
careul . And | want you to be careful when you are
writitng when we talk about fully in conpliance and
so frarth, the reader who isn't constantly attuned to
t hatidi ssue m ght think it neans that we know that
HHS mhi ch has procedures and processes to inplenent
is fairly conpliant and that HHS grantees are doing
whati6t he regul ati ons expect themto do.

17 We don't know that. And we ought never to
i mplyg that we do.

19 Now, | don't nmean to inply -- think that
we should inply that it is not happening.

21 So full conpliance or, you know, the
regukati ons are working or sonething, it just the
ki nd3zof thing we should be sensitive to avoid.

24 And we renmind the reader of the limted
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natune of the present set of findings.

2 DR. FREEMAN: \What you are saying is that
we need to make clear that full conpliance neans, on
t he ane hand, when you are doing the research, you
havest he structures and processes in place.

6 When you are paying for it, you assure
t hat 7t hey have those structures, but you don't you
havest he slightest idea about the quality of --

9 DR. CAPRON: You are sure on paper. They
havelogi ven you a paper saying that their institution
wi | [110bey certain rul es, whether they are or whether
t heyicare |i ke some of the instances we heard of
maj aB uni versities of doing that.

14 DR. FREEMAN:. Yes.

15 DR. CAPRON. And only adventitious reports
or p@articularly persistent injured patients finally
get 1rhe spotli ght shown.

18 We don't know whether those are highly
unrepr esentative, odd instances, or whether there is
a nmoe pervasive problem or not.

21 In recent times, talking to people at |IRBs
at major institutions, some of them have certainly
exprassed to ne concerns about what their own

i nst#t uti on does.
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1 And, you know, how one person will say she
was a relatively new nenmber and she was j ust
horriefied. But she bit her tongue for awhile
because she didn't want to be immedi ately seen as
troubl e maker until she saw a pattern. And then,
she edentifi ed.

7 They were exenpting whol e areas of
research that needed review

9 And once she said, you know -- showed them
whatiowas in the regul ati on was she able to persuade
peoplie.

12 That is a major research institution. And
| wal d bet dollars to donuts that no one here has
any meason to think that that institution isn't,
guotis, obeying the rules.

16 We don't know. And we should not |ead

peoplre with a fal se sense of assurance.

18 CHAI RMAN CHI LDRESS: Susan and then Eric
and 18It a.
20 DR. KATZ: | think we also have to keep in

mndkl and 1" mnot sure that this is strongly enough
stated, of what the limts of the current
investigation are in terns of what it shows about

ef fimacy of inplenmentation which is what you are
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t al kiing about .

2 DR. CAPRON: Yes.

3 DR. KATZ: | nmean, we really -- David is
real by focused on structures and structural issues,
al t heugh in phase 2, | gather has gone beyond that
to aecertain limted sense.

7 But all we could say in the best of
circenstances is that a departnent or agency that
funds extramural research has those structures in
pl ace which would seemto, you know --

11 DR. CAPRON: Provide sonme assurance.

12 DR. KATZ: Exactly. And that is the limt
t hatid3we coul d say based on the current
i nvetigation.

15 If we think that there is a pervasive, we
m ghts want to recommend further investigation. The
actual ethicacy of inplenmentation is probably the

nextigst ep anyway.

19 CHAI RMAN CHI LDRESS: Eric.
20 DR. CASSELL: Wwell, all of this once again
makes ne think that we ought to have -- ought to

provide the comm ssioners with the data and because
| cax see a |ot of things happening after the report

comex” back.
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1 And | can see the newspaper tal king about
how the governnent is not in conpliance and so forth
and so on.

4 This structure that you are tal ki ng about,
in fact the data may show sonet hing nmuch | ess than
t hat 6

7 Al so, since much of this is
i ntewpretati on, we ought to see what you are basing

your 9i nterpretation on.

10 CHAI RVAN CHI LDRESS: Alta.

11 DR. CHARO. | would like to --

12 CHAI RMAN CHI LDRESS: ' m sorry.

13 Bill, do you want to respond first?

14 DR. FREEMAN: | was just going to say
alomg the lines -- and we can't answer that now.

16 The purpose for being in the pros, the

posi17i ve agenci es, we described themfirst and then,
t he Bnes that needed help, shall we say.

19 And then, in the conclusions, if you
notiaoed, we reversed the order, very strong and
negadti ve.

2 But then, also a positive conclusion on
what2st o do about that is extended.

24 That is sonmething that | think the choices
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thera, obviously, those are yours, how to enphasize
what 2and what sequence, etcetera.

3 And what |I'm hearing is that before we
make 4t hat deci sion, you would |i ke to have a | ook at

it, Bave all the tables, and what is the sense of

wei glat s.
7 | can go through it quickly.
8 CHAI RVAN CHI LDRESS:  Sure.
9 DR. FREEMAN: Scal ing and wei ghts so you

wi | [lo0know how.  Ckay.

11 DR. CHARO. | would like to throw out an
i dearzand just get reactions to it for a different
thinmg to add to this report, totally separate from
t he dat a.

15 Goi ng back to what it is that stornmed this
i nquiery which is the Radiation Commttee's work,
okayiz I am al so wondering if it wouldn't be good for
publigsc rel ati ons purposes as well as for making it
nor elouseful to the public and the President, at sone
poi b to go back to the major scandals in research
t hat2thave had any connection to the federal
govexnnment or through actual direct intranural
research inplenmentation.

24 Approach one of them and say, all right,
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in what we have | earned about the federal
governnment, could that still happen today? Yes or

No. 3And if not, why?

4 And then -- | know.
5 (Laughter)
6 DR. CHARO. But the point of all this

except to figure out whether or not the scandals we
are Bam liar with have been adequately addressed so
far. 9

10 And part two is, this is where |I'msure we
-- hmt kind of create a little nythical departnent
t hati2doesn't exist and give it a status simlar to
t hati3of sone these agenci es that have not conpletely
i mplenmented their regs.

15 And begin to outline exactly the kinds of
thinngs that could still happen today based on our
i nfarmati on and why that is a problem

18 In other words, try to put a very
conciwet e, conprehensible space to all of these
i nf a@omat i on.

21 For the purpose of dealing with the
credbility gap, it is essential that we address
whetd3er or not the things that people are still

conp4ai ni ng about are still problens today or
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whet her we can finally put themto bed.

2 And then, we need to be very honest about
what 3it is that people should still be worried about
and khow it is that that then leads to the
recosnmendati ons.

6 DR. SHAPI RO Wuld you say that it is

much7li kely to happen today?

8 DR. CHARO.  Yes.

9 (Laughter)

10 DR. CASSELL: They never nmade a set of
reguliati ons that will keep people fromgetting

around the --

13 DR. CHAROC Yes, | know this. |
undemst and thi s.

15 But, you know, | ook, some of the scandals
t ookiepl ace at a tinme before we even had any of these
regutzat i ons.

18 And it is worth as a public relations
issu® to say, you know, no, we can't no secret
research for which there was no consent and there

was no know edge because we now have regul ations

t hat2say this is absolutely -- you know.
23 So at least you can say it's now agai nst
t he ;ul es.
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1 DR. DUVAS: But |'m exenpting those rules.
2 DR. CHARO. You are personally?

3 DR. CASSELL.: No.

4 (Laughter)

5 DR. CHARO But do you catch ny nmeani ng?

At | east we begin to identify where we need sone
progress in a concrete way for credibility purposes
and Bhen to also to create sone concrete situations
t hat 9exenplify the gaps that renmain.

10 DR. CASSELL: Infornmed consent is the

thimg that is lacking fromthe big scandals that

there are out there. [It's infornmed consent.
13 DR. FREEMAN: But not the only thing.
14 DR. CHARO. Not the only thing.
15 DR. DUMAS: That's not the only thing.
16 DR. FREEMAN: Jim can | bring up the

lettiers fromthe |ast tinme?

18 | think realistically having been exposed
and i stened to these, sonme of the scandal s and at
the 2oeeting that it was said for the past two days
in which there were a ot of community people very
angr2 that people, researchers who did recently bad
things to people in the research of using neasles in

LA, Hor exanple.
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1 Not hi ng bad has happened to them Now,

t he amount of anger and passion to that is -- and
then3as | thought about it, it nmade a | ot of sense.

4 | nmean, |arge nunbers of people in their
commnities are being in jail for all sorts of
things. How cone other people aren't being put in
jail 7when they do bad things?

8 It is people who are wonged, the person
who goes in the house. You get angry. And there
needs® to be sone response to that.

11 |, as | said didn't appreciate, until the
pasti2t wo days.

13 It seens to ne unrealistic that we wll be
abl etat o prevent every bad thing from happeni ng by
regulsati ons.

16 But we have yet to pay as a nation or as a
syst@m or whatever you want to call it attention to
whatishappens when the system fails.

19 And so sonet hing bad does happen. How do
you 201 nim ze and respond to it appropriately the
resuiti ng wrong?

22 VWhat happens | think is that the response
t hat2sgeneral |l y has been done from at | east hearing

the mommunity people, their interpretations is that
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it canpounds the wrong.

2 Step after step after step, our response,
our Beani ng the federal governnent's response has
been4to increase the anger as opposed to deal with
it directly.

6 And one of the questions may be -- this
was not the focus of our survey. And | don't know
if is could be in this report or if it is sonething
t hat 9you want to pay attention to in the future
repaot s.

11 It's howto plan for when the systemfails
to prevent the problem how to intervene
appropriately, respond appropriately to mnimze the
| ossi4of trust, mnimze the anger, set things right
appropriately, as opposed to long years later and it
is sill festering.

17 Do we want to do that? 1Is it the nature
of tise problemthat really propelled the Nationa
Commuigssi on whi ch was a concern about the potenti al
| ossoo0f trust in the research enterprise?

21 DR. CASSELL: Henceforth, the government
wi |12l eap forward to say we did the wong thing and
we ase terribly sorry on the first day afterwards.

24 | don't just see that happening.
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1 DR. FREEMAN: | don't see it happeni ng.

But 2t is also true that the response has not been -
- as3l said, | think it has made things worse.

4 | think there is something that could be
dones And |I'm not saying that nmeans to | ook.

6 " m suggesting that it may be sonething
t hat 7you m ght want to | ook at and propose for the
f edesal governnment to learn how to do it better

9 My assessnent, personal is that the record

has oeen atroci ous.

11 DR. CHARO:. |I'mnot sure how -- |et
me ga back. | will go back to Harold was when he
asked for sonmething that will help himunderstand

how ®o0 react to all this.

15 And step one was nore of the underlying
datawe And then, ny thinking was that will hel p, but
| dam't still think it is going to get us all the
way Igecause it still requires too nmuch work on the
partioof the reader to interpret it.

20 And so the suggestion was to try to find
sonmeziway to make nore concrete the degree to which
the 2urrent situation is perilous or conforting

23 And maybe, the best way isn't to address

how 2r evi ous scandal s woul d be handl ed by today's
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ruleg, but | would love to find sone way of doing

it. 2
3 And | think if you want to tal k about
i ssues about puni shnment follow ng a scandal | think

is oaly one piece of the question of how credibility
is restored and how nuch work needs to be done in
changi ng the current situation to nmake sure that
credigbility is maintained.

9 Nobody is claimng that you can create a
syst@m that is going to be error free. And that is
a stmaw man that you all have fun in knocki ng down.

12 But you can assess whether or not the
current regul ati ons even have the theoretical
capai lity of preventing a prior scandal.

15 Because if they don't even have the
t heaweti cal capability of preventing it, you know
you'we got a big gap

18 | f they have the theoretical abilities to
do im®m, but your survey has denponstrated that the
agermi es who haven't been inplenenting the key regs
or dan't have the understandi ng of how they operate,
t here2t hat' s anot her way you can answer it.

23 But | just feel that there needs to be

somethi ng nore vivid, nore case oriented to bring
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out tthe conclusions that we want to bring out.

2 DR. KATZ: Can | just make a suggestion?
And B8his may not be responsive to what you're
t al kikng about .

5 But there is a sort of very brief couple
of sentences which tal k about what actually has
happened in response to prior comm ssions and
commgttees and their recomrendati on.

9 And it is quite alot. And in fact, you
knowo we are a good bit along the way. And I think
it i® just in that section where we talk about the
fivezor six things that these comm ssions have
considdered in the past.

14 And in fact, three of them have been
fairlsy conpletely and well considered and have | ead
to rwal actions in terns of both regulations and
strugtures and sonme very good underlying ethical
pri ngi pl es.

19 That is a hell of a |ot that has happened
over2t he past 25 years that maybe deserves greater
enphasi s upfront.

22 This goes to what Bill was asking in a
decizsi on which you have to make, a fairly

f undanment al deci sion which is, you know, what do you
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want 1t he report to say?

2 Do you want the report to focus on what
needs to be done and the risks that are still out
t her @?

5 Or do you want the report to focus on how

far we have come, but with some attention to the
fact 7t hat we need to go further?

8 | mean, you can wite two very different
repowts fromexactly the sane dat a.

10 The problens that remain may be
si gritfi cant in those agencies. There are fairly
si gni2f i cant problens in ternms of dissem nation of
i nfagmation and interpretation of regul ations and
all morts of things which are significant when you
t al kisanong your sel ves.

16 They may or may not be significant out in
the f7ield. And you may not want to enphasi ze them
t hatisnuch.

19 But we need | think some indication from
you ahet her or not you want to go back and focus
perhaps in the historical section on exactly what
you'ze tal king about which is, you know, how far
we' va cone.

24 It's only in a few sentences here. It
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| eaves a lot to those of us who know an awful | ot
about it, but may not nean very nuch to people who
don' 8.

4 CHAI RMAN CHI LDRESS: | think one reason
it'ssdifficult to answer the question you raise,
aparte froma sense of scale, to use Harold | anguage,
is we don't have for the few agencies and
depawst nents that have not inplenmented the comon
rulegs we don't even have a sense of how nuch they
do. 10And how many research subjects are involved?

11 And so that becones a kind of basic
st ari ng point before the questions | think can be
rai sied.

14 One of the things that we have stressed so
| ongisi s that at | east given what we heard early
abous t he nunmber of departnments and agencies that
wer et7i n conpliance and the nunbers invol ved there
and Bhe basic bi onmedi cal research and basic
rese@arch, etcetera, that the progress is being one
t hatocertainly we would want to enphasi ze.

21 But one can do that w thout denying the
dar k2si de, too.

23 And | guess where the discussion at this

poi 4 i s roughly you persons have done a great job.
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1 We've got -- the report is at a point
where we now need to make some very difficult
deci sions that may shape the tone and so forth, but
we need to | guess |ook at that infornation and very
qui ckly respond.

6 And then, we need to think about ways to
use Al zheinmer's in making the recommendati ons nore
vivid and the |iKke.

9 s that roughly a fair sense?

10 DR. CAPRON: | nean, the danger of going
too siar the way Alta says is that unless you are
going to recite exanples, and we've heard sone here
of tmings that are post-regulation, are post-conmon
rul ei4and are a problem unless you have a whol e
buncs of those to recite to indicate that there
still are problens, I'mworried about draw ng any
stramg concl usions for the reason that we are just
t al kisng about this top |evel.

19 And if there are nore instances |ike the
onesowe have heard, we should be worried.

21 | f those are highly |ocal problens having
to doa with, as it were, institutional pathol ogy,

t hereswe don't have to be as worried and we don't

real#4y even lay it at the door of the federal people

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



357

who are doi ng what they can do.

2 And there will always be sone peopl e who
skirs regul ations or don't understand them or
what ever .

5 So that, you know, we are not talking

abouw the perfection here.

7 DR. CHARO. Well, for exanple --
8 DR. CAPRON: But | just don't feel
confortable -- | nean, | feel confortable if we have

probdoens in using them because as | ong as we are not
m sriepresenting them they indicate that there are
pr ohlkens.

13 But the absence of reporting instances to
us lmeaves nme --

15 DR. CHARO Right.

16 DR. FLYNN: Agnostic as to whet her
or mot there is sonmething nore that we shoul d be
wor rised about .

19 DR. CHARO. Wwell, | nean --

20 DR. CAPRON. And how likely the past could
repeat itself.

2 DR. CHARO Certainly, things the reports
abouts the VA research in the '80s provide one source

of tdaings to take a | ook at and whether or not that

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



358

was due to isolated m sunderstanding or if that had
sonmething to do with the way in which the regs were
bei ng i nplemented is illum nating.

4 Some of the concerns that have been raised
abouts survey research that actually does revea
private information and puts people at risk of gang
vi ol @nce or battery or other kinds of responses
whicls is current which was never reviewed.

9 It is being counted as, you know, part of
our wesearch protocol, but clearly never got
reviewed.

12 So it wasn't being seen within that
depawt nent as sonething that needs to be reviewed is
a cusrent exanple that relates to the current
regulsati on i npl ement ati on.

16 It may not be nmuch. |'mnot sure that
ther® is enough there.

18 DR. FREEMAN: There is actually a
f ai risamount, the part that we wish we had. And
themo we had the neeting on the 9th. And so we had
to surap what we had written.

2 The basic substance really hasn't changed.
It's23nore than just privacy. When you are

i nt esvi ewi ng peopl e about their experience of crine,
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thera is not a whole different for sonme people than
i ntervi ew ng them about the death of their spouse or
par ent .

4 There is a lot of enotional overlay that

conmes out that you are not prepared to deal with if

you are actually -- themat the time of the
i ntervi ew.
8 Sinply by raising these enotional related
i Ssues - -
10 DR. CAPRON: Are these victinms of crinme?
11 DR. FREEMAN: \hat ?
12 DR. CAPRON: Victinms of crime? Victins?
13 DR. FREEMAN:. Yes.
14 As in the exanple, there are |lots of

possisbl e wrongs that can occur in survey research

beyawd j ust privacy.

17 And we see protocols that have that as a
potewtial. And it is insignificant. |t probably
doesm' t --

20 DR. KATZ: | think it's going to be very

di ffaicult to go too far down that road because in
the ase that Bill is tal king about, and this is the
one m®gency that | actually went to take part in an

i ntexvi ew, they indicated when they talked to
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victimms of crime that in fact it was quite cathartic
for them and they wel comed the opportunity.

3 So that you need a whole different kind of
study again to find out the level of information
you' se trying to get at | think.

6 DR. SHAPIRO. One of the things that Alta
said7was that there is a series of |evels here.

8 Level one is are these agencies making a
goodofaith attenpt to inplenment this regulation in
waysiot hat are reasonable and |ikely encourage
appruapri ate behavior out there in the field, whether
it i intramural or -- that is a question that can
be amswered | think even if there is a lot of that?

14 And then, they have that. And there still
may 8e a | ot of bad stuff going on. That's because
thers are other steps in this that we are studying
t hatirare being inplenmented properly. Well, they
haveist o be studi ed sonme other tine.

19 And it seens to ne as | understand what
you'2oe done, we are in this first phase. And to
t ake2it he exanpl e you have given, is this interview
cathartic or is it emotionally difficult for you?

23 At the level we are at, that is not the

poi ri4a. The point only is, is sonmebody asking the

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



361
guestlion? |s sonebody in a position to know,
eval gating this thing and saying, yes, that is a
reasanabl e thing?

4 DR. FREEMAN: To pay attention to.

5 DR. SHAPIRO. To pay attention or not. |
meangs we don't have to decide at this stage just to
t ake 7t hat exanple. | understand that it is just one
of many possi bl e exanpl es.

9 DR. CAPRON: But certainly if we have the
exampl e and the answer is that that agency was not

requitri ng anyone to think about that because they

t hought --

13 (Di scussi on)

14 DR. CAPRON. Then, that's an illustration.
Thatiss an illustration of the category you want, a

pr ohleem t hat we can show t hat has happened.
17 DR. SHAPI RO:  Yes.
18 DR. CAPRON: \Where a harm has happened

becawse the rules weren't being inplenented.

20 DR. KATZ: That will be in there. That,
as Bull indicated, was taken out, that whole
sectaon.

23 DR. FREEMAN: Because it needs to be
rewrstten. |It's still the substance that we were

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



362

sayi ng.
2 DR. CAPRON: Ckay.
3 DR. FREEMAN:. But | want to get back to

what 4awe were tal ki ng because sone peopl e said people
shoukbd be put in jail.

6 | want to be clear that was not ny
suggesti on way back to the previous discussion.

8 But the question about what to do when
there is a failure rem nds nme of airplane crashes.
The mmj or effort is to prevent the crash.

11 But with the airplane crash, we have al so
| earmed that enmergency departnents near major
airpgrts need to be ready for mass casualties. And
t heyuapractice that.

15 So when the airplane crashes since it is
not i6f but when, at |east there will be a better
possi7bl e response to save |lives than m ght otherw se
occus.

19 Let me ask. In that context should NBAC
be laooki ng at or should we say anything about even
nowar in the future the systemthat as far as I can
tell2is fairly nonexistent which is to fashion
apprapriate responses to failure of prevention of

harm4t o participants in research?
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1 CHAI RMAN CHI LDRESS: That is sonething

t hat 2we probably should ook into in the future.

3 But | think there is a problemw th the
anal egy is one worries about a systemin place to
deal swith noral failures because it my well end up
being sinply then the kind of protect yourself sort
of armrangenent.

8 I n other words, have a systemin place to
deal owith the failures, | think of may be
pr obloemati c.

11 At least it is sonething we need to think
abouk a lot farther. | think it would take us
afieldd fromthis.

14 Actually, we have passed the tine for the
breats. But | sense that, nunber one, that this has
beermwea very fruitful discussion.

17 And nunber two, we are not far from
gettisng finished with this. And | think that we
ough® to go ahead and nove forward and just finish
our ai scussion of the federal agency and not take a
bread now.

2 And then, I'mnot sure we actually have a
| ot Beft to discuss.

24 DR. CAPRON: Could | invite Bill to wite
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2 CHAI RMAN CHI LDRESS: Yes.

3 DR. CAPRON: What he was just thinking
abous. And | don't have clear what the inpetus for
that s5is, the discussions you were privy to and to
the extent that this is sone topics on the record
and you couldn't put in the report, particularly if
there are other sources other than your own
expewi ence with it were published or --

10 DR. FREEMAN: It was not part of the

surviey. We didn't ask any question about it in the

sur viey.
13 But | will wite that up as a separate --
14 DR. CAPRON: What you are reporting was

the lBearing in Atlanta or a series of --

16 DR. FREEMAN: The Center for Di sease
Contwol response at a neeting, Thursday and Fri day
in rBsponse to the President's Tuskegee apol ogy.

19 One of the itens he charged Secretary
Shalmal a wwth was to reply wthin six nonths about --
which is Novenber 11th or sonething other -- about
conmmnity participation in research

23 So one of the things they are doing is

t heyzagot together six agencies. CDC was the |ead
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agenay, but five others, including the Indian Health
Serviezce, community nenbers, researchers, and us
bureaucratics, a small group of about 80 to discuss
it. 4

5 And it was, as | said, an eye opener to
me. 6But as | thought about it, not at al
surpri sing, once | thought about it about the anger

t hat gspersi sts about unresol ved.

9 DR. CAPRON: Yes

10 DR. FREEMAN: Ckay. And | will wite it
up. 1

12 DR. CAPRON: \What | am saying is that

bet vieen what you know and what is in the Secretary's
November 11lth or whatever report, it would really be

hel pbul to see it on paper.

16 And then, get a sense if we are in
agr eenment .

18 DR. CHARO. Jim | also think that this
sonemwhi ng that needs -- that either is going to be

or reeds to be introduced into the contract papers
on the appropriate place within the governnent, an
overxmeer of this research because clearly in terns
of omesti ons about response, the first action that

peopkde have is that OPRR can go and investi gate.
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1 But OPRR, because of its situation within
NI H, 2does not have the authority for force action on
ot hes agenci es.

4 And within HHS, it is faced with
bureaucratic conflicts that hanper its independence
and effectiveness on the nature of the fact that is
| ow down in the food chain.

8 So that a | ot of the issue about
appropriate response is going to be tied up to the

appriopri ate regulatory location for this.

11 And that m ght be the place to get
handkbi ng.
13 Since the first step to any kind of

corrction of a problemis going to be investigating
whatishappened, right?

16 One last thing, | know that a lot of this
stuff7 was about survey research and how t hat has
potemti al for harm

19 But can we namke sure we don't get too
hypeobolic in our specul ati ons about that harm
wi t mut hard evi dence?

22 Do you think it underlines credibility if
we specul ate too wildly on that on the m ddl e-ground

| evels?
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1 DR. FREEMAN: | think -- I'msorry.

2 DR. FLYNN: |'m sorry.

3 DR. FREEMAN: Go ahead.

4 DR. FLYNN: It would help if we could get,

now BBavi ng settled this, a summary of where we think
we ale at the next iteration.

7 CHAl RMAN CHI LDRESS: That is, first of
all, swhen we can get information. And that has been

requested by the comm ssion, our subcommittee.

10 Second, when you think chapter 3, is it 3
you mi | | have?

12 DR. FREEMAN:  Yes.

13 CHAI RMAN CHI LDRESS: VWhen you think you

m gh# have a draft of that.

15 And then, when you think it m ght be
possiebl e in ternms of the next revision, whether we
m ght7z have sonmething prior to the 23rd for delivery?

18 DR. FREEMAN: | had stepped out during the
meetiong. We are neeting on both the 23rd of
Novexber and the 3rd of Decenber.

21 CHAI RMAN CHI LDRESS: Yes. The neeting on the 3rd
of D&enber will be a neeting to basically try to incorporate
what 28e gai ned fromthe conference, the NIMH, and try to go

ahead4and work that into the discussion of decisionally
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i mpai led subj ect s.
2 So that will be the only thing we wll be

doi ng at that point.

4 DR. FREEMAN: On the 3rd.
5 CHAI RMAN CHI LDRESS: On the 3rd.
6 DR. FREEMAN: So we will be neeting on the

23rd7Novenber

8 CHAI RMAN CHI LDRESS: Ri ght.
9 DR. FREEMAN. And you want it before that.
10 CHAI RMAN CHI LDRESS: And when we were

di scussing that neeting on the 1st, we --

12 DR. FREEMAN: | did hear fromthe 1st to
the B3rd. | didn't know about the 23rd was still on

14 CHAI RMAN CHI LDRESS: What do you think?

15 DR. FREEMAN: We will get sonething to you

bef ase the 23rd.
17 CHAlI RMAN CHI LDRESS: Okay. And you

can get the information requested in the next --

19 DR. FREEMAN: | think we will get sone
infaomation. |If you want it all in one package,
t hataam ght take | onger, but we can -- | think if the

maj ar pl ayers, information on the major players to
gi vezzyou a sense of scale and stuff, probably within

sevem to 10 days.
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1 CHAI RMAN CHI LDRESS: Okay.

2 DR. FREEMAN: It should not a problem

3 CHAI RMAN CHI LDRESS: Okay.

4 DR. FREEMAN: |'ve got a specific
gquesstion. It sounds mnor, except it is how we
wite it.

7 As you sought to propose and in chapter 2

use and thereafter, the word "participant”, research
partioci pant, research involving a participant,
what®ver as opposed to subject, all in the past, it
has heen subject in the US. in ternms of official
linga and to include regul ations.

13 The Canadi an report, and as a matter |
quote fromit, has gone to the word "participant”
becasse it inplies a nore accurate role for the
per sien.

17 Certainly, the best cancer activist have
sai dist hat they refer to their participants, not
subjmects of research, the ones that | have heard
anyway and others as well.

21 The question is, should we continue that
or should we go back?

23 It produces a little bit of confusion

because of the old style and new regul ati ons, but do
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you want to make the change or not?

2 CHAI RMAN CHI LDRESS: Well, | am speaking
persanally. And let's directions from others.

4 | have no problemw th that as |ong as we
justs-- if at the outset will indicate we're using
partieci pant to cover the category that's often
di scussed as subj ect.

8 And | think there are probably good
reasons, as you have indicated for nmoving to

par tioci pant .

11 But what responses -- any responses from
ot heps?
13 DR. FLYNN: We use the word "participant”

for Mery nuch the sane reasons that it applies a
di ffssrent kind of role as in relation to the
decisi ons and a partnership that it is what we are
tryimg to affect.

18 And since it appears to be a termthat is
com1dg i nto usage anong a variety of patient groups,
if tdere is no objection, | think it |leaves its own
sementically in good directions.

2 CHAI RMAN CHI LDRESS: Okay.

23 DR. KATZ: |If you want to serve on the

ot hes side. There are kind of running argunments
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aboutt this. And | will concede graciously if there
IS a2consensus.

3 My only problemwth it has been that --
a, i is has been used historically. And it does
appear in the regul ations.

6 So that you are setting up sonething. You
are introducing in sone ways a whol e other issue.

8 My inpression when that is done is that
sonebinmes it's nore of an inpedinment to
undewst anding than it is a help.

11 For exanpl e, when you start doing "she"
i nstead of "he", you know, | find that all | do is
everpg time | see "she" instead of "he", you know, I
t herusast art thi nki ng about that issue instead of what
| mwseading. So that's one issue.

16 And the historical issue and the issue of
how 17t appears in the regul ations.

18 The other thing is that just |ast week or
t he meek before on the IRB Web site -- | don't know
how 2eny of you are aware of it.

21 It's an | RB Wb site where people who are
i nvakved in sort of the day-to-day running of |RBs
di scass i ssues.

24 There was sone sentinent done when you
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wer e 1on the road, sone very strong sentinment that if
-- that one should not dissenble that in fact when
you aal |l research subjects, they are aware that they
are i4n a situation that is different in kind from a
clinbcal situation or fromeven the ideal situation
where they would be real participants.

7 | mean, in fact, we are talking in this
counBry about a situation that doesn't exist nuch
where people are real participants in the research
endelavor when they are subjects.

11 So there are a lot of issues. And | don't
haverzany maj or problem w th using the word
"parti ci pant™, but | think there are issues that you

m gh# want to think about.

15 CHAI RMAN CHI LDRESS: Ckay. In response to
Susas?
17 DR. CAPRON: |"'mafraid Trish and | were

di stiacted as this was first raised, a kind of a
Si deobar with Henrietta.

20 | think fromwhat | just understood,
chaptiter 2 uses participant which I know this. And
you 2ere trying to justify that change.

23 DR. FREEMAN: | didn't raise the footnote.

24 DR. CAPRON: Right.
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1 DR. FREEMAN: Actually, this is a decision
for the --

3 (Di scussi on)

4 DR. CAPRON: |I'mw th Susan.

5 DR. BACKLAR: You want subject?

6 DR. CAPRON: Yes.

7 CHAI RVAN CHI LDRESS: And subj ect need not
implg -- | nmean, basically, if you think about it,
hi sterically from subject, you neant -- it captured

soneloof the agency as well of one being studied.

11 (Di scussi on)
12 CHAI RVAN CHI LDRESS: But historically --
13 DR. CAPRON: Yes, | always thought the

subjmct was the object of the research.

15 DR. CHARC: The what ?
16 (Di scussion)
17 CHAl RMAN CHI LDRESS: But at certain

poi miss, we sonetines nmean to shift the | anguage to

recapture what's invol ved.

20 | don't feel strongly about it.

21 We had two nos.

2 DR. DUMAS: | don't think we --

23 CHAI RMAN CHI LDRESS: It's nore than a

trividal matter | think.
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1 DR. CHARC: It is.

2 DR. DUMAS: | don't know that we should
change the common parlance in this area. And ny
sense is that subject is nore widely used in the
research area than is participant.

6 And al t hough we may make a good argunent,
there m ght be some value in not changing the
nomelcl at ur e.

9 CHAI RMAN CHI LDRESS: We may decide to

chamge, but this may not be the report in which to

do it.

12 DR. CAPRON: Right.

13 CHAI RMAN CHI LDRESS: We might want to do
it i\ --

15 DR. DUMAS: In the --

16 CHAI RMAN CHI LDRESS: The decisionally

i mpai7r ed subj ects.

18 DR. DUMAS: Well, you m ght want to --

19 CHAI RVAN CHI LDRESS: Rather than one that
is aotually trying to summrize where we are in

termg of federal regulation.

22 DR. DUVAS: |'mconfortable with that.
23 CHAI RMAN CHI LDRESS: So | think this may
be tdae reason to -- I'mchanging the view | offered
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earliter. This gives ne a reason to stick with it
for this particular report. And then to think

furtBer about whether to change for --

4 DR. DUMAS: |f you want to recommend that
it be changed in this case, | would agree with you.
6 DR. CASSELL: Search and replace is done

so edsily, you know.

8 DR. KATZ: We have search and repl ace.
9 (Laughter)
10 CHAI RMAN CHI LDRESS: Okay. Do | hear

consensus to stay with it for this report?

12 DR. BACKLAR: Yes.
13 DR. CAPRON: Yes.
14 CHAI RMAN CHI LDRESS: Ckay. And then, we

wi | l15consi der whether to do it in the subsequent

repast . OCkay.

17 Ot her things that we need to tal k about?
18 DR. FREEMAN: Phase 2, just a brief
repawt. In ternms of |ooking at process, we found

Some0-- so far sonme problenms, nothing |like the
fi nditngs of phase 1 which are, you know,
si grefi cant.
23 So | think it was nmuch nore inportant than

t he arobl ens of not paying attention to certain

MOFFITT REPORTING ASSOCIATES
(301) 390-5150



376
things in the process because is a process survey,
not a researcher survey.

3 We have found actually com ng up agai nst
the Bimts of the common rule or the regul ations
t hi ngs that peopl e expressed.

6 The nost -- parts of the survey are that
we den't know what to do with research work that
harms or affects third parties that are not part of
t he people getting consent and, you know, they are
not Pphysically there and this kind of stuff.

11 As one exanple, genetics is an obvious
one.12 As another, comunities. These are |IRB
peopBe, chairs, who are com ng up agai nst those

probkems and dealing with them

15 So | think what | foresee is that the
fi ndisngs of phase 2 will be a listing of variably
now eal i stically 20 year-old, 20 -- actually I

guesis it's 16 years old. [It's '81 that the regs
t hatiot hen with the m nor nodification becane a
commn rul e.

21 And that nodification in '91 was not
intemrded to bring themup to date. It's intended to
get Bhe '81 regs agreed to by everybody.

24 Now, that is 16 years old. And --
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1 DR. CHARO. We have spent a lot of tinme
sittiang in the roons tal king about this stuff. And
| actdual |y wel come the chance for themto reviewthe
documents and make responses and makes comments and

f eedst hat in.

6 DR. FREEMAN: You want themto review.
7 Now, what we have told the agencies is
t hat sthey look at -- they will | ook at them
9 First of all, we said their table, we --
10 DR. CHARO. Yes.
1 DR. FREEMAN: As a suggesti on.
12 We al so, before this neeting, those parts

t hatidmenti on the specific agency, went to the
agengi es.
15 The parts that had some mensurative pros

witheit, it was each agency, but only theirs.

17 DR. CHARO Right.
18 DR. FREEMAN: So we didn't see soneone
el selos.
20 It woul d be somewhat a change of rules for

t he dint eragency Committee to see everything at this
poi . And then again, maybe, you would want to
chamge yours. | don't see what the --

24 DR. CAPRON: Well, that goes back to a
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guestii on that obviously arose during the cloning
repoet.

3 And | guess | just have a different take

on i# than everyone el se.

5 We are a public body.
6 DR. FREEMAN: Ri ght .
7 DR. CAPRON: When staff nenbers or

contmact staff or part-tinme are witten a draft. O
course, they work in their offices. They work back
and worth on the drafts.

11 And maybe, stuff they put in, they decide
to take out. There is a process here | think of
gi vimg people a fair chance to respond and avoid
m siwmt er pretati ons.

15 But once we cone into this room what's on
the sable in front of us ought to be available to
anyane.

18 It would be ironic if the Interagency Task
Force as collectively has this responsibility

werexn't able to see information.

21 | mean, the notion of confidentiality --
22 DR. FREEMAN: |'m not saying --
23 DR. CAPRON. O governnent departnents for

theim official acts.
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1 DR. FREEMAN: |'m not saying --

2 DR. CAPRON: Makes no sense to ne.

3 DR. FREEMAN: Yes. I'mnot saying it was
confudential. |'mjust saying what we had said to

t he departnents.

6 | suspect that the departnents would not
get upset if it went -- first of all, nowthat it is
heresgand obviously it can go anywhere.

9 DR. CAPRON: But nmore inportant, in
spit® of what we said to the departnents, this was
goimg to be the sequence.

12 You are suggesting a change a change in
t hatissequence. It's not because of confidentiality

| am4concer ned.

15 DR. FREEMAN: All we said --

16 DR. CHAROC I --

17 DR. CAPRON: |'mjust asking. That's all
18 | don't think it's a change in the -- |

meant9 i f you get people's responses and you now have
a draft that you woul d be sending to us, why not say
at that point to the nenbers of the Interagency Task
Force -- because that is the group.

23 If we recommend any changes in the

regudati ons, that's the group that's going to have
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to agree on those changes and inpl enment them because
t hey 2moul d be a change to the common rule. And they
woul d all have to sign off on it.

4 And we m ght as well get their responses
now. 5 There may be some things that we think are
wonder ful , but collectively they think they are not.
And then, we can be convinced we are n sgui ded on.

8 CHAI RMAN CHI LDRESS: You antici pate at
t hi s9poi nt problens in doing that.

10 DR. FREEMAN: | think their next neeting
is the 1st of Novenber.

12 CHAI RMAN CHI LDRESS: "' m not saying a

prohidem getti ng on the agenda, but --

14 DR. FREEMAN: No, | don't see any problem
withisit. | don't foresee --

16 (Di scussi on)

17 DR. FREEMAN: OCh, the 19th of Novenber.

18 (Di scussi on)

19 DR. CAPRON: You can save it for the

nmeetiong. But if you discussed it on the 19th and we
don'at nmeet until the 23rd, then we can get at | east
an aral feedback.

23 DR. CHARO. | agree. | nean, wthout

gettang into the issue of what is or is not
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confiudential or what is a public record, | don't
think it necessarily is a good idea to make
assupances to agencies and then just back away from
it. 4

5 But | al so understand that the assurances
are enly for sonme things. Obviously, there was a
publ i7zc report that was going to be used for.

8 The assurance wasn't that nothing they
sai dowas going to get used.

10 So if there is a way to actually maintain,
you now, to keep assurances and prom ses that were
mader2 | woul d prefer that. | don't want to create
prohidems that are unnecessary.

14 But clearly there is a docunent that
summsri zes things, that uses the information that is
in essence the first draft of a public docunent.

17 That woul d be the best thing to share |
thine. And it avoids going back on an arrangenent.
19 These are agencies we are going to be
wor kdong with for a long tine to come. And I
certainly wouldn't want the comm ssion to --

2 DR. CAPRON: Could I have the assurance
though -- | understood the assurance was that they

Si np4y get a chance to conment.
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1 And that is what they are getting now.
That 2i s an informational --

3 DR. FREEMAN: We al so said that we would
not ke giving any -- we would not be giving their
i nfosmati on to anot her agency.

6 DR. CHARO. Their original responses.

7 DR. FREEMAN: At this tinme of review. In
ot hes words, we weren't going to give the response.

9 DR. CAPRON: Ri ght.

10 DR. FREEMAN: The question was, are we
goinmg to get to see the whole report? And we said,
not lhefore it's published.

13 And we said, thinking in the earlier draft
process, you know, if it's still in getting feedback
fromst he agency, we are not going to give what we
gi veleyou for your feedback at the same tinme to

anotirier agency.

18 DR. CAPRON: Right.
19 DR. FREEMAN: That doesn't nmke sense.
20 DR. CAPRON: Ri ght.
21 DR. FREEMAN:. That is the assurance part.
2 DR. CAPRON: Now, you are getting that
f eedBback.
24 (Di scussi on)
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1 DR. CHARO. So after you've gotten the
f eedhack, agencies can correct anything they think
was erroneous.
4 DR. FREEMAN: That's right.
5 DR. CHARO So that there is not an issue
of mesrepresentation at that point | think is

perfectly fine.

8 DR. FREEMAN: Ri ght .

9 DR. CHARO. So we can share.

10 DR. CAPRON: Ckay.

11 CHAI RMAN CHI LDRESS: Just for a nonent.

And vhat's why | raised the question. You're
conf@rtable with that in ternms of your dealing with
t he :agencies that in effect would not --

15 DR. FREEMAN: What we can do is just
sinpley just to nmake it clear we can notify themthe
firsw of next week that this is what we plan to do.

| f tisey have a problemwith it, |let us know.

19 But we think it's going to be very
hel poul . | don't think there is going to be any
proldiem

2 CHAI RVAN CHI LDRESS: Susan

23 DR. FLYNN: Can | just raise one issue

t hat24at he comm ssion m ght want to consider? And
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t hat 1is are you confortabl e enough, you know?

2 These concl usi ons and recommendati ons, as
Dr. Shapiro pointed out, are very prelimnary. They
are based on data that, you know, that the staffs
who 6ol lected it are very famliar wth.

6 But the rest of us even sone of us who are
drafzing the report aren't very famliar wth.

8 Are you confortable enough with the
conclousi ons and recommendations that this is at the
poi mb that you want themto go the Interagency
Committee for their d