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PROCEEDI NGS

JA NI SESS| ON OF THE SUBOCOW TTEES

DR SHAPIRO Thank you all very nmuch and
thank you all once again for agreeing to be here on a
Sunday which, | know, represents a considerabl e
i nconveni ence for many of you and your famlies. | thank
you very much for com ng.

| have just a few snall things to say by way
of remarks, call to order and so on. (One, probably the
nost inportant one, is to focus a bit on our next neeting.
| just want to go over those with you and go over our
pl ans. The CGenetics Subcommttee will meet on Decenber
9th. GCkay. | do not know, Tom if you have decided on a

specific tine or location. That is here in Washington I

take it.
DR MJURRAY: | defer to staff here. It isin
D.C, right?
NORR'S:  Yes.
MURRAY: Then it will be at N H?
NCRRIS: No, it is going to be at Cystal
Aty.

MURRAY: Ch, wonderful.
SHAPI RO Lucky you.

NCRRI'S: Back by popul ar demand.

33 3 3

SHAPIRO I n any case, would you send a
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note around to all the subcommittee nenbers because | did
not have any information on that.

DR HYATT-KNCRR W are just putting it
together. W could not send it out any earlier.

DR SHAPIRO But that is relatively obviously
near term That is only another couple of weeks.

DR HYATT-KNORR R ght.

DR SHAPIRO The full --

DR NCRRIS: As a matter of fact, | would Iike
tocirculate a forminalittle while and if you want us
to make the reservations for you because of the short
notice if you will give us your credit card, exact name on
it, nunber and expiration date, we will make the
reservation for you on Monday. | amnot suggesting that
you do it but if you are willing to do it because of the
short -- very short tinme |ine.

DR DUVAS. Now that is the Genetics
Subcomm tt ee.

DR SHAPIRO Right.

DR NORRIS. O anybody el se who happens to
want to corre.

DR SHAPIRO And, of course, any nenber of
the conmmssion is welcone to attend. Have you selected a
tine for that meeting?

DR NORRIS: MNo, we have not yet. Dr. Mirray,



10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

what tinme would you like to start?
DR MJRRAY: Wul d our West Coast conti ngent
like it to be an early norning start again?

DR . As early as possible.

DR MJRRAY: As early as possible. W are
awmfully nice to the people who cone in fromthe Vst
Coast. Barring other sentinment | guess we w ll have an
early start.

DR NORRIS 7:307?

DR MJRRAY: | nean as early as 7:30. Steve
Holtzman is --

DR HOLTZMAN | cannot come early in the
norning comng fromthe M dwest.

DR MJRRAY: Well, | would not want to say
that not only woul d we be happy but we woul d be positively
delighted if nenbers of the Human Subjects Subcommttee
wanted to cone to this. It would help establish this kind
of cross talk that is not possible when we neet
simultaneously but in separate roons. | think it wll
make the transition to being a subconmttee work group --
full comm ssion work easier if you come. So as nmany of
you as can cone | would be thrilled.

DR SHAPIRO | just want to point out, Tom
that meeting simultaneously in different roons mght be

better than neeting sinmultaneously in the sane room
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(Laughter.)

(S mul t aneous di scussi on.)

DR SHAPIRO In any case that is the next
schedul ed neeting of our commttees or subcommttees. The
full commssion is currently scheduled to neet on
Wednesday, January 7th. That will be here in Washi ngton.
Mre details will be forthcomng. W will also have a
schedul ed neeting on February the 6th. O Friday,
February 6th, we expect to be in Los Angeles. So that
again will be comng forward with nore details but we wll
have a full day neeting in Los Angel es, Friday, February
6t h.

The next neeting will be here on March 4th.
Here nmeani ng in Washington on March 4th. Al so foll owed by
-- | amafraid to say it -- a Sunday neeting on Apri l
19t h, al so here in Wshi ngt on.

Ve will send everybody here details of all
these. Ve will neet here in Washington in April and in
May we are hoping to neet in develand on the 20th of My
and back here in Washington in June, on June the 8th. W
are currently planning the followi ng two nmeetings, that is
the one in July and then one in Septenber away from
Washington. In Portland, Oegon on July 7th.

M5. BACKLAR  Wioopee.

DR SHAPIRO Hear it for Portland, O egon.
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I n Madi son on Septenber 16th and 17th. And then we w ||
be back in Washington for our Cctober neeting the 13th and
14th. Then in Mam on Novenber 17th and 18th. And then
back in Washi ngton in Decenber.

SO0 as you can see we are going to nove the
nmeetings around this year. There will be quite a nunber
of different |ocations and we | ook forward to that, and
staff will be -- for those of you who happen to reside in
one or the other of these |ocations staff will be in touch
with you. W are not going to ask you to run out and do
all the logistics but just to see what hel p and
suggestions you mght be able to give us that woul d nake
the neetings as productive as possi bl e and as pl easant as
possi bl e.

DR DUVAS: MNow this is the schedul e that was
sent to us earlier

DR SHAPIRO By e-mail.

DR DUVAS. By e-mail.

MR CAPRON M. Chairnman?

DR SHAPIRO  Yes.

MR CAPRON  There was sone di scussion of our
neeting in Tuskegee at the tine that we would be issuing a
rel ease of the report on our federal oversight. | gather
that has not nade the agenda.

DR SHAPIRO It has not nade the agenda for
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two reasons. (One, we really could not predict with very
much accuracy exactly when we woul d be ready with the
report. Also, it is logistically difficult. It is not an
easy spot to neet and we thought unless we really had some
very direct reason that really was very much connected to
sonet hing we were recommended that it really did not nake
sense. So we thought we could not plan for that right
now. If we decide at sonme future tine we would like to
try to do that either as a full commssion or as part of
the coomssion we can still do it. But it was difficult
to plan on that not know ng, one, when we woul d be ready
and, two, what it is we have to say and what way woul d it
be relevant to that for the synbolism

MR CAPRON | nean, it does seemto ne that
our report as it is shaping up on the federal agency work
is | think in many ways a very relevant followup to the
type of Tuskegee situation and there is nothing like the
prospect of hanging and there is nothing |ike the prospect
of a deadline that says the neeting is going to be there,
we better have a report that we can affirm but | |eave it
to you and Dr. Childress to see whether that date coul d be
pr edi ct ed.

DR SHAPIRO Thank you.

There are -- | want to -- | think all of you

received quite a lot of mail about conferences here and
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there on issues of direct relevant or direct relation to
the coomttee's own work. There is a major conference in
Japan next year. Sonebody m ght have the date. | do not
have the date in front of ne.

Do you have the date, Al ex?

MR CAPRON.  Novenber 4th through 7th,
bel i eve.

DR SHAPIRO It is Novenber --

MR CAPRON | think that is correct.

DR SHAPIRO Early Novenber is ny
recol | ection.

Alta, you and | talked about it also. | do
not know whet her you have the date.

MR CAPRON | sent it inthe e-nmail to you.
It is Novenber 4th through 7th

DR SHAPIRO  Yes.

They are very anxi ous to have nmenbers -- any
nmenbers of the commssion here to attend. They think it
will, inpart, not only as a sort of a general conference
but a kind of second attenpt at the summt that we
arranged in San Franci sco about a year ago, now just about
exactly a year ago now. And so | think sone of you may or
may not have received additional -- your own requests.

| amtrying to put together sone resources

from nonfederal sources that mght nmake it a | ot easier
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for people fromthe comm ssion who wish to go. | wll
know nore about that the next time we neet. | think it
woul d be very valuable to have at | east sone
representation there. O course, it is certainly not
necessary to do it. That is a |ong ways away.

DR HOLTZMAN  Were and when did you say?

DR SHAPIRO Japan. That is always a bit of
a barrier. It isalong trip. It takes tine and the
flight, of course -- flights are very --

DR MIKE It is a short trinp.

DR SHAPIRO A short trip.

(Laughter.)

DR SHAPIRO | forgot how geographically
advantaged you are in Hawaii in this respect.

(Laughter.)

DR SHAPIRO So that is just information. |
wll let you know nore either by communicating directly
with you or certainly by the next neeting. The next
nmeeting I will certainly -- | expect to know a good deal
nore regardi ng resources. The conference is taking place
i ndependent of that and I think we will arrange at the
very least to have one or two -- at the very |least --
people fromthe coonmssion go. And so if any of you are
especially interested pl ease | et me know

DR SCOIT-JONES: Wat are the dates?
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DR SHAPIRO | do not know precisely. It is
around the 4th of Novenber.

MR CAPRON It is the 4th through the 7th.
But the international summt as | understood it froma
recent -- a discussion with a couple of the organizers,
they were thinking of doing -- saying |like we did which
was to have that on a day before or after but probably
bef or e.

DR SHAPIRO So we will let you -- 1 will let
you know by the tine we neet again. Al right.

I's there anything further on our neeting

schedul e?

Al right. Thank you very much.

A so, as you all know, | think you all know,
we of course have identified a key person to fill in the
position of director. | do not know what the exact title

is. Executive director. Wiatever the formal title is.
That is very good news to us. There are still sone fina

i ssues that have to be resol ved before a fornal

appoi ntnent can be nade but | expect those to be resol ved
easily fromone respect. That is it is a matter of
straight forward going through the steps but who knows how
long those take. So | am not able to say anynore about
that right now But that is going to be a very big help

to us as we tend to try to organi ze our staff for the next
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stage of our work.

Ckay. Wth that let's just go on to see --
turn to the chairs of the two principle subcommttees that
we have right nowto report to the entire commssion on
the nature of the progress of their work in particul ar
ar eas.

Let ne turn to Jimfirst of all to report on
the subcommttee's activities regardi ng hunman subjects.

Ji n?

DR CH LDRESS: Thanks, Harol d.

Let ne nake a few observations about the two
main reports we are working on and nake a few comments
about some long-termaspirations -- though it turns out
these reports are now becomng |ong-termaspirations --
and then see if subcommttee nenbers would like to add
anyt hi ng.

Ve will not have either report ready for
NBAC s full consideration until early in 1998. First, on
t he Federal Agency Report, which you will recall is a
mandated task for us, we are close on the basic data with
Bill Freeman and ot her nenbers of the staff doing an
excellent job in obtaining the informati on we need for the
report and in getting that informati on before us. But we
are still some distance froma final report in a couple of

ways.
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(ne is we need now in response to expressed
concerns at the last nmeeting to get a clear picture about
findings and nove forward recomrendati ons that are both
important and feasible. Second, we need to take the
material that -- very hel pful material that has been
provi ded and now recast and redraft that in a report form
Kat hy Hanna has agreed to join us for that purpose and
wll be helping us in that task.

In connection with that we are al so | ooki ng at
i ssues surrounding | ocation of a possible CPRR-1i ke
mechanismw thin the federal governnent. Ve will be
spending sone tinme this afternoon on that discussion based
on two inportant papers by Charles MCarthy and John
Fl et cher and di scussion with Joan Porter about the history
bet ween the proposal and the adopti on of the Common Rul e.
Al inan effort to fill out what we can | earn about both
devel opnent and possibilities and limtations within the
current structure for inplenenting the Common Rul e.

G course, one of the things that we have in
mnd over tine is thinking about ways in which to revise
it. Questions have cone up along the way, comments and
criticisns, particularly fromthose within the federa
governnent, about difficulties in the Common Rule itself
and we are not ignoring those but we are not able really

to address those at this point.
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That is the direction we are going and | woul d
hope that we would have a draft with flushed out
recomrendati ons that we could put before NBAC as a whol e
and perhaps it can be at the February neeting. Ve will
need to tal k about sort of when to do all this and when
each subcommttee mght submt sonething to NBAC as a
whol e since at that point we will -- we wll be getting
toget her and having to reach some common deci si ons.

The second report, we spent all this norning
di scussing that. Jonathan Mreno buil ding on the work of
Rebecca Dresser and testinony fromresearch and the public
has produced an excellent second draft. The second draft
is very responsive to the discussion we had |ast tine at
the neeting and al so individual questions and criticisns
or suggestions follow ng the neeting.

W are going to -- that will not be revised
imredi ately. W will be working on it again, the nmenbers
of the subconmttee, on Decenber the 3rd foll owi ng a day-
and-a-half neeting at the National Institute of Menta
Heal th, devoted to the whol e area of research involving
decisionally inpaired subjects. W want to | earn what we
can fromthat neeting and i ncorporate that information and
those insights into the draft. And then Jonathan based on
that work and on the discussion this nmorning will proceed

to cone up with another draft.
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At that point we need another neeting to talk
about not only the draft but about the recommendations and
see if we can conme to sone rough consensus and then go
before NBAC as a whole. Then beyond that there will be
sonme time after the first of the year -- we are thinking
about how to proceed in an eval uati on and anal ysis and
evaluation of IRB' s as a protective nechani smbut we need
there to get at least prelimnary results of Charles
MacKay' s study and the O fice of Inspector Ceneral's
study, and when we get that information in hand we will
proceed to tal k further about how to proceed.

And then also to | ook at internationa
research ethics. Thinking of working out a way to address
the large questions of framework for international
resear ch.

Al the while we are getting contract papers
on broad concepts in research ethics. | just received a
draft by Charles Frazier on community. W have Celia
Fisher's on vulnerability. W expect another one on
vul nerability. Another one is being devel oped for
justice. And this norning we tal ked about the need for
one on risk and one on changi ng conceptions of autonony in
relation to informed consent. So we are accumul ating
those and at sonme point in our history we hope to be able

to address these broad concepts as wel |.
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M5. CHARQO Just a question and clarification.
The Charl es Mackay study, when we had hi mbefore us he
said the results would be in, in March of '97, and | was

wondering are the prelimnary results available nowin

Novenber ?

DR CHLDRESS. If we had tine today we coul d
have gotten an updated report. | think it will be better
actually to have that in January. | think he will be a

ot further along and be able to tell us nore.

DR ENVANLEL: | do not think they have all the
results in yet.

DR CHLDRESS: But they are beginning their
analysis at this point as | understood it of at |east the
basic information. Ckay. | may have m sunderstood what
he sai d.

DR EVMANLEL: The last | had heard is that
they were not quite ready to do that because they had not
had everyt hi ng.

DR CH LDRESS. kay.

DR ENVANUEL: But that nay be out of date.

M5. CHARQO  Thank you.

DR CHLDRESS: At any rate | talked to him
He was available to conme along with a nmenber of the
contracting teamthat had done the basic work but given

what we had to do today | thought it was prudent not to
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have himconme today. W wll expect to have him though,
in January.

DR SHAPIRO Could I just -- Jim | hope | am
not interrupting.

DR CH LDRESS.: No.

DR SHAPIRO | did want to say before in
relation in part to the question you got regarding the
i ssue of when a recomrendati on would cone to NBAC as a
whole. | did want to informthe group that | have put
toget her, | guess, another infornal bucket, or whatever
nane we are going to use this tine, of some of your
col | eagues to hel p us think through our |onger term
agenda, that is where do we go once February and March and
April pass us by.

| did the natural thing. | chose all the
commttee nenbers whose nanes begin with "C' to form
those. And at least Eric -- Eric Cassell has agreed to
kind of be an informal chair of that group and | have
asked Alta and Alex and David to serve on that group.
They will present, | hope, sone initial ideas to us at our
next neeting or two and help us just all think through to
get at the staff just what our agenda ought to be as we go
ahead past the reports that are currently contenpl at ed.

As Jimsaid, these reports tend to generate

their own sequel ae, so to speak, of additional things. |
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want us to not only look at that but | ook at other
possibilities all together rather than just be drawn on by
yet one nore inplication of the topic that we had to take
on. That nmay or may not be desirable. Those will only be
sonme of the things this group will consider, | hope. And
then hopefully that group can report back to us initially
at least in January and probably at every neeting until we
kind of resolve this over the nonths that go through the
rest of this fiscal year

Now | am hoping that both in January and our
February neeting we will have sone tine to hear at |east
initial recomrendati ons on sone of these issues fromthe
subcommttees. That is the main purpose for having the
comm ssion neet as a whole and sone of these will be very
prelimnary, | amsure, but | think there is really no
substitute for beginning to sort of argue themout. So |
woul d hope that both in our January and especially our
February nmeeting of NBAC we will have fromeach of the
subcommttees, at |least part of their work or aspects that
they are working, some particular prelimnary
reconmendat i ons.

Ve will have to treat those, | think, in the
spirit of really conversations and we shoul d not think of
these as final or the position of the conmm ssion or

anything else like that, but a way to get us all thinking
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very focused -- in a very focused way on exactly what
actions that we mght take.

| amsorry to interrupt.

DR CHLDRESS. No, | actually was at the end.
Thank you.

DR SHAPIRO Al right.

MR CAPRON | should note on behal f of ny
col | eague, Janes Childress, that if your nethod of
appoi ntnent is logical. How do you think he spells his
nane?

(Laughter?

DR CHLDRESS: Wth a "J".

MR CAPRON | know how you should spell it.

DR SHAPIRO The current subcommttee chair
is exenpt fromthis procedure.

DR CH LDRESS. Thank you.

(Laughter.)

DR CHLDRESS: And | would hope, though, that
ot her subcommttee nenbers mght want to add sonething to
what | said.

DR SHAPIRO Any comments fromany of the
nmenbers of the Human Subjects or questions that other
conm ssion nenbers mght have as a result of the materials
that were distributed? You have the new draft of the

paper by Jonat han and you have other materials that were
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distributed, sone of which have not yet been di scussed.

It is sonething we will get to later on in the afternoon.

Ckay. Let ne turn to Tom Excuse ne, | am
sorry. | apol ogi ze.
DR EVANLEL: | amsorry. | just have --

was not exactly sure what the -- you have a nunber of
contract papers out and I amnot sure where they fit into
the schenme of things. Were -- and this may be just
because | do not fully have a picture for how all the
pi eces evolve at the nonment. But where does the say
autonony or risk paper fit into the kind of report, |
guess, we are contenpl ating?

DR CHLDRESS: Well, that is what | said.
That is not a report. Broad concepts and ethics in the
research invol ving human subjects. | nmean, we are
stunbling at every turn on the question of how one thinks
about risk, mninmal risk, nore than mninmal risk, et
cetera. And we, at least in our discussion this norning,
felt that mght be a useful paper for us to get for our
own exploration that we can then tal k about the broad
concepts relating to research invol ving human subj ects but
also to informthe work we are doi ng al ong the way.

A simlar point about autonony. So these are
broad concepts that can informparticul ar di scussions but

at sone point we would like to think agai n about Bel nont
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and rel ated natters.

MR CAPRON That was sonething that the whol e
comm ssion di scussed a year ago at the neeting in,
whenever that was, Decenber or January. The notion of
revisiting the Bel nont concept. So in other words not so
much those three principal principles but rather the whole
question of an intellectual structure for anal yzing
research, human subjects research, and sone of the issues
that probably had not been as fully flushed out there |ike
the vulnerability issue and so forth, the community issue
and things like that.

DR ENMANUEL: | guess | understood that but I
did not hear anong the four things that Jimhad outlined
interns of reports sort of a revisiting of the Bel nont
f r amewor k.

DR CH LDRESS. Your question very usefully
provoked - -

DR EMANLEL: So | guess | was just trying to
see how A connected to B

DR CH LDRESS. Maybe the one on justice but
clearly autonony and vulnerability are getting at sone of
the issues surroundi ng respect for persons and the risk
one is one of the nost difficult areas under it and that
is the one that seens to nme to be the hardest to get clear

on and to use.
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MR CAPRON  Vell, | would certainly think
that the Belnont revisiting is a shorthand for sonething
which as final issued by the coomssion as a report m ght
not look like arevisiting of Belnont. 1In other words, it
mght be a report on substantive inportant issues in human
subj ects research, sonme of which mght cause a
reconsi deration across the board and others woul d be
explorations of particularly inportant topics. So that is
one report that our conmttee thinks we are working on and
we are sort of adding pieces to it and it does not yet
have a conceptual framework.

DR CHLDRESS: And we are adding themin part
as we hit problens in trying to address other areas. That
is a nore concrete --

MR CAPRON  Yes.

DR SHAPIRO | think this comment is al so
quite inportant. | nean, an exanple -- if you do not
mnd, Jim-- that cane up this norning when we were
struggling and the coomttee was struggling with the issue
of autonony and what it neant, either your vulnerable --
so-cal | ed vul nerabl e popul ation or in this so-called
nonvul ner abl e popul ati on, how one woul d thi nk of autonony.
And that has very practical inpacts on what you m ght
recomrend regardi ng appropriate human subject protection

let's say for vul nerabl e popul ati ons.
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And Eric had nade the point this norning that
t he concept of autonony has just sinply changed since the
1960's and then we have revisited, we, that is the broader
community has revisited it, and so | think that woul d be
very helpful. So it is in that context. It mght be of
sone help to this report but also, as A ex and ot hers have
said, we can use it as part of a broader effort to just
i nprove our understanding of this area.

DR CHLDRESS. Could I just add one other
point? Even in terns of sort of Belnont revisited there
are two different ways to revisit. One is to go back and
now | ook at the principles over again and see whet her one
can nodify them reject them et cetera, or suppl enent
them But the other is also to deal with the patterns of
interpretation that have devel oped and that are really
often specifications of those broad principles. That is
sort of where we get into the risk issue, for exanple, or
into the autonony issue.

So it is not so much that you have to
necessarily go back and take those broad ones apart agai n,
maybe we should and maybe we will, but at |east
interpreted patterns have devel oped that need to be
addressed and that certainly is part of what we are trying
to get at.

DR SHAPIRO (Q(her questions on this rel ated
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subj ect before turning to Ton?

Tom | wll try once again.

DR MJRRAY: | amready.

DR SHAPIRO Dr. Mirray.

DR MJRRAY: | wll go the reverse of the
usual order. | wll talk about our sort of |onger range
ains and then tell you where we are on the report we are
wor ki ng on.

| amnot sure if the descriptions that were
just given change our goal but our goal had been to have
report on tissue sanpl e research by February and to rol
out the report in February. 1| still hope we can achieve
that. | think it is a possibility. Beyond that we want
to do a report on genetic privacy and discrimnation
foll owed by a report on gene patenting.

M5, CHARO | amsorry. | could not hear
you.

DR SHAPIRO Fol l owed by a report on?

DR MJRRAY: (Cene patenting.

M5. CHARQO  Thank you.

DR MJRRAY: Wiich we were -- again part of
the terns of the Executive -- the one that established us
-- is tolook particularly at gene patenting and al so at
genetic infornation.

W shoul d begi n thinki ng about what papers we
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want to comm ssion for certainly the first of those two
reports and begin commssioning themin the fairly near
future so that we have materials to work fromas soon as
we finish the tissue sanple report. W will talk about
that, | hope, today before we | eave.

The report we are currently working on is the
sanme one that we have been | aboring at and that is on
ti ssue sanples. Today we heard from anobng others, Lisa
Ei seman who has been trying to find out what Kkinds of
ti ssues, how nmany are held by whom

And has the handout been distributed to the --

DR NORRIS: Yes.

DR MJRRAY: (Good. W are up over the 100
mllion mark. 1In fact, if you count the nunber of
speci nens we are up well over 200 mllion and we should
note that at every step Elisa has taken very conservative
nunbers, that is she has used | ow end estinmates for nany
of these subcollections. There is a lot of tissue out
there. Mrtually all of it seens to be identified, that
is to have sone personal information, identifiable
information with it.

| do not know if any --

M5. CHARO Does this include the Publisher's
d eari ng House sanpl e?

DR MJRRAY: No, this does not include the
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Publ i sher's O earing House sanple. | have got a patent on
that and --

(Laughter.)

DR MJRRAY: W also had sone very interesting
comrents, things that | had not anticipated. Wat is not
in here are the pathol ogy speci nens held, for exanple, by
community hospitals in their pathology |abs. And the
qguestion was raised, "Vll, will those sanples ever be
used for research?"

And the answer that was given is increasingly
probably yes, at |east they may be now -- researchers may
be interested in themand those collections mght be nore
accessi bl e as health systens tend to aggregate and
comuni ty hospitals now becone affiliated with academc
nmedi cal centers. So it looks |like much of these -- nany
of these materials mght, in fact, at |east be possible
subj ects of research

Now, | amgoing to proceed to just talk
briefly about the people who spoke today. So why don't |
invite other nmenbers of the Genetics Subcommttee to add
anything they want about Elisa's presentation.

DR CGOX Tom | wll just add one thing and
that is that there is in addition to a ton of sanples, the
vast majority of those sanples are the ones held in sort

of university based pathol ogy departnents.
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DR MRRAY: Right.

As you know, we -- excuse ne. As you know, we
comm ssioned a series of mni-hearings. W chose the
mni -hearing format rather than say a standard opi ni on
pol|l for a nunber of reasons but | think the nost
conpel 'ing of which is that asking peopl e questions say
over the tel ephone is not very useful if people do not
know what you are tal king about. So the mni-hearing
format provides an opportunity to educate people a bit
about what it means to have tissue sanples out there and
how they are gathered, et cetera.

|, at |east speaking personally, have been
very pleased with what we have ascertained through the
m ni - heari ng procedure. W had a report, | think
essentially the final report today, fromDr. Janes Vel ls
and associ ates, including Henrietta Hyatt-Knorr and Sean
Si mon, who have attended the m ni-heari ngs.

And just very briefly, anong the things that
the mni-hearings disclosed were that nost peopl e have not
the foggi est idea that they consented to having their
tissue sanples used in research. The great majority of
themdid this through clinical procedures, surgery or
bi opsy or sone such thing.

| f peopl e are asked what happened to it they

say it was thrown away or ot herw se di sposed of. People
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seemto want to be asked for consent although they are
fairly willing to have the tissue used for legitinate

pur poses once they have been asked for and given their
consent, which arguably they have but they do not renenber
doi ng so.

Also, to the extent that they have expressed
sentinent, people at the mni-hearings indicated that they
wanted to have the tissue used in research. In fact, we
found a generally favorable attitude towards scientific
research and a desire to see the tissue if it is going to
be kept to be used for science.

The public perceives a benefit fromresearch.
On the whole it did not matter whether the research was
sponsored by the governnent or by sone private source.

The O evel and group, which | attended, may have been an
exception there. Nor did it appear to nake a great dea
of difference whether the research took place in an
university setting or in another setting, including an
i ndustry setting.

The key seened to be what useful things cone
out of it |ike new drugs.

(On the issue of privacy discrimnation there
was a general mstrustfulness in the sense that by and
| arge peopl e coul d not name one profession, group, agency,

what ever, that they would trust conpletely to guard their
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privacy and protect them against discrimnation. You
maght call this the X Files factor

They did not have a problemw th |inking the
tissues to data so long as their personal identity coul d
then be protected in the research. There was a general --
there seened to be a general sentinent that if the
researchers | earned sonething that mght be significant to
the individual they would |ike to have an opportunity to
know about that. Now there is a question there obviously
bet ween protecting individuals' privacy, which you can do
better if you sever the link, and retaining the ability to
wal k back and say that this sanple with this particul ar
characteristic came fromthis individual

There is no question the villains in the piece
in the public's eye are insurers and enpl oyers. They
definitely do not want themto have access to whatever
genetic information or other information mght be created
by virtue of being a research subject.

VW& asked about stigmatization of ethnic
groups. W found that |ess concern than | think the
scholarly literature woul d have suggested woul d exi st.

I ncl udi ng groups that were very cogni zant of things |ike
t he Tuskegee study, the radiation study in QG ncinnati.
The attitude seened to be as nmuch we could | earn sonet hi ng

that mght help us as it was that we need to guard agai nst
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victimzation in research. So again the favorable view of
research seened to overcone nost of the fear that the
information generated by research would be used to then
stignatize the di sadvant aged.

V¢ asked about third party concerns. There
was a pretty clear consensus anbng our participants in the
m ni -hearings you tell ne, not ny famly. That is you
leave it up to the person whose tissue was studi ed whet her
they want to di scl ose whatever was learned to other famly
nmenber s.

If the person were inconpetent that was not a
probl em for nost people. You ask the appropriate guardi an
of the individual. |If you ask them about safeguards they
have the concern about privacy. They were not sure who
they could really trust to protect their privacy entirely.

Al t hough people were, with rare exceptions,
not famliar with the concept of the IRB. They knew the
idea of a research ethics coomttee and they thought it
was a very good idea. Wen we asked themwho they shoul d
put on the research ethics coomttee it was very clear
et hi cal peopl e ought to be on the research ethics
commttee, which they could distinguish fromethicists.

It is not the sane thing necessarily. Present conpany
excl uded, of course.

They are very astute about the possibility of
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conflict of interest and they said they definitely wanted
nmenbers of the ethics coomttee not fromthe organi zation
doing the research. M/ guess is the sort of single public
representative, which the IRB regs seemto require, is not
adequat e.

Lastly, there was sone spontaneous senti nent
that we ought to at times have a representative of the
group actually on the study. Just some kind of comunity
or group involved in at |east the consideration of the
pr ot ocol .

The net hodol ogy of the mni-hearing is not
perfect. W do not have a random sanpl e of the Anmerican
popul ation here or anything closely -- anything renotely
resenbling that. But we got a good sense of what
different groups of Anericans of different ages, nale and
femal e, different backgrounds fromdifferent parts of the
country felt.

Many commonal i ties, not universal agreenent,
but we felt it was -- | wll speak for nyself. | thought
it was very hel pful to hear these reports in sone cases
firsthand but in other cases through the group doing the
research for us about what people really cared about. How
t hey understood what went on, what they did not know about
it, and what they wanted to see happen. | feel like it

was a very hel pful process. And it may be that for future
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comm ssion reports the mni-hearing format is sonething we
woul d like to nodify perhaps but put in play.

| will just very quickly nention the three
ot her parties who spoke with us were Sherry Al pert who is
here, | believe, still. Sherry continued her work on
privacy and the analysis of stored tissue. Sherry is a
privacy expert and policy analyst and has provided us a
very useful background paper. Sherry has particularly --
| think one of the nost original parts of her paper was
trying to sort of flush out the notion of group privacy
interests and group interests.

Robert Wir returned to give us his paper
again on ethical issues. He cane with rather short notice
to the prior nmeeting of this coonmssion. He has had a
chance to conplete his paper. It is also very useful

And Marc -- when we broke for this |uncheon
neeting Marc Sobel and Fran Pitlick, both representing --
bot h pat hol ogi sts and representi ng prof essi ona
organi zati ons of pathol ogi sts, were responding to a
request we nade of themas to whether the idea that Zeke
had proposed and that the subcommttee has been, | think,
enbraci ng of a kind of one way perneabl e | aw t hrough whi ch
you woul d have the tissues which are thensel ves good
identifiers as virtually all tissues are we discovered.

| f soneone wants to use themfor research you have sone
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process and sone barrier so that what goes forward to the
researcher is not the identified tissue but is a sanple
with the other information that is needed but wi thout
specific identifiable information.

W asked Marc and Fran if this were
practicabl e and how one mght do it and we were in the
process of talking with themand hearing their ideas when
we had to break for this.

That is where we are. | invite other menbers
of the subcoomttee to add to that and menbers of the
comm ssion in general to say anything they want.

Rhet augh?

DR DUVAS: Well, | have a question. | am
sonmewhat enbarrassed because | feel | should know it
comng froma large nedical enterprise. How are decisions
nmade about what tissues to store and which ones to
di scard? Do you know?

DR MJRRAY: Well, probably Marc or Fran coul d
give you a nore precise rendition but I will give you the
quick one. If it is for -- if the tissue was taken as a
part of a clinical procedure it nmay well be a matter of
law in your state that you have to keep certain parts of
that, certain sanples of the tissue.

DR DUVAS: For a certain period of tine.

DR MJRRAY: So quality control -- yes. It
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mght be for a specific period of tine but they tend to
hang on to these sanples for long periods of time. The
sanpl es, | guess, range from--

DR SCBEL: Two to twenty years.

DR MJRRAY: Two to twenty --

MR CAPRON That is what the |aw --

DR SCBEL: Depending on the state | aws.

DR MJRRAY: Yes. But sone of the collections
are 100 years ol d.

MR CAPRON  This woul d be the pat hol ogy
speci nens.

DR DUVAS. Pathology. They have to send that
-- 1 know they have to send specinens to pathology. 1| did
not know how | ong they keep them where they keep them
what det erm nes whet her they keep themtwo years or ten
years.

DR MJRRAY: Yes. | think what determnes it
is they have a mni mum nunber of years that woul d be
specified by statute. But as far as | know there are no
laws that require themto dispose of the tissues after
that tine.

DR DUMAS: | see.

DR MJRRAY: And | suppose they are generally
kept. Is that true, Marc?

DR SCBEL: They are generally kept if there
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is potential future use for the sanples and it is limted
by the anmount of storage space that is available so there
are many places that are not able to keep these sanpl es
beyond the required limts because of storage.

DR DUVAS: And right now do the patients from
whom t he sanpl es conme sign releases routinely that their
ti ssues can be stored and kept and used?

DR MJRRAY: Yes, | will invite Hisa if she
wi shes to add to this but ny understanding is certainly
within the recent years or decades peopl e have si gned
things. But typically it works this way, you get a page,
sign the consent for the procedure --

DR DUVAS: Yes.

DR MJRRAY: -- and then underneath it is
anot her sentence that says can we use your tissue for
research or education, and people sign that, too. You ask
themafterwards do they renenber signing this and I think
the --

DR DUVAS: No, they do not.

DR MJRRAY: -- answer is no.

DR DUVAS: | have had surgery. | do not ever
remenber seeing that statenent.

DR MJRRAY: Wll, a famly nenber of m ne
went through --

DR DUVAS: | hope | will not have to | ook for
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DR MJRRAY: Yes. A famly nenber of mne
went through a biopsy and I was present with this
i ndi vidual and this individual had no recollection having
just signed it of even seeing it.

DR DUVAS. R ght, but it was there. It was
on the form kay.

DR MJRRAY: Yes.

DR DUVAS: Thank you.

DR MJRRAY: Al ex?

MR CAPRON  Fromyour description of people's
response at the mni-hearings | had the inpression which
may be totally erroneous that these were peopl e sel ected
because they had sone experience in having tissues stored
or was this just a random sanpl e of people in G ncinnati
and wherever el se you were?

DR MJRRAY: R ght, not a random sanpl e.

DR EVANLEL: E ther of those were the
uni verse of possibilities.

MR CAPRON Ckay. Wat was the group that

DR EMANLEL: W have had six of them seven
of them seven hearings, and there have been all sorts of
different groups but sone peopl e who have had surgery,

sone ol der people. | nean, nore convenient sanples if the
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way they are being described. They are not random That
is for sure.

DR MRRAY: Right.

DR EMANLEL: And they are not only peopl e who
have had bi opsy sanpl es.

MR CAPRON Because Tomis description that
the participants, which | guess nmeans some subgroup, who
said, "Yes, | have been through this," a |la what Rhetaugh
was just saying, "But | do not renenber it."

EMANUEL: R ght .
CAPRON  Ckay. And will we get a report?
HYATT- KNORR  Yes, you wll.

CAPRON G ving us the details.

3 3 3 3 3

EMANUEL: Actually in the notebook --

=

CAPRON | did not read through all the
materials for your subcommttee because there are a lot to
read for our's.

(S mul t aneous di scussi on.)

MR CAPRON | have not read through all the
transcripts of your subcommttee either but I would Iike
to do that in sone other life.

DR EMANLEL: | think it is --

(S mul t aneous di scussi on.)

DR MJRRAY: | amproud of A ex's candor. |

think that is a good exanpl e.
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(S mul t aneous di scussi on.)

DR MIKE Aex, the way they were picked
were very different but in any group like that there are
al ways peopl e who have been to the hospital and had
surgery. So they are recounting if they had specific
know edge and recounting fromtheir own specific
experi ence.

DR EMANLEL: Tab C sorry.

MR CAPRON Tab C

DR MJRRAY: They were not quite a conveni ent
sanple of the -- they were not just randomy chosen as
people. In different areas in different cities we went
after different kind of groups, whether it be in terns of
age or ethnicity or sone other thing. But we wanted to
try to get a variety of people and not have, you know,
just go to seven cities and basically ask the sane peopl e
at seven different places. That was less interesting to
us than trying to get different groups.

MR CAPRON  And they were -- because they
were asked a standardi zed set of questions that is how you
get conparabl e infornmation

DR MJURRAY: There were scenarios that --

DR HYATT-KNORR W did not ask the specific
questions per se. | nmean, this was not a survey. But

there were scenarios and they di scussed the scenari os
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anongst each other and not everybody necessarily responded
to the sane issue. But they were very conparabl e fromone
set to the other

MR CAPRON So the things that are said --
are called issues are an abstraction of what the issue
woul d be fromone of these scenarios in effect.

DR MJRRAY: Wat we had, Alex, was we started
out with a set of issues that we thought ought to be
addressed in any of these and then scenari os were
devel oped in an effort to nake sure that each of the
i ssues would be at least raised. They were then -- | only
attended one mni-hearing so | can tell you how that one
went. W did not need to use all of the scenarios to get
at all the issues because peopl e woul d spontaneously start
tal ki ng about sonething that we thought was going to be
raised say in scenario five but they were already there by
scenario three.

So in every grouping each of the issues | take
it came up for that area but often the participants raised
it without our having to.

DR EMANLEL: You have a transcript outline
and they try to go through it all but they do not
necessarily have to ask it all.

DR HYATT-KNCRR If there is anything el se

that you want to know, assumng that it is in the
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information, this is a draft and, you know, if there is
anything that you think ought to be addressed in addition
pl ease | et ne know soon.

MR CAPRON  Ckay.

DR MJURRAY: D ane?

DR SCOIT-JONES. | had some questions about
the mni-hearings al so but Alex has al ready asked nost of
them and you have already answered them Wat | wll go
ahead and ask is how easy was it to get this acconplished?
How easy was it to get the group and to get the whol e
t hi ng done?

DR MJRRAY: It was very easy. | just told
Henrietta to --

(Laughter.)

DR SCOIT-JONES: Wl |, | amrecomrendi ng t hat
we mght want to do it so just on a scale fromone to
five.

DR HYATT-KNCRR | think finding the
participants was rel atively easy even though we had an
extrenely tight tine frane. W mght have wanted to have
done things alittle differently if we had had nore | ead
time. But getting people fromthe public to participate
in addition, which is what we had hoped, even through
advertising did not yield very many responses. Does that

answer your question?
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DR SCOIT-JONES:  Yes.

DR MIKE Just to expand on that, these were
mni - hearings but the public was invited. The problemis
how do you tell the public what this thing is about. |
nmean, that was very hard to try to grasp that. That is
all.

DR HYATT-KNCRR But | think even -- no
matter how you tell, | think the general interest of the
public to contribute three or four hours in the evening,
you know, getting there, being there and goi ng back hone,
is probably imted and it would not surprise ne at all.

DR MJRRAY: Devel opi ng the scenario work, the
scenarios took some work and | have to credit nenbers of
t he comm ssion and al so Sean Sinon who did a |lot of work,
as well as the contracting group who actual |y executed the
scenarios. So there is alot of effort that goes into
making it appear effortless.

DR SCOIT-JONES: And then will you then give
sonme information back to the participants?

DR HYATT-KNCRR  They asked for it as a
matter of fact and when we have a final report then we
will go back to themand al so when the recommendations in
the report fromthe commssion as a whole eventually is
published we will send it as well. Specifically they were

very interested init.
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DR CHLDRESS: | participated in the one in
R chnond and | was struck with this that they felt they
were participating in an inportant process and they
actually wanted to get feedback fromit. Very strong
interest on their part.

MR CAPRON  Just looking at this quickly, it
woul d be hel pful, I think, since the issues and so forth
are set out in tabular formto have as an initial part of
that table a statenent of the nunbers of people
participating and the basic denographics, nmale, fenale,
broad age groupings. | nean seven people at the M. Zion
Congregation Church in develand, ten people in Mam,
fourteen people in Boston and so forth, just so we get
sonme sense of what we are tal king about here. As you | ook
down a colum and it says "nost people" or whatever if you
are tal king about sanple size, what is the nake up.

DR MJRRAY: Sone things we can tell you.
Things |ike age we did not ask people.

MR CAPRON But you represented that this was
broadly representative as to --

DR MJRRAY: Yes. But | do not know the
preci se age of the people there.

DR HYATT-KNORR  But we observed and we
shoul d know sone ot her denographics, but to the extent

that we have it and they nmatch fromone observer to the
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other we will be happy to add those.

DR CHLDRESS: Am!| wong in renenbering a
di scussion though that we could not actually go the route
of getting all this information w thout converting this
into a kind of survey that would take a very different
direction. AmI| wong in renenbering that?

DR NORRIS. Yes, you have to get special OB
cl ear ance.

(S mul t aneous di scussi on.)

DR HYATT-KNORR  These are not questions that
we asked and certainly we are not going back and aski ng
thembut at the sane tine the observers did wite down
sone general characteristics.

DR CHLDRESS: But | think it goes to the
| arger issue that Alex is raising, sort of how one uses
it. | understand that the use of the focus group and we
are limted than to be able to say X nunber of people said
the followng. |Is that --

DR HYATT-KNCRR Ch, that is a different

I Ssue.

(S mul t aneous di scussi on.)

MR CAPRON | amnot asking for the breakdown
on the answers. | just want to know --

DR CHLDRESS: But your interest in part and

where the answers that cane out relative to age and gender
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and so forth, | think, is the question you are asking.

MR CAPRON  Well, it was represented to us
that the group was broadly representative of the
popul ati on al t hough not randomly chosen. The groups are
snmal | enough that | would be very worried about putting
much of any weight on this. Jdearly if there had been a
very harsh reaction uniformy across all these groups on
sonme point, that they had been very upset or extrenely
supportive, | do not mean harsh, | nean pronounced
reaction in one way or another, that gives you a little --
sone indication. But beyond that when a self-sel ected
group of seven people are at the M. Z on Congregati ona
Church in Aeveland | do not know what | want to do with
that infornation.

DR ENVANUEL: Well, but in all fairness, first
of all, there is sone sense and | think | did do a
reasonabl e job, you know. In the San Franci sco group
there was an effort to get young people. In the Mam
group we heard that nmost of themwere retirees even though
they were quite active retirees. So in sone sense we have
sonme assessnent of that range of ages as well as ethnic
groups and soci oeconom C groups.

Second -- | mean, part of what we have heard
fromJimWlls and fromHenrietta and from Sean is the

fact that there are consistent thenes which seemto go in
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the sort of 80, 90 percent response categories and that is
hel pful, I think. That is a pronounced kind of
understandi ng. And that has been, | think, helpful. And
as was noted in our hearings today sonme of those go
against the biases we went in with. W, the

comm ssioners, as well as the survey peopl e.

For exanpl e, how concerned peopl e are about
confidentiality versus medi cal practice. Now one of the
suggestions we have nmade is that nmaybe we could fornul ate
sone questions that at sonme future date if we are ever
going to do a survey or soneone el se could do a survey we
could add on to a survey, or we mght get sone data.

MR CAPRON Yes, | take the point. | always
remenber the kinds of studies |ike the one the March of
Dnes did a few years ago on genetics where they got 75,
85 percent of people saying they were in favor of genetic
engi neeri ng and a conpar abl e nunber saying they did not
know what it was.

Now when you get those kinds of results you
are obviously trying to have sone salience in what you
were doing and nake it a little bit real to people. That
is why I wondered when you are descri bing were these al
peopl e who had at | east had sone bi opsy speci nens stored
so that they would immedi ately say, "This is not a genera

issue. You took sonmething fromnme. Ch, it turns out you
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kept it. | did not know that. Now how do | feel about
your doing things with it? Wll, what are the kinds of
t hings you can do? Wat can you find out?"

And then the question is how cl ear what you
can do to it and what inplications that has to peopl e as
they focus on it because if we are going to say 80 to 90
percent of themsaid, "Let's go research. It is great and
we are not really worried about it,"” how nmuch they know to
be worried to start off with affects ny sense of whet her
or not | should take that as a result that is very
reassuring that as you say maybe | go into it, you went

intoit with greater concerns than the public has. O do

| sinply say, well, it is sort of interesting but it does
not tell me nmuch because it says people who -- again |ike
the other survey -- 85 percent will say yes to it because

85 percent of themdo not know what it is.

So, | nean, | do not know what -- and maybe if
| have been hearing fromDr. Wl ls and ot hers who have
spent nore tine on this, and I will read over these
materials nore carefully, | would have nore reassurance
that | shoul d conclude anything fromthis process other
than it --

(S mul t aneous di scussi on.)

DR MJRRAY: Ckay. A lot of people want to

speak. Let's start in a nore organi zed way.
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Arturo?

DR BRTO Having attended the Mam forum|l
think that thereis alittle bit of clarification. Had I
not attended I would be -- | think I would be in the same
ball park as Alex is in right now

But the March of Dinme survey is just that. It
is asurvey. It is very leading questions. The way Dr.
Wlls did this hearing and the other hearings | assune is
they were very open ended and these were foruns. So | do
not think we are trying to get statistical nunbers. Even
80 to 90 percent, whatever nunbers like that. So | think
we just have to keep in mnd these are foruns and | was
very inpressed with the way these were held and the open
ended question type of format even though there was a
script scenario that was not always attended to. A |lot of
t hese responses were very spontaneous. | think what | am
hearing is that across the country regardl ess of the group
a |l ot of those spontaneous responses were very simlar.

Is that right?

DR MJRRAY: Yes. O quite a nunber of
questions they were simlar and sonetinmes, as Zeke has
nmentioned, in ways that mght have surprised you or ne
before we --

DR BRTO Raght. Soit was very informative

to ne to hear sone of those responses. So | think it is
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nore just general information.

DR MJRRAY: Ve recognize this is not a random
popul ati on sanpl e fromwhi ch one can generalize. But it
gi ves us sone notion of how people are constructing the
situation and what neanings are taken out of it and what
they care about. W will use it as that.

DR COX: They were not just self-selected
either. So it was a fix. But not people that just had
raised their hand and said that they had sonethi ng they
wanted to tal k about.

DR MJRRAY. Bette?

DR KRAMER Tomjust covered the point
want ed to nake.

DR MJRRAY: Ata?

M5. CHARQO Cenerally, not facetiously, but to
set up things as a piece of performance art for the Human
Subj ects Group, who anong you deci ded whether or not this
was human subj ects research and, if so, whether or not it
was exenpt, and who anong you knew which I RB you shoul d go
toif it was not exenpt since you were recruiting people
for a seemngly systenatic investigation of their
attitudes?

DR EMANLEL: Well, it was precisely not a
seemngly systematic investigation of their attitudes.

M5. CHARO So you are the one who nade the
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determnation it was not research?

DR EMANUEL: No, | did not.

MB. CHARO Wo did?

DR EVANLEL: As a matter of fact, Ata,
believe | raised that question, too.

M5. CHARO  Just because -- | nean, we are
tal king to agencies about their ability to know what to do
when and | was curious how you all knew what to do when.

DR EVANLEL: Well, | do not renenber the
details, Alta. W did have sone di scussion of that when
we consul ted people about it, whether it was exenpt or
not. W just did not nmake the decision. But we could
check exactly who we went and spoke to about it.

DR

| think part of the issue was we are
prohi bited fromdoing -- not prohibited, but the process
of doing a survey. That is why, for exanple, the
soci odenogr aphi cs coul d not be asked. It was decided that
coul d not be asked. That was to nake it -- also, it was
decided to nake it open so that nenbers of the public
could come. So it was nore hearings. That is why we are
calling it mni-hearing or focus groups. And, you know,
on the other hand there was an effort to nake a sort of
systematic use but it is not generalizable know edge. It

is certainly not publishable.
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So, you know, | amjust telling you | thought
the same question was -- | raised the sane question wth
Henrietta and | think, you know, part of the -- | amjust
giving you part of the rationale that goes into it.

DR SHAPIRO D ane?

DR SOOIT-JONES. It is alittle bit
concerni ng, though, because even though you are saying
that you did not assess the denographics of the persons
who attended you are still making statenents about it and
saying that it varied in age and ethnicity and so forth
and you still sometines are using | anguage of quantitative
research like saying 80 to 90 percent said or did X So
you are kind of converting nonresearch into research
Vell, | will stop there.

DR SHAPIRO Any ot her questions?

DR HOLTZMAN  So when we systematical ly ask
each other our opinions around this table then we engage
i n human subj ects research?

(S mul t aneous di scussi on.)

M5. CHARQO You mght be.

(S mul t aneous di scussi on.)

DR MJRRAY: | agree that the perfectly clear
and bright line mght be difficult to draw between
hearings and research but we did it in the spirit of good

and the idea was to see how do people feel about this and
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we did not want -- since we did not want to go to
basical |y hear the sane voices every tine, we thought that
added less insight into how a broad variety of Amrericans
mght feel, we purposely set out to go to different
comunities and talk with different groups. But
apparently it is not counted as research, however these
things are counted. But, yes, did we try to |learn
somnet hi ng about how the American people felt, sure. But
one can do that by a hearing process.

Zeke is right. There is no way on this earth
that this woul d ever pass peer review as a pi ece of
research. That is one criteria. So | guess it could be
really | ousy research --

(Laughter.)

DR MJRRAY: That is the principle | want to
articulate here. It was done in the spirit of hearings.

Eric?

DR CASSELL: Well, this is just anecdotal.
This was ny introduction to ethics in January 1971 when
the Hastings Center had this research group on death and
dying and | was presenting sone material. That was ny
first appearance there. And Henry Beecher said to nme, "Do
you have permssion for this?" | never even heard that
word before. | did not know what he was tal ki ng about.

So in point of fact we finally decided | did not need to
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but on the way there I got shook up by the process.

DR MJRRAY: Larry?

DR MIKE Yes. | hope we do not use a
doubl e standard about what we use collectively and
individually in making our decision. If we applied a
ri gorousness and nost -- | would say 90 to 95 percent of
the kinds of things we are considering, including the
contracting papers, would not nmeet the test. So | would
say that all of you read what happened at our mni -
hearings, take what you want out of it, put that into your
deci sion maki ng process. W are not asking you that we as
a group nust consider this or reject it. It is just
another bit of information that is floating around.

DR KRAMER And let ne add to that that we
never intended that it be anything that was scientifically
drawn or systematic. It was an ad hoc. It was very ad
hoc. And perhaps when Tom put those nunbers on it, 80 to
90 percent, | nean that is just Tomis interpretation of
that because, in fact, the sane question was not
necessarily asked at the sane tine of each group so there
really is no way of putting a nunber on it.

DR MJRRAY: | tried systematically to avoid
assigning --

DR EMANLEL: He is a philosopher. | put the

80 to 90 percent on it.
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(S mul t aneous di scussi on.)

DR MJRRAY: (Ckay.

MR EMANLEL: | would add, though, we are -- |
mean -- you know, the point of full disclosure, | mean we
are calling, for exanple, pathology departnents and aski ng
them about their store -- you know, what kind of sanples
they have. Now | do not think that is going into another
report. | do not -- we did not get |IRB approval for that
either. It is not a systematic survey. It is an attenpt
to get a ball park story. But | think, you know, if one
has concerns that this is going to qualify as research
that also is -- any tine you ask doctors questi ons about -

M5. CHARQO Zeke, ny goal was not to chall enge
as to whether it is or not. It was to have us notice that
We are a government agency or a governnent entity and that
we are engaged in things that one coul d wonder are
research or not and to ask oursel ves how are we deal i ng
with that question specifically because the human subjects
peopl e are about to tal k about how agenci es deal with that
question. M only point was to be self-reflected and to
have sone understandi ng of what is going on throughout the
gover nnent .

DR SHAPIRO W did not think --

(S mul t aneous di scussi on.)
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DR SHAPIRO -- we did not discuss our
intention. W did not pass --

(S mul t aneous di scussi on.)

DR COX But, Harold, for nme I think that
this is a very tinely discussion, particularly for those
of us in the CGenetics Subcommttee, whether it is possible
to draw sharp lines between what is research and what is
not research because clearly there is an academ c standard
of what is research, but there is human activity too. So
that if you draw too sharp a line as we found in the past
couple of mnutes it becones an interesting dilema.

DR SHAPIRO Thank you.

G her comrents or questions?

Tom anything el se?

DR MJRRAY: Thanks very nmuch

DR SHAPIRO Thank you. Regarding -- just
returning for a noment before we break to go back in the
subcommttee sessions -- the January neeting, as | said
before, is open to either of the subconmttees to present
material to NBAC as a whole. |In February, of course, we
really nust have material really quite while perhaps stil
not final. So depending, Tom on how qui ckly you and your
subcommttee nove we are certainly prepared in January to
hear fromyour group if you are -- at whatever stage you

are at. So we -- the schedule remains pretty much as we
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i ndi cated before.

DR MJRRAY: WII| there be any tine for
subcommttee neeting in January?

DR SHAPIRO | think we could have sone tine
for subconmttee. We will keep in touch with the
subcommttee chairs and see if we need to nake -- have
noti ces and so on.

DR HYATT-KNCRR But the problemis that we
really need to decide these things now and that those will
be for nmuch of next year because we w |l have a support
contract and we need to nmake arrangenents for roons and
ot her such things way ahead of tinme. It is very difficult
for us to continue to do it as late as we have.

DR MJRRAY: Well, | think we should get a
very flexible support contract.

DR CHLDRESS: | agree. It has to be at
| east for when we cone back in January. W wll not know
for a while yet, | think that Tomw Il not either, exactly
whether it will be mainly a subcoonmttee or --

DR SHAPIRO W can always have an extra room
or two set aside even if we do not use it.

MR CAPRON |Is not the discussion that we
have just had, however, in which several of the questions
to your coomttee canme fromthe people who are not on it

and the questions to Jimcane fromthe people who are not
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on his indicative of the value of having nore of our tine
together as a whole group and that the very way you
expressed it, both of you expressed it about these -- when
we get to themthere are going to be prelimnary thoughts
and questions and some tentative conclusions and so forth.

The nore tine we have to digest and think
about that and have a di scussion and then cone back to it
in another nonth, instead of saying, well, we are going to
do it in February so we do not need to do it in January,
in other words -- or the faster we can have sonet hi ng
ready, even however prelimnary it is, and then know t hat
we are not going to dispose of it at that neeting, that it
is worth having nore than one tine as a whole group to
chew it over so that we who have not been through the
process can be better educated.

DR EVMANLEL: Can | second that?

DR SHAPIRO | think you are going to have
nore than one tinme. Nothing | have said --

MR CAPRON No, no, | was just encouraging --
| was agreeing with the notion that rather than giving up
time in January for nore subconmmttee process that we plan
to have a good deal of tine for discussions of wherever
the subcommttees are even though we could on some
efficiency level say, well, we get nore done if we were

nmeeting in subcommttees.



10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

DR CHLDRESS. That is what is planned.
Even if we are still fairly tentative let's say on the
recomrendat i ons.

MR CAPRON  Yes, exactly. Even if we are
very tentative our direction mght be changed as a
subcommttee and it was only that Tomwas now sayi ng coul d
we have sone tine in subcommttee and | was encouragi ng
the plan that you originally endorsed that was going to
resist that, that inevitable pull to say, well, we have
nore work to do as a subcommittee.

DR EVANLEL: Can | -- if we think -- if we
conme back at |east on the Genetics Subcommttee, if we
want to release a report in February and we want to have
t he whol e comm ssi on on board, that means that the -- |
mean, January is very late in that process and that neans
we have to get our recommendati ons done by this Decenber
neeting, not done but at |east in sone vague format so
t hey can be debated and argued about.

M5. CHARO And, indeed, one of the things
that we risk as we go on too long is that you will get
concl usions that sone conmmttee gets totally invested in.
You want to bring themto everybody at a tine when
everybody, including those who worked on it, are willing
to step back and say, "Wll, naybe we will change it."

DR DUVAS: A good point.
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DR MJRRAY: Qur process is itself a kind of
experinment. Meeting as we have largely in subcomttees
has enabl ed efficient work within the subcommttees but it
has had this problemof the other nenbers of the
comm ssion do not know necessarily what the subcommttees
are up to. | do not know what woul d work best.

What | was hoping for is we mght need an hour
either at the beginning or at the end say of the January
meeting to reflect on either what is about to happen, mnake
sonme | ast decisions or to sort of try to incorporate the
whole coomttee. | was not planning -- | was not
proposing that we do it like we did today but | think it
woul d be useful to have the option at |east, | do not know
how Jimfeels, of at least a little tinme as a
subcomm tt ee.

DR CH LDRESS. And perhaps | could inagine a
scenario in which it would best at the end for the
subcommttee to think about howto revise in light of the
di scussion that obviously will be helpful but will not be
as conpl ete whereas you will not be able to get everything
done in that context.

DR SHAPIRO The key issue here is to be sure
that -- is to be sure that the subcommttees have a
di scussabl e a set of propositions for us no later than our

January neeting and at our February neeting. Just when
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the reports are actually issued will depend sonewhat on
just what happens at those neetings and we nmay feel just
delighted with it all or you mght feel that you really
have to do sonething further. And so | amtrying -- | was
trying to struggle for a bal ance between, you know, let's
get this done but not doing sonething that you woul d not
feel good about. So, you know, we need a certain bal ance.

Ckay. Qher questions?

M5. CHARO Just a general question?

DR SHAPIRO  Yes.

M. CHARO Qur web site, | had occasion to
revisit it after it cane up on e-nail lately and was --
are we going to put the transcripts of the neetings up and
the neeting dates and the agendas for the neetings, and
all the other public material, or has that web site been
abandoned basical ly because it turned out not to have a
ot of our stuff that is | know avail able electronically
posted on it?

DR SHAPIRO | think the web site has not
been nai ntai ned appropriately in ny view and | think we
ought to either do that or not have it. One of the two.

M5. CHARO | personally would like to do it.
| think it is a great concept and | would love to see it
really do --

DR SHAPIRO  Yes.
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DR HYATT-KNORR W did switch it and we just
recently got a new address and it is in draft and it is by
no neans finished nor did we think it was and we do intend
to put these things on. But only very recently did we get
the new address which is very easy for the public to
r emenber .

M5. CHARO R ght, but I think the crucial
thing is the transcripts which have been avail abl e
electronically for nonths and nonths that are not posted
coul d be posted in a flash because they exist already and
clearly nmeeting dates and sites and agendas - -

DR HYATT-KNORR W want to do that.

M5. CHARO GQGeat. Ckay.

DR DUVAS: And | thought that the statenent
that went fromHarold and the two subcommttee chairs
woul d be a good one. Alex has trouble with a statenent in
there but | would think that if that coul d be added that

woul d be a very good piece for the public who woul d want

to -- it is a very succinct statenent of what this
coommttee is -- this conmssion is all about. He heard
different things about what we decided about. | thought

it was accurate in relation to that statement at issue.
But it seens to ne that is sonething that can be --
DR SHAPIRO W can discuss that in another

monent. That i s another issue.
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DR CHLDRESS: Just to add one point in
relation to what Alta just said, e-nail exchange and
| ooking at the report, and | think there are -- you know,

there are two plausible ways to interpret what we agreed

on.
MB. CHARO  Yes.
DR CHLDRESS: At |east.
(Laughter.)
DR DUVAS. But the public needs to have
sonething -- a statenent that they can | ook at when they

want to know what is this comm ssion about so they do not
have to read the whol e report.

DR SHAPIRO Well, let's -- that stuff we are
still discussing and | do not think we want to post
anything right but we can discuss that at sone tine if
peopl e are interested.

Ckay. Qher issues?

If there are no other issues right now | woul d
propose if the subcommttee chairs agree that we just get
back to your agendas. So if it is necessary you could
take nore tinme or finish early. E ther one woul d be
appreciated. So let's take a -- we only have seven
mnutes -- take a break.

(Wrer eupon, the commttee neeting adj ourned at

1:21 p.m to resune subcommttee neetings.)
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