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PROCEEDI NGS
CPENI NG RENARKS

HAROLD T. SHAPIRO_Ph.D.

DR SHAPIRO W have a nunber of things that
| would like to discuss this norning. As | indicated
yesterday, we have nost of the norning for our neeting.

W w il adjourn no |later than 11: 30.

The two principle itens | want to discuss is
an issue that cane up yesterday that | said we would
bring it back today, actually Trish and others rai sed,
and that is how are we going to define the popul ation
for which this report's recomendati ons are ai ned.

One obvi ous possibility, there are many
possibilities, one is are we tal king here about
conpetent adults or are we tal king about a popul ation
we woul d define in a different way.

| amgoing to turn to Eric in a nonent to get
our discussion on that thing started because that w |
have a big inpact on Chapter 3. W do not have to work
out all of the inpacts here today but knowi ng that wll
make a big difference to a nunber of our
recommendati ons, and so that will be the first itemon

t he agenda.

Secondly, | then want to turn to Chapter 4.



© 00 N oo g b~ w N P

[EEY
o

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

25

Chapter 4, if you recall, deals with the so-called

| ocal issues. That is the size -- not the size, the
conposition of the IRBs, accreditation, education,
certification, et cetera, and sone issues along those
lines which we will need to discuss so that as we begin
the redraft of the report we will know where the

comm ssion -- what the conmssion's views are on those
particul ar subjects. So we will get back to that as a
second item

If there is time, of course, any other itens
that you would like to bring up can be di scussed.

So let's go to the first of those itens,
nanely define the population for which this report's
reconmendations are ained and let nme turn to Eric to
begi n that discussion.

REVI EW OF RENMAI NI NG | SSUES ON OVERSI GHT REPORT

DR MESLIN. Well, just very briefly, we were
chatting yesterday and a nunber of options canme up that
Harold had identified. | think it would be w se for
you to consider stating clearly and early that the
report's focus is on conpetent adults. The reason for
maki ng that suggestion, and it may be sel f-evident but
just to follow up on the discussion fromyesterday, is
that the system of oversi ght was constructed

principally with the adult in mnd as the paradi gm case
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and exceptions and additional protections were built
into the system for other popul ations or other issues.

Since this is a report that is intended to
describe structural renedi es and ot her broader
strategies for inproving the systemas a whole, it does
make sone sense to focus on the best case scenario, the
nost preval ent scenario and that is involving the
conpetent adult. Since you have already had a
di scussi on about the decision to include or exclude
enbryos and fetuses as human subjects and to make
| anguage -- insert |anguage about that and you have
also -- effectively saying we are -- the report is not
focusing on that and the reader should go el sewhere to
get the comm ssion's views.

You have also indicated that children which
are -- is the subject of other considerable discussion,
both in Congress and el sewhere, and probably warrants a
report all on its own, that you are not going to be
focusi ng on that exclusively.

So since you have set the precedent, it just

seens to make a lot of sense to say it early in the

report, i.e. at the beginning of the Chapter 1, this is
what it is about, and where el se -- wherever else you
need to do that to nake those cases. |f you agree, it

is not a long discussion but it -- | think it is
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strategically inportant for you to say it now.

DR SHAPI RO Thank you

Marjorie, did you want to add anything to that
or what is your sense of this?

DR SPEERS. No. Oher than to say that |
agree that | think it nmakes a |l ot of sense to focus on
t he conpetent adult and think about the systemin terns
of those who are able to give inforned consent and then
deal with the other situations after a proposed system
has been put forward so | do not really have anything
to add to what Eric said except that | recomend we
make t hat change.

DR SHAPI RO  Ckay.

Larry?

DR MIKE  Then our discussion yesterday
about 3.4, 3.10, 11, 12, really would be out with --

DR SHAPIRO It would change obvi ously.

DR MIKE W just talk generically about
vul ner abl e popul ati ons but not those specific ones.

DR SHAPIRO That is right.

Are there other views? | nean, does this seem
-- Trish, I nmean you are the one -- | prom sed you, |
woul d bring this up.

PROFESSOR BACKLAR: | am happy but | al so want

to say what | just was discussing with Alta because
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this then we can address here what we did not address
In the Capacity Report, which the task force that --
the task group or whatever they were called that | ooked
at our Capacity Report was concerned about, the scope
but here we can | ook at people who have difficulties
W t h deci sion nmaki ng because of illness but not because
that is their disorder

DR SHAPI RO Al ex?

PROFESSOR BACKLAR:  And | think that --

DR SHAPI RO Excuse ne. | amsorry.

PROFESSOR BACKLAR: Ch, that is all. | was
just going to say | think that is very inportant to be

able to do it that way.

DR SHAPI RO Al ex?

PROFESSOR CAPRON:  Yes. | want to underline
the need to do that nore than we do. It seens to ne
that what we talk about in terns of nedical

vulnerability is principally people who are drawn to
research because they are sick and the research offers
what they believe is the best alternative. And we get
into the therapeutic m sconception, are they getting
treatnment. That is one aspect. And | think that is
one of those areas where what we try to say is isn't
there a level of information you can provide and so

forth.
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But what Trish is talking about | think is
sonething different. 1t is what Eric tal ked about when
we were doing the Capacity Report. And in sone ways
chal | enge the whole notion that the nentally -- those
whose nental inpairnments arose fromnental illness were
really that different than people who are seriously il
and it is not that in those cases the treatnent
alternative is the only one. That certainly is true
for people for whomthere is no good treatnent now.

But sinply that very sick people have a hard tine

wei ghing choices. | nmean, they are just -- illness

i mpai rs them physically and nentally, creates |evels of
uncertainty and anxi ety, makes them different people
than they were when they were not -- | nean all sorts
of things.

But | do not know whether there is any fix for
that. | nean, there is a fix for the other things.

The kind of fix that usually frankly happens is

I nformal surrogacy. That is to say other peopl e becone
their proxies for ordinary treatnent decisions. |

nmean, any of us who have had sick relatives know t hat
during that process or any of us who have been sick
know t hat during that process soneone else, in effect,
takes over a lot of the decisions and 99 percent of the

ti me nobody is doing anything formal by way of advanced
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directives or designation. It is just a process in
which the authority shifts over from-- and as |ong as
there is no objection and the doctors are confortable
with it and the person seens to be confortable with it,
and the famly is willing to step into that role, it
happens, and then it slides back to the person as they
becone nore capabl e.

But when we are tal ki ng about research,
supposedly that would not -- you know, that is not
going to neet the IRB's requirenents or things that we
have said in the report so | think -- | nmean, | think
we really have sonething we have to confront here. So
| appreciate Trish raising it but | think it is not --
the fix is not as easy and so 3.10 or 3.11 or whatever
where there are discussions of the appointnent of the
proxi es when you have nore than mnimal risk research
and so forth may end up bei ng unavoi dabl e even t hough
we are not tal king about people who start off being in
the category of those who are not conpetent adults.

DR SHAPIRO Ata?

PROFESSOR CHARO: Well, to extend this
di scussion then and, Harold and Eric and Marjorie,
pl ease stop ne if | amgoing into sonething you want to
di scuss | ater.

As | agree with the idea that we want to take
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out of this report people who have pernanent or
continui ng i nconpetency and because | think just for
t he sake of argunent for the nonent it m ght make sense
to accept institutionalized popul ations, whether it is
civilly or -- in the civil side or nedically side,
nur si ng hones or prisons, whatever, as speci al
popul ations in and of thensel ves because of the
institutionalization creating either a | egal or
psychol ogi cal inpedinment to exercising your free wll.
So they are conpetent but they nmay not be able to nmake
deci si ons.

It opens up the possibility then of abandoni ng
t he notion of special populations for all the other
vul nerabilities that we have identified and instead
focusing on situations in which people who are not part
of a vul nerabl e popul ation are rendered vul nerabl e by
virtue of the situation.

In the case of patients, | think that it wll
allow us to not say that sick patients are vul nerable
because then we are going to get into sonetines they
are, sonetinmes they are not, da, da, da. But what it
can lead us to dois to say the followng: 1In a
situation in which research is being done on people who
are currently experiencing an illness there is the

possibility that the illness is going to interfere with
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their ability at some point to nake decisions and that,
therefore, the protocol should include sone --
sonmething in there that explains howthe Pl is going to
anticipate this problem watch for the probl emand nake
provi sion for the problem and we m ght even be able to
get away from having to go down that |ine of discussing
t he proxy consent here by doing a referral to -- and if
It beconmes a situation of formal inconpetency. R ght?
It also allows us to do things Iike say if you
are dealing wth patients that recruitnment by their
treatnment -- treating physicians, regardl ess of the
patient's physical status and nental status, poses a
dilemma in terns of making sure that there is not any
confusi on about therapeutic m sconception and no
probl em about differential behavior, and that the
protocol -- we mght kind of be sonewhat controversi al
-- called for a practice in which the normis the
treating physicians no |longer recruit their own
patients but have sonebody el se do the recruitnent.
Personally I think it would be a very good
i dea but | accept that it would be controversial. It
also allows us to then detail other situations, whether
It 1s people working inpoverished popul ations in which
I f you are working with sonebody who does not have a

| ot of noney and you are planning to give noney as an
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enticenent for this that protocol has to explain how
this anmount had been cal culated and why it wll not
actually serve as sone kind of extraordinary
enticenent, et cetera.

And in this way get away fromthe
stigmatization probl em because we are not focusing on
the individuals, we are focusing on the situations.
Correl ate each one with a recommended course of action
that forns al nost |ike a nodul ar approach. Pls that
are going to encounter these situations in their
protocol s know that what they need to do then is take
one of these renedies out of the tool box and plug it
into the protocol. They will be able to anticipate the
need to do this, this and this if they are planning to
work in this kind of situation or that kind of
situation.

And in that way it would not necessarily
trigger the need for sone kind of extended or in-depth
review. It would trigger only the need at the initial
screening to determne that they had identified the
situations and identified the renedies that need to be
I n pl ace.

PROFESSOR CAPRON:  Can we operate with a
presunption that the doctor should not be the

resear cher?



© 00 N oo g b~ w N P

[EEY
o

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

25

11

PROFESSOR CHARO | could not hear you. | am
sorry.

PROFESSOR CAPRON: Coul d we operate or suggest
that | RBs operate with a presunption that the
i nvestigator should not be also the treating physician
and you have to give a justification for it?

PROFESSOR CHARO Yes. | nean, in fact --

PROFESSOR CAPRON.  That goes to the
t herapeutic m sconception in the end. It does not go
to the tenporary capacity argunent and | do not think

that the Capacity Report itself, the way we wote it,

is fully applicable to that situation because we really
were dealing with nmental conditions that have -- that
are the things being treated and here it is not. |

mean, you have heart disease. You are very sick in the
hospital and your spouse is really making the decisions
and now it is a research question.

PROFESSOR CHARO  May | --

DR SHAPIRO Yes. And then Larry.

PROFESSOR CHARO | agree with you conpletely
that these are distinct situations and it is with
regard to that one sonething that said that anybody who
Is working with a patient population has to in their
protocol state whether they anticipate these people are

likely to be suffering fromillnesses that wll
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interfere with their ability to nake decisions. Sone
Il nesses never wll.

PROFESSOR CAPRON:  Right .

PROFESSOR CHARO Right. Qhers very well
m ght and that where there is that possibility to
expl ain how they expect to identify those nonents and
what they are planning to do as those things arise. W
could make a list or we could ask that NOHRO make its
list but it certainly would include things |ike, you
know, offering repeated opportunities to consent and
assent and di ssent so that one is doing a kind of
repeat ed check of continued desire to be present in
this research study. Few of these illnesses cause the
ki nd of enduring inconpetency but if it does |ook |ike
It is becomng an enduring kind of inconpetency, how
are they going to identify that nonment because at that
poi nt they should be switching over to the different
set of special rules.

So how are they going to identify the trigger
nonent to switch into different rules where you would

need kind of fornmal interactions?

DR SHAPI RO  Larry?

DR MIKE | guess it depends on what we cone
up with. | can see us saying in the past the way it
has been dealt with is that you sort of al nost
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arbitrarily because the situation brought it on that

all of a sudden there would be rules for a special
popul ati on as defined as children or prisoners, et
cetera, and with the anal ytical approach that we are
trying to take you do not get into that box. But then
we shoul d back up a bit and say that in a sense nany of
the research populations in a particular study are al so
vul ner abl e because of the therapy, et cetera.

So if we are going to talk about it in a
generic way with a range of things then it does not get
us into the box about tal king about nental illness or
sonet hi ng el se again but then the question becones in
this report in the tinme that we have how nmuch can we
delve into renedi es that we would be putting forth for

It and so that to ne is where our limtations are going

to arise.

DR SHAPIRO | think the -- on that
particul ar i ssue how deep can we get, | think what we
can do in the report is -- if we go down this road --

I's give sone clear set of exanples that we think are
cl ear and appropriate but we cannot give an exhaustive
list. We cannot think of themall and we w il not
think of themall but we can then give a sense of
direction of how it ought to be handl ed and thought

t hrough, and I RBs, NOHRO and ot hers over tinme will have
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to work it out. | nean, | think that is as far as we
can go in the tine but | think choosing sone good
exanples is really quite inportant just to give people
a sense of how it works out.

David, and then Bill.

DR COX: And that is really sort of this sane
Issue in nmy mnd with respect to physicians recruiting
the right patients.

Alex, | would like to -- | nean, | wsh we
could actually nake that -- have | RBs nmake t hat
presunption but the -- | do not think that we can and
the reason is because in nmany cases the -- as
unfortunate as it is, having the physician be the
researcher and recruiting the patients, that is the
person that has the best expertise to do the study. So
that what you want is an oversight on that but not sort
of a presunption that that is not what is going to
happen because, in fact, that is the mgjority of what
happens today. So ultra sedatives would be
controversial, it would be |ike super controversial, so
on the other hand --

DR SHAPIRO You like it even better, right?

DR COX: =-- | think it is areal conflict. |
nmean, existing conflict that is big tine but it is one

of these grey areas where there is good and bad. So to
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-- agai n have people recognize that this is a real
di l emma but not work so nmuch on what the renedy is.

DR SHAPIRO Ckay. Thisis -- Bill, then
Al ex?

PROFESSOR OLDAKER: Yes. | would agree with
David that if we just point out what the issue is that
probably is sufficient to deal with this report. |
view this report as an overall architecture to be dealt
with in the future and hopefully enacted by Congress or

an executive order and that is the inportant part of

the report and trying to deal -- and | think putting
off yesterday -- | mght have argued differently on
fetal tissue and stemcells but | think that it is nore

i nportant that if we just point out there is an issue
there will be others deciding these issues along the
way. Whatever we wite, no matter how nuch we woul d
like, will not be the |ast word on this.

And so sone of the issues if we just point out
that they are going to be inportant issues to be dealt
wi th by whoever is dealing with them and nmaybe giving a
little direction, | think that that is sufficient for
this report.

DR SHAPI RO Al ex?

PROFESSOR CAPRON:  Two points. Bill, | agree

that on many of these things it will be inportant for
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us to "point themout" but this is not an area in which
there has been no pointing already. | nean, the -- it
Is -- there is sone significance at any tinme when a
presidential conm ssion as a part of an official
statenent puts sonething out but our contribution here,
| think, has to be at |east sonme guidance. And | agree
with Harold's characterization that it may end up being
exanpl es and ideas that are franed in ways that others
woul d have to get to the regul atory | anguage or
what ever, and | think that we are backi ng away from
sone of the recomendations that | ook al nbost as though
they were trying to be regul ations thenselves. But if
we sinply say there is a problemhere, | think the
answer would be new. | nean, just -- | nean, you know,
yes, we knew that, now do you have sone ideas what to
do about it.

DR COX: That is a good m ddl e ground, Al ex.

PROFESSOR CAPRON:  But -- the second point |
want to get to, David -- | nmean, it seens to ne that
there are two prototype situations. One is where you
have research going on principally in tertiary care
centers, academ c centers where patients get referred
in and at the nonment that they get referred in they
have a physician who is referring them And then they

conme to the other physician and typically, of course,
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the idea is that, well that physician is the expert and
IS now their doctor taking care of them

And what | wonder is in those circunstances is
how often either the referring physician or sonme other
physician at that facility can take on the rol e of
bei ng your physician and the researcher can be the
person who is the researcher. To ne that is the easier
situation.

The harder situation is where all this stuff
I's being parceled out to the doctor's office and | go
to see ny physician and the physician says, "You know,
there is a newintervention. There is a new treatnent

and | aminvolved intrying it out and I think you

woul d be a great candidate for it." And this is ny
doctor. | nmean, this has happened to ne recently.
This is ny doctor. And, you know -- "And it is
free by the way. It does not cost you anything."

DR COX: M only point was it is conplex. |
wsh -- it is nore conplex than it seens on the
sur f ace.

DR SHAPIRO Alta, and then Arturo.

PROFESSOR CHARO W thout trying to lay down a
hard rul e because | agree with the conplexity and I
share your instinct about the controversial nature of

this, it seens that in this area as well as in sone of
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the others where we mght identify situations that
create vulnerabilities and sone possi bl e solutions that
atact we mght take is as follows: That we identify
the problens, that we identify sone range of solutions
that coul d be popped into protocols, an that we urge
that we nove towards the goal of elimnating these
probl em situations. These renedies are there to help
peopl e figure out howto do it.

And that over tine it mght be advisable to
begin to think about having protocols that do not use
any of these renedies to through full scale review so
t hat peopl e can check to see whether or not in this
case it poses a genuinely unacceptable |evel of
conflict of interest or the problem \WWereas, those
t hat have adopted one of the renedies that we have
identified or that are devel oped over the years would
be eligible for a nore rapid revi ew because they have
anticipated the situation and a sol ution.

Not that it would be put in place on day one
but that in an evolving fashion what we would like to
be aimng for is a series of problens, solutions. For
those that do not choose a solution, a nore rigorous
review to see if they should have. For those that did
choose a solution, a less rigorous review because they

have taken advi ce and taken advantage of it. And in
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this way create sonething that mght be a little bit
Interactive over tine and flexible but still gets us
nmoving in the right direction and gets us a little
further along than sinply identifying the probl em and
dropping the ball there.

PROFESSOR CAPRON:  You know, if | may, the
problemwith -- it seens to ne with that solution is
sinply that research which does not have this problem
that is to say the researcher and physician are
separated in their roles, could still be research that
is really in need of IRB review

PROFESSOR CHARO. This woul d not obviate the
need for full review where there are other problens
that arise. It is only that during the initial
screeni ng of | ooking for problens.

PROFESSOR CAPRON:  What | think you coul d take
that idea and nodify it would be to say that as part of
the review process there should be a capacity of
subject/conflict of role review and that you can get
out of if you have anticipated it and responded on the
surface of your protocol in a way that says | know t hat
Is a problem here is why it will not be a problem
here: The patients | amdealing with typically do not
have il |l nesses that upset themso nuch or if they do

here is how!l amgoing to deal with it. Here is the
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conflict of role thing. | knowthat is a problemand I
amdealing with it in the foll ow ng way. You get
t hrough those steps without -- on an admnistrative

revi ew because you have done it. Qherwi se the | RB has
to --

PROFESSOR CHARO  That is exactly -- | think
actually that is exactly what | had in mnd.

PROFESSOR CAPRON: | amsorry. | knew that.

PROFESSOR CHARO  kay.

(Laughter.)

DR SHAPI RO.  Arturo?

DR BRITO This helps ease a little bit, but
| share with David the concern about being very careful
t o excl ude physicians as researchers or being so strict
with the guidelines or the recommendati ons for
gui del i nes that woul d excl ude physicians from
resear chers because then what is going to happen is you
are going to go the other way and exclude an awful | ot
of people, an awful |ot of comunities, whose only
option sonetinmes is to have their physician be the
researcher also. And | can cite exanples in the
Uni versity of Mam, for exanple, the School of
Medi ci ne, the pediatric endocrinologists there are the
only ones in Dade County that see uninsured children.

For the nost part they see alnost all the Medicaid
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children and they also are the ones that do a | ot of
the research there. So that is an exanple -- you would
be excluding an awful | ot of people of an opportunity
to participate in research.

PROFESSOR CHARO  Arturo, just to be clear,
the idea here is not to exclude physicians as
I nvestigators but as recruiters. And not even to
exclude themas recruiters but | think what we are
| eani ng towards here nowis trying over tinme to get
towards a systemin which if they are going to be
recruiters then the IRB mght want to take a cl oser
| ook at the protocol to nmake sure it is not one of
those situations where it really should not be done.
Whereas if they choose not to be a recruiter then that
potential problem has been resol ved and we can nove on
to see if there are any others that actually require
full IRB reviewbut if not, they are okay.

DR BRITO And | agree with the concept of
doing that but | would just be very cautious of how we
do it and what we recommend because if you nmaeke it
overwhel m ngly, you know, difficult then it is just
going to create another bureaucratic problem ! think.

DR SHAPIRO O her comments on these
particular issues? | think it has been very hel pful

and | think we have identified here a franework --
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grounds to put sonme words down here to see what they
| ook |i ke and how they coherently fit together before
we nmake any final decision.

Rhet augh?

DR DUMAS: | like the direction that we are
noving in and | would |like to suggest that when we talk
about -- in our recomrendations that we focus on the
goal or the condition that we think we should be ained
at and recogni ze that there m ght be severa
alternatives for getting there. And | think wth the
busi ness of the conflict of relationships, one -- the
goal is to have the client or patient free to nmake
their own decisions without fear of the consequences
because of a relationship or particular situation.

That is the goal

One alternative is -- well, the first thing is
to have a review that takes this into consideration and
an alternative is to -- while one alternative nay be to
suggest that physicians do not recruit their own
patients, that is only one alternative and I think it
shoul d be -- we should present our recomendations
within that format generally.

DR SHAPIRO | think that is an issue that
canme up in different forns yesterday and at different

ti mes yesterday cautioning us as we put the report
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together not to think that this is the only possible
way to achieve the objectives.

DR DUVAS: Yes.

DR SHAPI RO There nmay be other ways, sone
ot her people m ght have better ideas and so on, which
Is clearly possible and, indeed, highly likely in at
| east sone of the cases. And so we wi |l throughout
the report try to acconplish that objective, including
her e.

Ckay. Anything else on this issue? This
will, I think, you know, restructure Chapter 3 sonmewhat
in inportant ways and we will have to get to that right
away and we will do so and you will hear fromus. W
will conme back to that issue in a while.

Ckay. Let's step away fromthis particul ar
set of issues right now and focus on -- | want to
focus a little bit on Chapter 4, the material in
Chapter 4.

Now there is a whole series of issues here.
There is conflict of interest issues. There is IRB
| ssues, conpensation issues that are here and, of
course, you have the accreditation, education, et
cetera, issues.

Perhaps it would be useful -- and | want to

get to each of those but perhaps just to be organized
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chapter as we have

sone of the others and just ask what questions people

have, what issues you are particularly interested in,

and we spend a little tinme on that and then I woul d

like to go through the recomendati ons one by one so

that we at | east make sure that we -- there are not

i ssues that we failed to touch base on.

But et ne see if there are sone overal

i ssues that people would like to

address or sone

particul ar issue that you are particularly concerned

about in Chapter 4.

Al ta?

PROFESSOR CHARO | amkind of a 4.4 gal but |

am happy to wait if you want to do themin order

DR SHAPIRO Wich is 4.4?

PROFESSOR CHARO It is the accreditation.

DR SHAPI RO Beg your pardon.

PROFESSOR CHARG It is the accreditation

reconmendat i on.

DR SHAPI RO Accreditation. WlIl, we can

take -- we will get back to doing themin order just to

make sure we do not skip any but

i f you want to go

there why don't we go there now because the

accreditation issue is an inportant issue.

PROFESSOR CHARO Vel I,

l et ne start by asking
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for some information, if | may, fromMarjorie about the

public reactions. | had advocated what was in a
distinct mnority that accreditation for -- well,
actually maybe it is not 4.4. | was thinking about

accreditation for investigators as opposed to | RBs.

DR SPEERS. That is 4. 3.

PROFESSOR CHARO Oh, that is 4.3. Thank you.
Certification. Certification, sorry.

| had been advocating that certification be
needed only if you are planning to engage in research
that is nore than mnimal risk in order to try and
reduce the overall conplexity of the system the nunber
of people who are covered to do occasi onal survey
research, for exanple, which poses no nore than mninma
risk and would inplicate |egions of graduate students
who are doing a single survey as part of their Ph.D
di ssertation, et cetera.

| was in the distinct mnority and was out
voted but | would be interested in hearing what the
public reaction had been to certification requirenents
and whet her that mght affect the discussion so | am
not going to go to the mat on this one but I did want
to re-raise it.

DR SPEERS. On this particular recommendati on

we got a total of 38 responses, that 18 were positive
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supporting the recommendation as it was and there were
20 that -- | will call them negative responses or not
in favor of it. The nmmjor issues anong the ones who
did not respond favorably to it were -- one was the
i ssue of cost and just the burden on the institutions
to certify their investigators.

W got sone set of comments that related to
IRB and I RB certification actually because what we say
is that | RB menbers and staff should be certified and
that was interpreted that | RB nenbers shoul d be
certified as IRB staff would be certified. Not that it
could be different. And what has occurred anong | RBs
recently is there is now a national certification
exam nation that IRB staff can take and so there was
sonme m sunderstandi ng that that neant | RB nenbers
shoul d go through that sane certification

Wth respect to institutions and investigator
certification, the coments that we got there were in
one sense if you certify -- one lot -- | amsorry. One
train of thinking was if you certify all investigators
to reach sone kind of common denom nator it will reduce
the certification to bei ng nmeaningl ess.

Anot her was -- another |ine of thinking of the
certification was to have it be appropriate for the

type of research that they do, that certification would
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not only be about research ethics but it also has to be
related to the discipline. It has to be intertw ned
with the types of science or the nethodol ogy that

I nvestigators are using.

And the other thinking was it shoul d be
vol untary, you know, not nandatory.

| nean, those were the -- | think summarizes
t he kinds of thoughts that we were getting.

DR SHAPIRO Al ex?

PROFESSOR CAPRON: | found that as a usefu
expl anation as to why the | anguage was changed. |
wonder if what we nmean then is to say all investigators
and | RB nmenbers and staff should be certified in a
manner appropriate to their role of conducting and
revi ewi ng research invol ving hunman partici pants,

because just the phrase standing there at the begi nning

"as appropriate" could say, "Wll, we think it is not
appropriate at all to have --" when you are trying to
say it is addressed to their role.

DR SHAPIRO | think that is absolutely
right.

DR SPEERS. R ght.

DR SHAPIRO But in terns of the issue you
raised, Alta, that is -- if | understood the issues, do
we really nmean everybody, ny viewis that we really
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nmean everybody and | think it is -- and even though
that neans students in sone cases, graduate students
and ot hers who are conducting surveys, as | -- ny own -
- as | thought carefully about what it would take to be
certified, it does not seemlike an overwhel m ng issue.

I think it is going to take tine to investigate just
what wor ks, what does not work, what kind of materials
are going to be required, how do you tailor nake them
for peopl e doing surveys in anthropol ogy versus those
doing -- | do not -- bionedical research. It is going
to take sone tine.

But it is not overwhel m ng conpared to what --
just take the students issue. Students have to prepare
t hensel ves i n hundreds of other ways to conduct
research, which they are doing all the time. And so
really -- ny own view was it nmeant everybody because as
| think about the system people out there doing the
work in contact with actual participants or subjects,

t hey have got to know what is at stake here. That is
the way | think of it.

So just as one person, | neant everybody when
| read this but there are other views.

Larry and Davi d.

DR MIKE | think we should nake that a

little bit nore explicit inthe text. | think in the
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text it says that, you know, it is a flexible system
Institutions can set up their own, et cetera. But
there is this issue about every student and every
graduate student is going to cone up. So | think it is
worth putting a sentence or two about what we nmean in
that particular situation

DR SHAPI RO Ckay. David?

DR COX: | share your views about this, about
havi ng everybody do it. | also share the views of the

negative coments that if you have an accreditation

that basically has -- the accreditation process wll
sort of bring down the neans and -- you know, if you
have everybody do it, not everybody -- you know, the

people that do it the best are not going to be the
st andar d.

My point on this, though, is that the
accreditation process is not how you get people to
think ethically. The accreditation process is how, you
know, they show that they think ethically. And it is
the institutionalization of having all the students and
everybody realize that this is inportant.

My own viewis that this is starting to
happen. It is starting to happen perhaps for the wong
reasons but | do not care what the reasons are if

peopl e are starting to take these points seriously and
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that -- so having the accreditation is not going to,
you know, mnake people ethical, but what it will do is
hel p ensure, just as sone of the comments over the past
few years have, is the educational process starts to
work. So | am-- | think it is a -- again another one
of these conplicated problens, but | see the comrent
about that -- you know, you are not going to fix this
with accreditation, | agree, but accreditation is one
of the processes that helps fix it.

DR SHAPIRO | think the -- this is another
area where we are obviously going to have to learn
exactly what works over tinme. It is not going to be
solved right away and will nake -- even if we are to
I npl erent this in sonme way, m stakes will be nade and
so it is another area where we have to understand this
I's what our goal is and here is a way to inplenent it,
and there m ght be sone better ideas out there over
tinme.

DR. COX: One footnote though, Harold, is that
| do not see it as onerous. You nade that point and |
agree. | do not see that this has to be a big deal in
order to get people accredited.

DR. SHAPIRO Qther comrents or qguestions on
this particular issue?

Ckay. O her issues in Chapter 4?
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Al ex?

PROFESSOR CAPRON: Wl |, are we now on 4.4,
which is what Alta --

DR SHAPIRO Yes, that is correct.

PROFESSOR CAPRON:  The issue to ne in our
wordi ng here is being clear about two points as to what
we envision. W are saying NOHRO, or whatever, should
encour age organi zations to devel op accreditation
prograns designed to ensure that institutions
conducting or review ng human partici pant research have
I n place appropriate nmechanisns to carry out ethically
sound research.

Now when we say encourage organi zations to
devel op these prograns, the encouragenent can be of
several types, and | thought in the text there was sone
suggestion that what we were really aimng for is that
NCOHRO shoul d recogni ze the validity of certain
accreditation prograns as a neans of achievi ng what
woul d be, in effect, a federally inposed requirenent,
so that if you are accredited by a body that NOHRO says
has devel oped an appropriate accreditation program you
woul d be appropriately accredited. |f you joined, you
know, sone group that is putting together a sham
accreditation program NOHRO will not recognize it.

So it is nore than just encourage



© 00 N oo g b~ w N P

[EEY
o

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

25

32

organi zations to develop. It is really recognize the
validity of it, it seens to ne.

The second point then is that we state that
t hese accreditation bodi es should use uniform sets of
standards and devel op procedures for nonitoring. And
what is not clear to ne here is whether we envision
that there would be one uniformset of standards and
the difference would be different accreditation bodies
woul d then inplenment them or if what we nean is sinply
an accreditation body would use uniform standards in
all of its own accreditation activities but another
accredi tation body m ght have other standards. |Is
there some sort of mnimal set of standards that we
woul d expect that an accreditation body woul d use in
order to be recogni zed?

So the phrase "unifornt here is unclear to ne.

Uniformw thin the organi zation? Uniform between

organi zations that are running accreditation entities?

Those two --
DR SHAPIRO | have the -- ny own viewis --
on the second one | had the sane view. | have been

stunbling over this “unifornf and what it neant so | do
not have a good answer but | think it has to be
clarified. Maybe Marjorie or Eric has sone idea on

t hat .
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On the first one ny interpretation would be --
| think the words are not quite right -- is that it is
not just that we encourage you, you do it or you do not
do it, that is your business, but that NOHRO s job is
to recogni ze accrediting institutions as genui ne, and
I f you get accredited by one of those then you are all
set.

PROFESSOR CAPRON:  Ri ght .

DR SHAPIRO OQherw se there seens to be no
reason to do it.

PROFESSOR CAPRON:  Right .

DR SHAPIRO But | do agree that the wording
is not correct. And on the “uniform” | have been
stunbling over that, as Marjorie knows, for alittle
while as to what it nmeans but, Marjorie, do you want to
say -- and then Larry after that.

DR SPEERS. GCkay. W nean the forner, which
I S consistency across the accrediting bodies. They
woul d be using -- maybe a better word is a conmon set
of standards.

PROFESSOR CAPRON:  You do nean that?

DR SPEERS: That is what we --

PROFESSOR CAPRON: SO - -

DR SPEERS. -- that is what we neant.

PROFESSOR CAPRON.  -- if -- we know groups
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like NCQA is being hired by the VA | guess, is that
right?

DR SPEERS. Yes.

PROFESSOR CAPRON. And PRI MBR, or however you
pronounce that, has devel oped, or is in the process of
devel opi ng and has submtted to the | OM standards. Now
those are not the sane standards. They are not using
the sanme, and that is very simlar to what happens in
the hospital field where the Osteopathic Hospital

Associ ation has a program It is a small programthat

Is the Joint Conmssion in the hospital area. 1In the
nursi ng hone area there are several groups. In
| aboratories, they all -- because in that area there

are federal conditions of participation that are

established -- they are all found, if they are going to
be -- if they are going to get deened status, they are
all found to fulfill federal conditions of

partici pation, but they do not have the sane standards.

Now occasionally, particularly with the Joint
Commi ssion, its standards can be out there and anot her
organi zation can accredit agai nst those standards and
use their own personnel todo it. | nean that is --
because the -- you know, the manuals are all published
and so you can do that. The decision rules are not

publ i shed, but the nmanuals, the standards are
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publ i shed.

So there is not uniformty in the sense of
commonal ity, but they all neet sonme m ni num st andard,
and the accreditation process is where you woul d expect
to cone in as opposed to devel opi ng sonmewhat different
standards for trying to achieve the sanme goal in terns
of quality and consi stency.

DR SHAPIRO kay. Qite a few people want
to speak. Larry, then Rhetaugh and Steve.

DR MIKE | agree with Alex in the sense
that -- even if we neant what Marjorie had intended,

t hen NOHRO has to get involved in setting those
standards and it is -- and the way it is witten now it
actually says -- the first part on uniformty is really
what Alex is saying. And the second part, NOCHRO
overseeing the accreditation process, then they get a
little bit nore involved. So | would have to go with
Al ex on that because that -- we do not really -- |
shoul d not use the words "we do not really care" but
essentially what we are saying is that as long as the
results are okay, the internal process is good enough.

DR SHAPI RO Rnhet augh?

DR DUMAS: | think that we need to spend tine
to get clear on the results that we are seeking,

because | see the accrediting body, or the process, as
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a mechanismfor getting there, and | amnot really very
clear on where we want to go. So | think up front at

t he very begi nning, our recomendati on needs to be
tweaked so that it will focus on the results that we

are trying to achieve or the outcone of the goal of the

accreditation. That is -- it is not just a set of
standards. It has to be specific -- nore specific than
just a set of standards. It has to be the kind of

outcone that we are wanting to bring about and | do not

have it clear in ny head but | think we need to work on

t hat .
DR SHAPI RO  Steve?
MR HOLTZMAN: This question is for Al ex.
DR SHAPIRO A question for who?
MR HOLTZVAN:. For Al ex.
DR SHAPI RO Ckay.
MR HOLTZMAN:. Because again the word

"uniform' has lots of different neanings in this
context and that nmakes it difficult. dearly we do not
want the accreditation standard for an institution

whi ch conducts ant hropol ogi cal research to be the sane
necessarily as one that conducts drug research. But

wi thin any given subtype, are we | ooking for
uniformty?

PROFESSOR CAPRON: Wl I, | -- should an
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accrediting body be uniformin its approach to
organi zations that do the sane thing? | would say yes.
| nmean, otherw se you have arbitrary deci sions.

MR HOLTZMAN: Al right. So | think there is
a sense of uniformty or conmmonality in which we do
want to have --

PROFESSOR CAPRON:  Right .

MR HOLTZMAN: Ri ght.

PROFESSOR CAPRON: | nean, consistent -- |
mean, | woul d describe that nore in terns of consistent
application of standards and -- always conme back to
what Rhetaugh just said --

MR HOLTZMAN.  Ri ght.

PROFESSOR CAPRON:  -- which is it is towards
the goal of a certain level of quality of their review
process and nonitoring, internal nonitoring and so
forth.

| do not know how many -- | nean, clearly
there are institutions that do not do any bi onedi cal
research and only do, say, sociological and
ant hr opol ogi cal, and there are sone on the other side.

Alot of -- | suspect a lot of the IRBs we are talking
about are at places where they review a fair variety of
things and it is likely -- it seens to ne unlikely that

t he Anerican Ant hropol ogi cal Association is going to
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come up with IRB accreditation standards. It is
possi bl e but | suspect that they will not see that is a

MR HOLTZMAN: High priority.

PROFESSOR CAPRON:  -- high priority, right.

DR SHAPIRO Ata?

PROFESSOR CHARO  There is no possi bl e way
that we can duplicate here the work that is going on by
the bodies that are attenpting to put together an
accreditation program It is very conplex. Wtness
t he di scussion just now about whether you would
accredit for one field or another or for all fields at
once because, indeed, nost of these fields are
di sappearing in the interdisciplinarity of the nodern
university so it may not be possible to have these
subtypes in any case.

| agree, however, that there needs to be a
core set of conpetencies that are being neasured to the
speci fic goal to answer Rhetaugh's question of the
following: 1Is the IRB aware of the range of its
di scretion as opposed to the areas of which it has no
discretion? That is, does it understand what it is
absolutely not allowed to permt and does it understand
where there are differing opinions? 1In ny ideal world

where there are differing opinions, they would be
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tested on having sonme m ni mal awar eness of the
argunments on one side or the other so they know why
they are choosing one thing or another even though we
do not tell themwhat they are choosing. Al right.
That is a tougher thing to test but that would be in ny
I deal world one of the core conpetencies that they
woul d have.

And then there is going to be sone degree of
review of their procedural conpetency, that is their
ability to know how to go about funnelling paper and
assuring appropriate reviews, and that will be a
chal | enge because that is exactly where OPRR ran into
probl ens when it was going out into the field. The
concern had been that their enphasis was too nmuch on
the process and too little on the outcone of the
di scussi ons.

But | would argue in favor of this very
limted role for two reasons. One is that we have got
a trenmendous anount of overlap between 4.3 and 4.4 in
our reconmendations. That is we are certifying people
and then we are accrediting the bodies that consist of
not hi ng but certified people. So we are getting them
from bot h ends.

And so we do not have to be -- we do not have

to be -- can | use "nutzoid" to go along with "wazoo"
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fromyesterday? W do not have to be nutzoid on the
accreditation if we are only dealing with people who
are already certified and getting a whole variety of
ot her kinds of educational nodul es and testing.

DR SHAPIRO Yes, but the sanme is --

PROFESSOR CAPRON: It is true of hospitals.

DR SHAPIRO -- it is true in alnost all
accrediting processes.

PROFESSOR CAPRON:  Ri ght .

PROFESSOR CHARO  But, you know, we do not --

DR SHAPIRO People in the system have to
wor k al so.

PROFESSOR CHARO W do not certify every
person who works in a hospital, but we are talking

about certifying every staff person. But putting that
-- the second thing is | actually can foresee an
i nteresting process in which different accrediting
bodi es actual ly have very different phil osophies about
human subj ects research.

By the way, | think | amgoing to have to beg

for us to go back to subjects on the whol e because |

hate this word "participants.” | cannot use it.
You know, we saw announcenents fromthe
Christian Dental and Medical Association about things

having to do with stemcells and such, and I can easily
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i magi ne that we mght find some body wanting to
accredit for a very particul ar phil osophy of hunman

subj ects research the way we have hospitals that have -
- you have Christian hospitals, you have Christian

Sci ence, you know, healing facilities, and you can

I magi ne that this day will cone and it will actually in
some ways be hel pful to investigators because the
accredi tation, kind of, announces to the world sone
paraneters in the way they are going to approach
potential protocols.

W need to | eave roomfor that and a core
conpet ency area w thout absolute uniformty across all
woul d permit that kind of devel opnent.

DR SHAPIRO kay. Qher comments on this
particular issue? | think we share a commobn sense that
we really want to get -- NOHRO wants to recogni ze
bodi es that have sone mechani sm of assuring the
consi stent application of sone standards that achieve
certain goals, and we need to get the |anguage that
does that.

DR DUMAS: Do we want NOHRO to define those
st andar ds?

PROFESSOR CAPRON:  Indirectly they are because
If they are going to recognize an accreditati on program

what they end up saying is the standards its applying,



© 00 N oo g b~ w N P

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

25

42

we have reason to believe will achieve the goal as you
tal ked about it, and that another one comes along wth
Its standards and they say that does it, too, or it
does not. So, in effect, indirectly they are defining
what are acceptabl e standards.

DR DUMAS: For neasuring, like, core
conpetencies. | like that idea of having a statenent
that -- | do not know whet her NOHRO woul d defi ne and
eval uation core conpetencies or expect the institutions
to define and eval uate core conpetencies for review and
what ever.

PROFESSOR CAPRON.  To ne the hardest thing in
this field nowis that the cutting edge of other
accreditation prograns is really perfornmance
measur enent rather than standards. Standards | ooks at
your capacity to do sonething. Performance says how
you are doing it.

DR DUMAS: How you are doing it, yes.

PROFESSOR CAPRON:  And | think the view now is
you need to do both. Wen you are doing hospitals, it
is possible to say -- we expect to be able to say what
I's your rate of re-operation on people, what is your
rate of infections, and if you are having trouble
there, it indicates that although you supposedly have

the mechanism it is not working and you have to figure
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out why it is not working.

The big ideology in this field of human
subj ects research review is you can have | ocal
variations in the way things are done and that is part
of the reason that we have local review, and |I think we
di sgui se that nmuch too nuch on the basis that the IRB
wWill reflect the culture of the institution and the
locality, so that in Boston they have a certain set of
val ues and in Los Angel es they have sonething el se, and
there are two IRBs | ooking at the sanme protocol and
cone to different decisions. That is okay because they
reflect their locality.

DR DUMAS: But in each --

PROFESSOR CAPRON:. | suspect that what it is
going to be is just |ike what Jack Wnberg, et al.,
have found about variations in doctors practices. They
are not explained on a rationale basis. They are
expl ai ned because of -- sort of, indefensible in the
sense of principled differences between people and
institutions. Therefore, when you are neasuring the
outcone, it cannot sinply be that this protocol -- |
mean, you cannot sort of run nodel protocols through.
You can send a |lab a battery of sanples and you expect
the two | abs to cone up with sone hi gh degree of

simlarity in their results. You cannot do that with
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DR DUMAS: But you m ght have --

PROFESSOR CAPRON:.  Under our present ideol ogy
at | east you cannot do it.

DR SHAPI RO Rhetaugh and then Steve.

DR DUVAS: You m ght have | ocal differences
In how they are achi eved, but each one, | believe, nust
rationalize a relationship between what they are doing
and the outcone that they are expected to achi eve, and
It seens to ne that that is where the accrediting body
cones in, that the accrediting process shows that
what ever the custoner, the procedure, what it is, as
locally defined is in conformance with a set of broader
expectati ons and standards.

DR SHAPI RO  Steve?

MR HOLTZMAN: Yes. | amjust going to
endor se what Rhetaugh just said, Alex. In any field
that invol ves human judgnment does not -- is going to
have a range of what can be considered right. It does
not nean that you cannot have a revi ew process which
can articulate a set of standards to be able to judge
whet her or not that conclusion and that process was
done in a way that neets that standard.

PROFESSOR CAPRON:  May | just respond? | do

not disagree with that. | amjust saying that you end



© 00 N oo g b~ w N P

[EEY
o

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

25

45

up having to use nuch nore of a standards based
approach than an outcone. That is all | am saying.
Because the outcones thenselves we -- we go into the
process sayi ng we expect no uniformty of outcones when
| RBs are doing their job in a conscientious fashion,
and we rationalize that by saying that they are
reflecting values and cultural traditions that rel ate
to their local comunity or to their own institution
and | think the latter is going -- is an assunption
rat her than anything that we know, as opposed to just
vari ati on anong peopl e.

But you can perhaps say are they doing a
conscientious job? Do they know the rules and are they
applying themin a way that is, as you say, within a
range of judgnent? It is just that we cannot use the
ki nds of devices that are now bei ng used by ot her
accreditation organi zati ons as a check on whether the
standards are working well. That is all | am saying.

DR SHAPIRO Ata?

PROFESSOR CHARO | think there is actually an
area in which performnce standards woul d work very
well. It is probably the nost crucial area of all and
Il will nention it, but I amhoping not to introduce a
general discussion of howto accredit all these things.

And that has to do with what | was calling before the
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core conpetencies. To test whether or not an IRB
correctly identified that they cannot review this
research -- they cannot approve this research because
It involves sonebody who cannot give consent and they
did not get second consent fromthe correct person.

To say that this cannot be approved because it
involved -- | amtrying to list -- | mean, there are a
list of do's and don't's. Wth prisoners under the
current regs you absolutely have to have it revi ewed by
sonebody who is famliar with prison conditions.

Wth children there are limts on parenta
discretion. There are things, as | was saying before,
that are beyond their discretion and one thing that
performance standards can test is whether they
correctly identify where they have no discretion and
then nake the right decision in light of what they are
supposed to be doi ng.

And then beyond -- and that is going to affect
nostly the IRBs that are handling research that -- it
Is going to affect IRBs that do not do a lot of this
stuff and where you want to catch the ones who are not
all that famliar with the rules.

And then after that where you are into
di scretionary areas, | do not think -- | agree, you

cannot test it because it is by definition an area of
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discretion, but | do not think we should elimnate the
| dea conpletely.
DR SHAPIRO (Ckay. Any other comments on

t hi s?

Yes, Davi d?

DR COX: Alta, | think sonebody already has
taken the ten conmmandnents. | do not know what we
should call these but as a concept, | nean, it is

crystal clear. And ny only little rejoinder to this,
Harold, is that for ne this is how !l rationalize, you
know, accrediting individuals but then accrediting the
organi zation institution, too. It is the double whamy
to basically be able to nake sure that the ten
commandnents are there but at the same tine with the

I ndi vi dual s nake sure you have read the ten

commandnents. So it is -- | think sonme people nmay see
this as over -- you know, overly bureaucratic.
But the -- since you cannot force people to do

everything in lock step as we have all agreed, but you
have to have sone way that there are certain boundaries
t hat peopl e do not pass.

DR SHAPIRO W have -- you know, | really
hope we will not go along with this idea that sonmehow
certification -- education certification, accreditation

is some kind of big huge burden in relation to the
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privilege these people are getting. It is really
al nost trivial.

DR COX: | ndeed.

DR SHAPIRO And it is hard to realize that
we have not done it before. Now we have to get them
right. No use making it too burdensone and all those
t hi ngs which we all have said.

DR COX: But | guess the point of ny
comments, Harold, is that | think it may not be clear
in ternms of howthe report is witten now about why we
do accreditation for the institution as well as the
peopl e and that this discussion we have been havi ng has
been, | think, very hel pful anongst oursel ves.

DR SHAPIRO. W certainly ought to nake that
cl ear.

DR COX: Probably it will be helpful to the
readers.

DR SHAPIRO Al ex, and then Steve.

PROFESSOR CAPRON:  Just two ot her points.
very much agree with what you have been saying and |
hope that we give attention to two things. One is the
educative role of the accreditation process, including
t he people who conme on site to do the accreditation.

| think there is a tension between being both

an evaluator and a teacher, but all of us who are
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teachers do that all the tinme ourselves and we do not
think we are disqualified, and there can be a conveying
of information in that process and an encour agenent
towards better practices at the margin where you are
not even at a risk of accreditation but just -- the
second thing is it is like inforned consent in the
sense that even if you do not think that you get

perfect infornmed consent in all cases.

One of the goals of the inforned consent
process is to encourage self-scrutiny in advance by the
I nvestigator. | amgoing to have to sit down and
explain this project to sonebody and what questions are
they going to have for me. Have |I thought it through?

Can | explainit? Can | tell them how | have
anticipated if a problemarises? W have thought of
that and here is howw wll respond and so forth.

And accreditation can have the sane effect.

In fact, it may be a bigger effect thinking through
your process and getting ready to be judged than it is
-- and having a set of standards agai nst which you know
you are going to be neasured than the actual on site
eval uation. And we should tal k about that role of

si mply encouragi ng peopl e and nmaki ng them awar e t hat
they really are going to be judged in a way that the

assurance system just does not do now.
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DR SHAPI RO  Steve?

MR HOLTZMAN. | would Iike to endorse your
t hought, Harold, that | think we have an opportunity in
this 15 pager we are going to put up front to get away
fromthe neasured kind of rhetoric we have in the
report and when we are dealing wwth this kind of issue
just right up front, right. W -- you know, doctors
are certified or licensed. Hospitals are accredited.
Uni versities, cab drivers are |icensed. Before you
take a human subject in your hands as a researcher and

want that privilege, it is outrageous that you are not.

And | think we can use that kind of --

PROFESSOR CHARO  You can go and buy a gun to
shoot them but you cannot do research on them

MR HOLTZVMAN: Ri ght.

(Laughter.)

MR HOLTZMAN: And | think again --

DR SHAPIRO Do you want that in there, too?

PROFESSOR CHARO It is in the transcript now.

MR HOLTZMAN: | do not think -- | guess what
| amsaying is | do not think we should shy away in the
15 pager fromthat nore over the top kind of rhetoric,
which is in fact what is driving us at the principled

| evel .
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DR SHAPIRO That is a good point. Ckay.

| would like to turn to another aspect of
four. Maybe soneone can tell ne. Wich is the
recomendation that deals with | RB nenbershi p? | have
forgotten the nunber.

PROFESSOR CHARO 4. 9.

DR SPEERS. It is 9 and 10. The new 9 and
t he new 10.

DR SHAPI RO The new 9 and the new 10.

PROFESSOR CAPRON:.  Page 35.

DR SHAPI RO Because this is an area where we

got a --
MR HOLTZMAN: You got a perfect good --
(Laughter.)
DR SHAPIRO R ght. The -- and one of the
I ssues regarding -- 4.9 was the one | had in mnd right
now. | just want to get -- this has been a change

since the last draft that was out. That is if you
recall it was -- we had -- 50 percent was the key
nunber before, right, rather than 25 percent, which is
in the current draft. And that -- well, | wll let
Marjorie characterize the comments, but as | understand
It, people thought it would be difficult to neet the 50
percent requirenent. And, therefore, it mght be, as

this recomendati on suggests, that a way at |east to
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begin right nowis to start with a 25 percent
requirenent.

But this is sonething we need to discuss
because we never discussed that explicitly and it is --
right nowit is a placeholder and really up for
di scussion as to whether we as a conm ssion think 50 or
25 is right or sone other nunber which we mght try to
defend. CQbviously any single nunber taken too
seriously has got sone arbitrariness to it, but in
terms -- | think everybody knows what we are trying to
acconplish here and | would be interested in how
conm ssi on nmenbers feel about that.

PROFESSOR CAPRON:  |s there soneone on the
l'i ne?

DR MESLIN Hello.

PROFESSOR CAPRON: The Wi te House.

DR SHAPIRO That is right.

(Laughter.)

DR SHAPIRO Ata?

PROFESSOR CHARO. | second the notion.

DR SHAPIRGO To which?

PROFESSOR CHARO.  The new recomendat i on.

DR SHAPI RO The new reconmendati on. Ckay.
Are there other coments here?

PROFESSOR CAPRON:  Well, would we face nore
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acceptance if we, in the recomendation itself, said a
substantial proportion and then in the text talked
about 25 percent or sonething? The -- when you have a
nunber in there it |ooks nore regulatory. | think we
have two points.

One, the present rule which has a nunber, but
does not specify how large the commttee can be, neans
that sone commttees are very |large, 20-25 people, and
you have got one person who is both a nonscientist and
a public nenber. And we know enough about the dynam cs
of small groups to know in those circunstances, you
know, Sol onon Ashe, et al., have shown us that one
person has a hard tinme holding to their own views and
expressing them And so there is a great value in
havi ng a substanti al percentage.

Now if it were 20 percent in one institution
and 30 in another, would | expect themto behave very
differently? Frankly, no. If it is five percent or
two percent or one out of 20, yes, | do expect a
di fference.

And what we are trying to achieve is getting
away fromthe m stake the present rule has of talking
about a nunber rather than a percentage and saying it
cannot be a | ow percentage. It should be a substanti al

proportion.
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| just think it would nake our reconmendati ons
seemnore in line with our general thrust of not
witing the regulations to talk about that and the

reasons behind it.

DR SHAPIRO | cane to think as |I |ooked at -
- | thought about this that 50 percent was -- whatever
el se you mght think about it -- unrealistic. That is

we woul d not be able to man these IRBs and it just
could not nmaybe be done in many situations. Not all,
but in many situations. And | amvery anenable to the
suggestion that you have nade and I -- | quite agree
that that is really what we have in mnd. But how do
others feel about it?

Steve?

MR HOLTZMAN. | amfine with it. | just do
think in the text then we have to nmake cl ear that
nmeani ngful representation is not one. Just -- and so,
therefore, using the 25 kind of exanple --

DR SHAPI RO W have got to anchor it
somewhere. It may not be directly in the
recommendati on but we have to anchor it sonewhere in
the report.

PROFESSOR BACKLAR:  Actual | y nmeani ngfu
representation is not just a few Two or three is not

-- two or three people may not be adequat e.
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DR SHAPIRO It may or may not be dependi ng
on the size of the IRB. If it is a six person |IRB that
woul d be very substantial or neaningful. If it is, you
know, 40 -- well, there are no 40s | presune.

Rhet augh and t hen Davi d?

DR DUMAS: You know, there is a part of ne
that does not like the idea of dictating the |evel of
percentage. But there is also another part of ne that
knows that in some cases if this is not done people
w |l consider two people out of 25 or 30 adequate or
meani ngful. And if we are really serious about the
need to have the conposition of this commttee
determ ned according to certain objectives then | think
| would be nore inclined to nmake the statenent and
suggest the proportion.

DR SHAPI RO Inside the recommendation?

DR DUMAS: Yes.

DR SHAPIRO kay. Qher views? David?

DR COX: Yes. So | prefer the opposite, not
to put the nunber in the recommendation but to have a
di scussion like we are having in the text and then --
but | share your sane concern, Rhetaugh. But then the
accreditation systemdeals with those peopl e, because
when you are com ng through and you | ook at what that

IRB is, then those people get told, "No, | amsorry,
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you know, that does not cut it.”

So then what you are doing is that you are
telling people howto do the right thing. You are not
di ctati ng what the nunber should be, but when they cone
before you with a group, okay, that does not pass the
red face test in terns of that kind of neasure, they do
not get accredited.

DR DUVAS. Yes, but the standards do not say
that | had to have 25 percent. The standard said a
meani ngf ul nunber and | can argue that one is a

meani ngf ul nunber.

DR COX: Yes, but your accreditation group,
okay -- at least the way | amthinking about it since
we are letting people -- we have the ten commandnents
and you can argue that.

DR MIKE You know, Rhetaugh, the current
reconmendati on says NOHRO wi || set the nunber. It does
not say that it is up to the institutions. W are just

tal ki ng about not putting 25 percent in, but NCHRO
woul d set the nunber

DR DUVAS. (kay.

DR MIKE So that would be uniform

DR COX: So that is where -- that is your
protection. It is that body.

MR HOLTZMAN. There will be a nunber set.
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DUVAS: (kay.
SHAPI RO Eventually that is right.

33D

DUVAS: (Kkay.

DR SHAPIRO Ckay. So | nean the principle
i ssue here is that -- | do not hear any enthusiasmfor
the original nunber or area as -- because | think that
really is not do-able at the current tinme. And what we
are aimng for, and appropriately articulated, is
sonmething in the 20 to 30 percent area will have to be

wor ked out. That is what we nean by significant and so

on.

Ckay. That is very helpful. Thank you very
much. | wanted to nmake sure that | checked that wth
you.

Is there any concern regarding -- again
sticking with 4.9 -- the way these nenbers are defined?
W are tal ki ng about people who are not ot herwi se
affiliated with the institution and tal king about

nonscientists. | am-- as Marjorie is probably tired
of hearing ne say this -- | always find it hard to
under stand who nonscientists are but I will work on

t hat .
DR MIKE: | ama nonscientist.
(Laughter.)
DR SHAPIRO That is right. The questionis
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who el se? W else is in that category?

Steve?

MR HOLTZMAN: It is actually a great point
because | think what inmediately conmes to mnd again is
t he bi onedi cal nodel and so we will put in a bunch of
ant hr opol ogi sts and now you have got ant hropol ogy
research so are they -- did the bionmed just becone the
nonrel evant scientist. So, | nean --

DR SHAPIRO That is exactly the point that I
have been stunbling over

MR HOLTZMAN. R ght. So maybe it is -- were
you about to say sonething, Marjorie?

DR SPEERS: Well, we did add -- what we did
add to the text this time was CHRP's interpretation of
actually what a scientist is and so the flip side of
that is what a nonscientist is. OHRP defines a
scientist -- | have not actually quoted directly in the
text but it is basically anyone who has training in a

science or in the scientific method and they interpret

that to be --

MR HOLTZMAN:. Everyone.

DR SPEERS. Well, they interpret that to be
physi ci ans and nurses and anybody trained in science at

t he bachelor's, master's or doctoral |evel.

DR SHAPIRO And science is what in that?
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MR HOLTZMAN:. That which uses the scientific
met hod.

(Laughter.)

DR SPEERS. So the question would be whet her
we want to offer a different definition or
I nterpretation of what a nonscientist is or a
scientist.

DR SHAPIRO Ata?

PROFESSOR CHARO First of all, that only
rei nforces the whol e probl em of bionedi cal nodel. Your
recitation just nmade it worse.

(Laughter.)

PROFESSOR CHARO. Second, the idea that
sonebody wth a bachelor's is a scientist is |aughable.
| speak as sonebody wth only a bachel or's in biol ogy,
but I think what we are trying to get at here is |ay
people. 1s there sone reason why that is insulting?
Can we not use that phrase?

MR HOLTZMAN: The lay relative to what again?

PROFESSOR CAPRON:  Yes, it is relative to
what .

PROFESSOR CHARO  Nonspeci alist. Non-Ph. D
Non what ever.

MR HOLTZVAN. Wl --

PROFESSOR CHARO. | would like -- | think we
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all know what we want and the only thing we are
struggling for is a word here. W want people who are
not expert in the areas of research that are the
subj ect of discussion.

PROFESSOR CAPRON:  That is --

(Si mul t aneous di scussi on.)

PROFESSOR CAPRON:  You can have a cell
bi ol ogi st on a bionedical |IRB and they can be defined

nonscientist as to that science.

PROFESSOR CHARO Wl |, before you all junp up
and down and say that is right, | think there is a
second aspect to it. W want people who are

representative of the potential subject population
because the role of this person on the IRBis not only
to be sonehow unenotionally --

PROFESSOR CAPRON:  Commi tt ed.

PROFESSOR CHARO Right. Disinterested in the
research and in the progress of that field but also to
be able to represent for the rest of the people there
sonet hi ng about how a potential recruit would react to
t he docunents, to the recruiting nethodol ogy, how they
woul d i magine the risks and benefits would affect them
to give feedback. So it is not just that, you know,
the physician is reacting to the sociol ogi st survey.

You know, it is nore than that.
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MR HOLTZMAN: Yes. Let's put it in a three
val ued | ogi ¢ here, because you may be naki ng anot her
point, right, which is there is a difference between
sonmeone whose primary identity does not lie with the
I nvestigator and soneone whose primary identity lies
with the subject. Al right.

PROFESSOR CHARO  Yes.

MR HOLTZMAN: O we can --

PROFESSCR CHARO  Yes.

DR MJRRAY: M. Chairman?

DR SHAPI RO Yes.

DR MJRRAY: This is Tom

DR SHAPIRO Tom how are you? Wl cone.

DR MJRRAY: (Via telephone). | have been
listening for about an hour but this is the first |
have spoken up. | did not want to interrupt and | did
not want to interrupt the flow and I had not hi ng

particularly to say but | do want to say sonething
about this. W could sinply say rather than using the
term nonsci enti st, nonresearch investigator or
somet hi ng conparable. | also think the 50 percent. |
still think that is the right nunber, 50 percent, and I
may choose to wite a mnority report on that but | am
-- we may have to give in on this one. No one -- it

works in other |ocations but | can understand why
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adm ni strators would be loathe to conplicate their
lives in this way.

DR SHAPI RO Ckay. Thank you, Tom

Tom are you able to hear us clearly?

DR MJURRAY: Not very clearly, no, but | do
not know that there is anything you can do to resol ve
t hat .

DR SHAPIRO | amnot sure either. W will
try our best.

Ckay. Steve, did you have -- you were trying
to work through an exanpl e.

MR HOLTZMAN: No, | was just asking Alta that
it is one thing to say it is not the primary identity
Wi th the research investigator. It would be a further
to specify, which as | look at it, you know, have we
done that about representation either on an ad hoc or
what ever basis of the group under investigation.

PROFESSOR CHARO My inpression at the tine we
di scussed this in Salt Lake was that we were attenpting
to capture both of those phenonenon and that when we
t al ked about people who were unaffiliated with the
institution we were tal king there about people who were
disinterested in the progress of the research, and in
sonme sense that overlaps with your category, Steve, of

sonmebody whose primary identity is not that of a
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researcher. Right? The i dea there was sonebody who
really does not have a stake in whether this gets
approved or not. And that when we tal ked about what
has been deened here the nonscientist, ny inpression
had been that that was, in fact, a category that was
supposed to represent people who were identifying
thensel ves as likely potential recruits.

And that was why we were trying to capture
both and that is why this thing turned into a 50
percent nunber, although for large IRBs it is rather
unwi el dy because it neans if you need 30 scientists and
such to do all of your work you would need an | RB of 60
people and it did pose a |ogistical challenge, which
resulted in that resistance.

| amvery confortable with having the two
categories overlap in terns of unaffiliated and
somewhat unspeci alized, whatever, but | would not want
to have lost in this shuffle the idea that one of the
primary jobs here is to bring not the attention of
peopl e who are review ng the protocols week after week,
and have becone famliar with it, evenif it is not in
their own field they have becone famliar with protoco
| anguage, with consent form | anguage, have becone a
little bit nunbed to the whol e business, but to bring

toit a, "Wait a second, if | got this | would be
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conpl etely confused, or | would think that | was
getting cured, or | would think that sonebody is going
to cone back and, you know, tell ne | won the lottery."

DR SHAPIRO Gkay. | think on this issue,
the so to speak nonscientist issue, | still think we
need a better set of words here. Let's not try to work
them out here but if any of you have any ideas in this
respect that would be hel pful because | found it very,
very difficult to understand what that was. | stunbled
over it every tine | read it.

PROFESSOR CAPRON: | think it is much easier
to say in place of nonscientists persons not involved
in the fields of research which cone before that |RB.
And that achi eves one neani ng of nonscientist.

| do not think that short of insisting that
the community representatives thensel ves not be
scientists or physicians, and many | RBs use people from
the community who are thensel ves professionals, | nean
t he reason you can get soneone to give their tine is
that they have an interest in the field. They do not
do research necessarily but they are a physician and
they identify with the research process. They qualify
as a comunity -- a non -- they do not have any
attachnment to the institution other than service and so

supposedly they avoid that conflict.
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Getting people who really will have the
attitude of -- and the approach to research that a
subj ect woul d have woul d nean you also -- you do not
get that by having Ph.D.s in history and English who
are in -- as your nonscientists.

PROFESSOR CHARO  That was just ny point.

PROFESSOR CAPRON:  Yes, | nean, | agree with
you but | mean -- | amagreeing with Steve that if we
want this we are really tal king about three, not two
categories. W are talking about people who are
unaffiliated institutionally, people who are not
involved in that field of science, and a separate
category of people who have sone resenbl ance to the
peopl e who are in the catchnent area, as it were, of
the researchers for whatever kind of research they are
doi ng.

And we were very specific about that when we
tal ked about people with nental inpairnments you should
-- if you are doing a certain kind of research you
shoul d have sone people, or person at |least, there to
whomidentifies with the subject because they are a
patient, or they are a famly nenber of a patient, or a
menber of an advocacy organi zation. And, you know, a
Ph.D. in English may say, "Well, | do not know what an

al i quot of something -- why did you use that word? Use
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sonme other term" But in terns of |ooking at sonething
and saying, "I do not understand how to read this

because it is witten at a college level," that may
never occur to them because they are used to readi ng
things that are conpl ex.

DR SHAPIRO Ata?

PROFESSOR CHARO Wl |, | nean, apparently you
are agreeing with that point because, | nean, that is
exactly what | am sayi ng.

PROFESSOR CAPRON: | am not disagreeing with
you.

PROFESSOR CHARO But | would like to put on
the table the follow ng viewwoint that of all the
possi ble roles that these fol ks can play, the nost
essential and the one that we should not allow to be
| ost under any circunstances is that of representing
the point of view of potential recruits. Mre
I nportant than unaffiliated, nore inportant than
unspecialized is the attitude of potential recruits.

W have got other places we are dealing with
the conflict of interest issues that tackle, to sone
extent, the sane concerns that the requirenent for
unaffiliated persons tackles. But the crucial thing
fromny experience -- it is only with one IRB, a little

bit wwth two, but it is |imted but nonethel ess the
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crucial thing is getting past the pattern of acceptance
that cones fromfamliarity with the research setting
and with research protocols and with recruitnent

techni ques, and getting to people for whomthis is
novel because that is going to be the typical situation
for arecruit. That is the way to avoid the problens
that are so frequent.

The people who testified before us that they
felt betrayed when they were recruited into research
trials, and you | ook nore closely and you find that
everyt hi ng was done according to Hoyl e but nonet hel ess
they felt betrayed. Wy is that? Because sonehow even
doing it technically according to the rules conveyed a
subnessage and conveyed sone ot her nessage that they
were receiving that was inaccurate and the only way to
pick that up is to have sonebody who has that kind of
nai vet e when t hey approach the research protocol for
t he revi ew process.

PROFESSOR CAPRON:  You want these people to
rotate frequently. Seriously, |I nmean, they serve -- if
they serve a year they becone inured.

PROFESSOR CHARO | amnot going to try to lay
down every part of the rule here. | think that woul d
actually be a fabulous idea but nostly what | want to

get across is that as we rewite this thing and we
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begin to struggle with | anguage that the one thing that
does not get dropped out is the possibility of getting
t hose kinds of people on there. | do not want | anguage
that wll allow unaffiliated doctors to becone the
communi ty nenbers as they are now, because Alex is
quite correct that is quite frequent, and | ose the
whol e purpose of this reconmmendation in ny m nd.

DR SHAPIRO  Trish?

PROFESSOR BACKLAR. (One of the ways that you
can wite this in to get the rotation is sonething we
did in the capacity report, which was that dependi ng on
t he protocol being addressed that you bring in people
for those particular protocols so an I RB that | ooks at
various different things should bring in people that
are either patients or advocates and fam |y nenbers
t hat woul d be connected to the kind of work that is
goi ng on.

PROFESSOR CHARO  May | --

DR SHAPI RO Yes.

PROFESSOR CHARO That is exactly what often
wi Il happen in the area of research with prisoners now.

You w Il often have extra people brought in
specifically for those protocols and it works for very
speci alized settings where there is just no know edge

in the general public of the |ogistics and dynam cs
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within the setting. But | would Iike to keep that
still as a supplenentary technique. The dynam cs of
smal | groups al so include the notion that people who
are newin the group are a little nore reticent and
their opinions are not necessarily given the deference
t hey ought to. The people | amtalking about
frequently are already at a di sadvantage by | ack of
degree, inadequate vocabulary to express thensel ves,
unfamliarity with the range of things that have been
di scussed before and ultinmately dism ssed as not a
serious problem

So in every respect they have got an uphill
battle and I would like at |east to have sonme ki nd of
continuity for themfor sonme period of tinme so that
t hey can becone inbedded in the group and their
opi ni ons taken seriously.

DR SHAPIRO kay. | think we have a general
sense of where we have to go here. It is very hel pful.

Let's turn our attention now to another recommendati on

whi ch perhaps is not as central to this chapter but |
just want to get people's judgnents on it. |In fact,
this is the very last recomendation here. There are
ot her issues we have to deal with. | do not nean this
Is the end but it just happens to be on ny |list here.

And this is recommendation 4.17 if | have got
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the right nunber here. It has to do with a
conpensati on system and whet her or not we want to nake
any recommendation. Putting aside the issue of whether
-- how this should be addressed, who this
recomendat i on ought to be addressed to, whether it is
addressed to the Congress or soneone el se.

The question is whether we feel strong enough
about this so that a conpensation system ought to be
established for research injuries. People have this.

Peopl e have the nunber?

DR MESLIN.  Page 63.

DR SHAPI RO Page 63. Has everybody got
this? Ckay.

My own sense of this is, again putting aside
who is addressed in the way the thing is phrased, is

that it is sonething inportant to consider. M own
view is, however, that we -- if we are going to put
sonething like this in, we ought to say sonething about
how this type of system m ght be financed. | have sone
| deas about it but | do not want to get to that right
now. So let ne just see what ideas people have on this
kind of a recommendation regardl ess of where the
financing is.

Larry and then Alta.

DR MIKE Wll, like |l said early on | was
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against it but since it is stated in such an innocuous
manner | wll not wite a dissent on it but if you get
-- the nuts and bolts of it all is howyou are going to
conpensate this and how are you going to define an
injury within the causation aspects and the parsing of
it.

DR SHAPIRO Alta?

PROFESSOR CHARO. | was confortable -- not
wi th the phrasing again because of the whole thing
about Congress --

DR SHAPIRO  No.

PROFESSOR CHARO. -- but | was confortable
with it except for the fact that it specifies an
adm ni strative system and | do not think we have begun
to discuss admnistrative systens versus all 50 states
deciding that they were going to take care of this
t hrough the tort system which is another option. It
Is unlikely to happen but | feel unconfortable naking a
recommendati on about a particular formof the |egal
renmedy wi thout having had a real discussion about it,
nor do | feel like this group is really well positioned
to have that discussion.

So I woul d suggest sonething |ike "Human
research participants shoul d have pronpt, easy access

to conpensation for nedical rehabilitation costs caused
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by research participation" and | eave the formof the
syst em unspeci fi ed.

DR SHAPI RO Al ex?

PROFESSOR CAPRON: Wl l, this is a nore nodest
recommendati on than the one -- the one |I favor would be
nore nodest than what we have here and | guess | would
say that the recommendati on the President's Comm ssion
canme up with on this, which is that the office ought to
conduct an experinmental trial. |In other words,
Identify sonme institutions to participate, try out
different forns of conpensation. How easy is it to
determ ne the causation issue, which is always the

stunbl i ng bl ock? What happens to the | evel of clains?

The fear, of course, is that you devel op a
systemin which people see this as an easy way to get
conpensation and start claimng things which they never
woul d have regarded as conpensabl e events for which
conpensation was even appropriate. That nmay or may not
turn out to be the case.

| do not know how anyone coul d adopt a system
W t hout sone actuarial expectations. | nean, how woul d
you fund themand that is what the experinent would be
designed to show. That recommendati on was nmade in 1982

or sonething. It has never been acted on. Twenty
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years ago we provided -- | mean, | would not know
readi ng the description leading up to this that that is
what we recommended. You quote the President's

Conmi ssi on as saying that there should be a system of
conpensation. W thought there ought to be, but the
details of the systemrenained to be wrked out and
even whet her there was a great enough need.

I think we probably ought to nmake sure that we
have gotten any statistics, if there are any, from
those institutions that have continued to have prograns
in the interim The inpression they give is they do
not have maj or problens. They have a very |ow | evel of
-- but there should be a national test of this.

DR SHAPI RO Davi d?

DR COX: Yes. That is actually ny problem
with this. It is certainly -- you know, when this
happens you want to do the right thing by people but
how often does it happen. So | am having a real
difficulty here if we make a big deal about this and it
becones a real contentious point. If it is a big fight
over things that do not happen very often and it
detracts fromultimtely what -- you know, what the
prize is then this is not a thoughtful approach.

Il will tell youl do not -- | amnot -- | do

not know what the data are on that. You know, how
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often this is a problem But nmy -- but ny inpression
Is that it is not a problemvery often.

DR SHAPI RO Rhet augh?

DR DUVAS.: | have difficulty with the
recomrendation and it seens to nme that there is nothing
that | know of that would prohibit a person from going
t hrough the usual courts of |law to get conpensation for
damages or whatever. So if | had a reconmendati on at
all related to this | would want it posed such that it
woul d not prohibit a person from seeking conpensation
for medical and rehabilitation costs incurred as a
result of the research

DR SHAPIRO Alta?

PROFESSOR CHARO  First, | would like to
endorse Al ex's suggestion that we return to the
President's Comm ssion recommendati on about calling for
some kind of experinment. That is a very nice idea. |
actually was not aware of it and | read it so |ong ago
| just forgot it. | think that is a nice thing to do
and it actually is sonething concrete.

Wth regard to Rhetaugh's coment, nothing
here woul d preclude going to state court and even
t hough | was advocating before that we not specify a
particul ar system because that option exists, | also

recogni ze that it is areally terrible option. It is
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very difficult to use it. | would be happy to explain
sonme other tine the |ist of things that pose obstacles
but it is certainly not the best way of handling
anything in the realmof injuries, let alone this.

DR SHAPIRO | guess the key piece of data
that is mssing or that no one has is what -- how nmany
Injuries do occur, what is the nature of those
injuries, and the difficulty of deciding when the event
has happened. | nean, it is not |ike deposit insurance
In the sense you know when a bank has failed. You
know, that neans deposit insurance comes in.
Identifying the event is not so easy here.

PROFESSOR CHARO: Wl |, the adverse event
reporting systemdoes begin to get at that because for
the covered research areas there is a reporting
requi rement that |ists events and al so specul at es about
causal connecti ons.

DR SHAPI RO  Larry?

DR MIKE  You know, the closest analogy is
t he vacci ne conpensati on system and the way that was
devel oped was - -

DR SHAPIRO Wiich one? | amsorry.

Vacci ne.
DR MIKE  Chil dhood vacci ne conpensation

system And really the experience with that has been



© 00 N oo g b~ w N P

[EEY
o

11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

76

way bel ow what they thought it was going to be.

DR SHAPI RO Yes.

DR MIKE But the only way they coul d deal
wi th conpensation is they knew certain kinds of
reacti ons woul d happen and so they just put a tine
limt. You got the inoculation at X time, wthin that
time frame if these kinds of things happened. Because
there is no way to prove individually that somnething
happens.

DR SHAPIRO. | had not thought of that
aspect. That is a really inportant point.

PROFESSOR CAPRON:  And that is conplicated
here and the reason for an experinment is --

PROFESSOR CHARO  You do not know.

PROFESSOR CAPRON:  Excuse ne.

DR MIKE  The ones that are going to occur
are the ones that are already essentially ill and they
are going to have a --

PROFESSOR CAPRON:  Si ck.

DR MIKE -- conplication.

PROFESSOR CAPRON:  And the variation in what
the reaction should be. It is not |ike a signature.

DR MIKE Right.

PROFESSOR CAPRON:  You get a paralysis after a

vacci ne, okay, that is a signature result.
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DR MIKE | can support Alex's --

DR SHAPIRO Ckay. So let's try to -- if
that is satisfactory to people, we will try to wite
sonething in that fashion

Ckay. Wiy don't we take a break for 15
m nutes and we will cone back and go through the rest
of this chapter?

(Whereupon, at 9:45 a.m, a break was taken.)

DR SHAPI RO Col | eagues, let's continue our
di scussions. Trish, Arturo, let's sit down.

Before we go on to -- obviously before we go
on to Chapter 5 let's stick with Chapter 4 and see what
ot her issues, questions, conments anyone may have on
any aspect of it.

Davi d?

DR COX: So after our discussion, what | did
at the break is went back and sort of |ooked at the
recommendations in the order that they are right now
And one of the things that | think cane out of our
di scussion, at least for ne it clarified things a |ot,
was this -- the | ogic of why having an indivi dual
certification as well as an institutional
accreditation, the way things read right nowis that it
puts that individual certification before the

institutional accreditation. And the -- | amjust
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wondering if the -- you know, if it does not flow
better the other direction, which is that you talk
about having the centralized place that has the ten
conmmandnents, then what it does is it accredits the
institutions because they have a responsibility of
bei ng able to nmake sure that people follow the ten
commandnents but as part of that, okay, you accredit
the individuals. So it is nore a flow fromthe top
down. As the recommendations read now that flowis
j unbl ed up.

DR SHAPI RO Ckay.

Steve?

MR HOLTZMAN: Just to give you a different
way to think about it, David, it is not clear to ne
this flowreally matters.

DR COX: (kay.

MR HOLTZMAN. So take docs. You accredit
hospitals and you certify or license docs. It is not
really a flow, right. Renenber there could be a
researcher who is not associated with an institution
who is going to conduct research, right, so all that is
in play is the fact that he was certified.

So | amnot sure that the nodel you have as a
way of thinking about it is really driving this. |

think it is two different --



© 00 N oo g b~ w N P

[EEY
o

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

25

79

Dr. COX: It is indeed not driving the reason
why we have it that way, Steve, but | amjust thinking
of it as a pedagogical thing for people to be able to
understand for the majority of structures because nost
of this is being applied in a structural context so
certainly froman ethical framework it does not flow
that way but just in ternms of the context of which it
will be applied to nost people. So it is just | do not
feel strongly about it but it was just a --

PROFESSOR CAPRON:  Steve, in ternms of the
presentation here, we tal k about education and the
education ains at preparing you to be a certified
researcher or IRB nmenber. So in terns of the flow here
| think the recommendation 4.3 before 4.4 nmakes sense.

It makes it easier to read it here.

DR COX: It is just inplenenting it.

DR SHAPIRO W will reviewit as we go
through the chapter. Qher issues that people want to
-- yes, Ata?

PROFESSOR CHARO. 4.8, conflicts of interest.

DR SHAPIRO Yes. | amglad we got to that.

PROFESSOR CHARO My experience and what |
heard at a conference | ast Novenber specifically on

conflicts of interest continues to suggest to ne that
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financial conflicts of interest are often not the nost
significant ones and yet we tend to focus on themin
part because they are the nost quantifiable conflicts
of interest. This nmeans for ne that this
recomrendat i on, whi ch says things |ike "but especially
financial conflicts, which has a special sentence on
financial conflicts just followng it and then tal ks
about other kinds of relations,has a tone that does not
mat ch ny experience about what really is a nore serious
obstacle and is a nore challenging dilemma, which is
the capturing of the psychol ogi cal phenonenon.

The review of work by your departnent chair.
The review of work by a coll eague in your departnent
who is as yet untenured. Review of work that has -- as
wi || happen in study sections -- sone inplication for
your own areas of research

And | would prefer if it were possible,but I
am not sure exactly howto do it, | confess, to sonehow
change the enphasis toward trying nore creatively to
capture those things and nmanage them which may involve
managi ng them t hrough di scl osure and ease of recusal,
self-initiated recusals, with sonewhat | ess enphasis on
the purely financial conflicts of interest.

And just as an aside on the financial ones,

those are getting nore and nore subtle to capture as
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wel | because of the variety of financial interests,
whether it is specific noney for recruitnent on a per
capita basis,or it is receipt of grants,or it is stock
options,or it is options or financial interest in
conmpani es that are conpetitors potentially to the
conpani es that are involved in this research

So it is an area that not only does not,in ny
opi nion, frequently be the nost -- it is not only not
the nost serious but it is also not as easily captured
as we mght inmagine fromsone of this | anguage.

DR SHAPI RO Thank you

On the issue of conflicts of interest in
general, the general topic, | had some conversations
with Eric and Marjorie this norning. There are, of
course, a lot of initiatives out there right now, a |ot
of organi zations taking initiatives, and while we have
not had an extensive discussion of this and do not have
any detailed programto offer, | amreally quite
anxi ous that we not inadvertently underm ne very
positive things that are happeni ng out there.

And so | have asked Marjorie and the staff to
real ly put together a conpendi um of these things so we
can review what all the various recommendati ons are out
there to give us sone better guidance and to nmake sure

in particular that we do not underm ne sone
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organi zati ons who have gone out there and taken sone
real initiative in this area.

Now | do not have all the details at hand so |
do not know exactly where we are going to cone out but
| do want to |l ook at that to assure that we are not in
the position of comng around and sayi ng -- soneone
will look at what we say and they will | ook at what
they say and they will say, "Gosh, you guys are sort of
a generation behind in your thinking here."

So while | do not propose that we do anything
In detail because we have not studied it in detail, |
do want to nmake it at |east consistent with and in
support of other thoughtful initiatives that are out
t here today.

And | do not have any | anguage for that now
but there will be as we get to the next version. There
wi |l be sone | anguage and text around that.

The points you nake are good ones. | nean,
this is a tough area and it is becomng nore subtle all
the tinme in sone sense.

Davi d?

DR COX: And the way the recommendation is
witten nowis that -- and again | do not have any
solutions to this. It is alnost as a placehol der for

nme because everybody knows that there is conflicts of
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interest in this.

DR SHAPIRO Right.

DR COX: But that what we really need to do
Is to have laid out what are the ones we need to really
worry about and -- because as Alta says, they are very
conplicated right now and people stunble into them
W t hout even knowng it. So -- but that is a whole
sort of report of its own.

DR SHAPIRO R ght. Qher coments on this
general area?

PROFESSOR CAPRON:  Are we going to
differentiate between the conflicts of interest that
m ght arise for people on the IRB versus investigators,
because on the IRBit just seens to ne there should be
no question that you insulate the process from anyone
with a direct conflict. For investigators, it is much
nore conplex for the reason that Alta suggests that we
have not in the past paid a lot of attention to the
conflicts that are inherent in the desire for
advancenent in one's field and the |ike that can nean
you have a loyalty to sonething other than the research
subj ect obvi ously.

I think the reason there has been so nuch
enphasis on financial conflicts of interest is not only

that they are nore famliar fromother fields, that is
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to say a board nenber of an organization is supposed to
absent herself from a discussion when the organization
I's dealing with another organization in which she is
also a director and has a financial stake. But it is
because they are new, relatively newto a lot of the
bi onedi cal settings that they did not exist in the sane
way before. So they seem nore shocking than the
famliar ones. And it nmay be that it is just a
rem nder that other ones are equally bad or it may be
that there are -- have been nechani sns that have
nodul ated the effect of the other ones.

PROFESSOR CHARO | agree conpletely with what
Al ex said towards the end of his coments. | want to
react a little bit to his coment about the |IRB
menbers. The notion of a direct conflict is itself a
little problematic. What constitutes a direct conflict
becones a matter of interpretation obviously. And the
shared affiliation creates dil emmas because so many
I nstitutions have very tangled |lines of both authority
and financing so that there is a trenmendous anount of
i nt erdependency anong peopl e.

One of the interesting things that | am
realizing nowis not enphasized in this report but is
i nmplicated by this observation, is the role of the

i ndependent | RBs. Because, of course, one of the
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advantages that they offer is that they do sinplify
many of these probl ens because of the disassociation
between the investigator and the investigator's
institution on the one hand and the IRB on the other.
| realize now we have not enphasized themas a
phenonenon. It nmay be that this is an appropriate
point to mention them to nention that they offer a
host of advantages and di sadvantages that are sonmewhat
distinct frominstitutionally based IRBs, and that it
Is worth seriously considering whether we want to be

encour agi ng the devel opnent of that trend.

DR SHAPIRO | think I recall but, Mrjorie,
help me out here. | think | recall we, in fact, do
that sonewhere. W may not tie it directly to this

I ssue. That is what | do not renenber.
PROFESSOR CHARO  Can you rem nd nme where that
i s?
DR SPEERS. Yes, there are two pl aces.
MR HOLTZNMAN. Page 32.
DR SPEERS. Thank you. It is in Chapter 4
and then we have al so added a section of the
I ndependent | RBs bei ng a new phenonenon in Chapter 1.
PROFESSOR CHARO:  kay.
DR SPEERS. But where we really address what

you are tal king about here is somewhere in Chapter 4.
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PROFESSOR CHARO  You sai d page?

PROFESSOR CAPRON: 32, bottom of the page.

PROFESSOR CHARO  Qops, | amon the wong
chapt er.

MR HOLTZMAN. Just before the reconmendati on.

DR SPEERS. Yes.

MR HOLTZMAN: On the one hand and on the
ot her hand, they are independent.

DR SHAPIRO That is right. That is sone
ki nd of independence, right.

(Laughter.)

DR SHAPIRO Is this independence or what.

PROFESSOR CHARO My chapter is out of order
I's the problem

DR SPEERS. Here.

PROFESSOR CHARO Ch, here | am | have got

DR SPEERS. It nmay not be enough and you nay

want to look at it.

DR SHAPIRO Yes. | do not think -- | think
it is not -- certainly not phrased the way you did it,
Alta, at all. It did not nean to say that, but the

notion is there and whet her we should focus it alittle
nore --

PROFESSOR CAPRON: | |ike your phrasing,
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St eve.

(Laughter.)

DR SHAPIRO kay. Oher comments on this or
ot her reconmmendations in this chapter?

Marjorie or Eric, do you have any of these --
any of our recommendations in this chapter which you
woul d li ke specifically for the comm ssion to respond?

Marjorie?

DR SPEERS: Yes. | amconfused on the
nunbering. It is the -- it is the new one that we
added. It is proposed reconmendation 4.10. And | just
want to make sure the conmm ssioners are confortable

with that --

DR. SHAPIRO Wich is that one, just to make
sure | am |l ooking at the right one?

DR SPEERS:. It is the one on the |IRB having
appropriate expertise to review the type of research
that is submtted to that |RB.

PROFESSOR CHARO  Wiere you nention
specifically historians and --

DR SPEERS. R ght.

PROFESSOR CHARO  Ri ght .

DR SPEERS. There is no need for a discussion

if there does not need to be any but | just -- since we
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had added that in | wanted it to be --

MR HOLTZMAN.  You just -- you picked up --
you | eft out the word "social."

DR SPEERS. Yes, we do have that. Oherw se
| do not have any questions for this chapter.

DR SHAPI RO  Any ot her issues, questions from
menbers of the conm ssion?

Ckay. Let's take a look at Chapter 5 and
I ssues or questions that m ght conme up that m ght be on
your m nds there.

Marjorie, do you just want to summari ze what
Chapter 5 is about or is supposed to be about?

DR SPEERS. Well, in Chapter 5 there is one -
- there is a section on resources and one
recomendation related to resources that | think we
would like to discuss. In addition, in this chapter
what we try to do is to provide a brief summary of the
report by highlighting howthis report -- what this
report does in terns of inproving the system what it
nmeans to institutions, investigators and to
participants, and then to try to fit it very briefly in
the context of sonme of the previous work of NBAC and
Interests that -- general interests or thenmes that have
energed over these various reports that you have done.

The only comments that we have recei ved on
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this chapter related to the recommendati on regardi ng
resources and, in general, those comments were positive
and supportive of that recommendation, which is not
surprising actually.

DR SHAPIRO Well, I, in fact -- | amsorry,
St eve.

MR HOLTZMAN. M only question is -- and
again this is a matter of how detailed we want recs.
If you took the preanble of the rec and if you just
I nserted the words, you know, "institutions should

dedicate --" let's see. "Federal agency and
institutions should dedicate resources to | ocal and
central or whatever oversight activities." You could
end it there and all the rest of the detail could go
into the body of the text instead of in the rec. So
that is just one of those we need to deci de.

DR SHAPIRO Let ne ask something which is a
question | wanted to pose on this recomendation that
Is in variant wwth respect to that particular issue and
that is really what is itemtwo in this reconmendation
5.1(2) where it currently says, "Federal agencies and
ot her sponsors shoul d nmake funds available to
institutions for oversight activities." Nowl had a --

what m ght be a nodest, nmaybe not nopdest suggestion

here, nanely that we say, "Federal agencies, other
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sponsors and institutions should nmake funds avail abl e
for oversight activities."

The only difference here is that institutions
are asked to play a role in devoting sonme resources to
this as well. That is how |l would have gone about it
and | just want to know how peopl e feel about that so
t hat people who are carrying out the research, those
Institutions, whether academ c institutions, other
institutions, would also play a role.

And | feel it is inportant because | think
Institutions, while always pressed for resources, as
everyone is, really have not paid enough attention and
have not devoted enough resources to it, and | do not
think it is enough to say that no one has given us any

for it, which is also true and we want to change that.

So -- well, it is obvious. There's no use in
me explaining. It is so obvious what is neant here.
Davi d?

DR COX: So | think that is a third check.
When peopl e have to spend noney on sonething, it is yet
one nore place that nmakes them pay attention to it, so
I |Iike your suggestion.

DR DUVAS: | do, too.

DR SHAPIRO Any objection to that?

MR HOLTZMAN: They will just nove it into the
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over head.

(Laughter.)

DR SHAPIRO Well, that is another argunent
because the overhead is capped and it depends on where
it comes. W touch that el sewhere but that is an
admnistrative issue and it depends -- at |east for
federal governnent overhead it is capped. It is not
capped el sewhere but that is right.

Ckay. Are there other issues? That was the
really -- the other issue | had, which -- do you mnd
if I nmention it, Marjorie, on the -- | think that as |
have already told Marjorie that the interpretation of
the data in Table 5.1 is not adequate in ny view
because there are really two points to be made fromthe
data that has been collected here. One is that the
sponsors to these activities could well afford, for
exanpl e, to support OPRR or its successor better than
they have. | nmean, that is one point.

But this is an inadequate neasure of the
resources because many of the -- take NIH as an
exanple. They require institutions to put a | ot of
resources behind this, to take this as a neasure of the
protections, or resources put into protections, for NIH
sponsored prograns is -- if | understand the data

correctly -- not the conplete story.
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So we are going to still -- | mean, the points
that are nmade here will still be nade but | want to be
a little broader in understanding just how you get to
the resources that are actually devoted to protection

PROFESSOR CHARO | amsorry. | did not quite
under stand exactly what you are sayi ng.

DR SHAPIRO Well, take a look at NNH It
has got $480, 000 for sonething and $2, 700, 000 for
sonet hing el se. Ckay. And they have got this huge
research budget. $8 billion, or sonething of that
nature, of human subjects research. Well, that is not
a neasure of the resources being put into protection of
t hose subjects who are in that research because the
Wsconsin IRB --

PROFESSOCR CHARO  Cot it.

DR SHAPIRO -- et cetera is devoting nuch
nore than all this put together. | nean, all of
Wsconsin --

PROFESSOR CHARO  Right .

DR SHAPIRO And so | did not want to | eave
the inpression that that was all these subjects had
going for them

PROFESSOR CHARO  Ri ght .

DR SHAPIRO It is true that NIH could well

support -- do better for OPRR or its successor and we
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want to rmake that point but this is a small issue. |
do not want to --

PROFESSOR CAPRON: Wl |, are you objecting
sinmply to the title on the table because the colum
headi ngs - -

DR SHAPI RO  No.

PROFESSOR CAPRON:. -- dedicated adm nistrative
unit and budget for dedicated admnistration unit is
accur at e.

DR SHAPI RO Accurate. Al | want to do is
be fuller in our interpretation of this. | want to
make the points that are made here. | do not want to
object to any of those points, but | do not think they

are adequate by thensel ves because | think they may
convey an inpression that the federal agencies sponsor
this research and this is a |level of resources devoted
to protection, which is not accurate in nmy view It is

a level they devote towards it --

PROFESSOR CAPRON: Wl |, that is what it says.
Federal agency support.
PROFESSOR CHARO. No, Alex --
PROFESSOR CAPRON: | am not fol | owi ng.
PROFESSOR CHARO It is -- actually one way
that -- | do not know if we have the information to do
it. One way to help get that would be to distinguish
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i ntramura

adm ni strative unit that

research if there is a dedicated

research because for

research then you actually have the right

corr espondence.

you can say here is the admnistrative unit;

PROFESSCR CAPRON: R ght.

PROFESSCR CHARO  Wen it

t he extranural budget; asterisks:

goes on W

is there for the intranural

is extranural then

here is

much of the review

th the extranmural investigator's own

institution, therefore this nunber

with the total

subj ect s.

- the titl

IS correct.

PROFESSCOR CAPRON:  But t hat

e__

does not correl ate

expenditure on protections for those

94

is not what this -

PROFESSOR CHARO. | understand that the title

Under st andi ng what actually --

appreci ate now what Harold is sayi ng about the

m sl eadi ng concl usi ons one could draw fromit.

PROFESSOR CAPRON: If the conclusion is to

what extent -- if the question is to what extent do

federal agencies thensel ves devote their resources to

activities connected to the oversight of human subjects

resear ch

this table tells you tha
PROFESSOR CHARO  Ri ght,

t.

but t hat

i'S not an
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| mportant question.

DR SHAPIRO It may tell you that, then | say
it is not the right question. It is not a full enough
guesti on.

PROFESSCR CHARO  Yes.

DR SHAPIRO That is all | am saying.

PROFESSOR CAPRON: It seens to ne the other

thing is --

DR BRITO | agree with Alex in the sense
that -- isn't the point that we are nmaking here is that
we want a |lot nore noney going to -- fromthe feds to

the institutions for supporting the human subject

protections. |If that is so, then these tables -- they
make that point. | mean we are asking for indirect
costs --

DR SHAPIRO W will wait until the text is
done and you can take them-- like it or not like it.
My viewis that it is -- 1 wll not repeat nyself. |
said it before. | amnot going to repeat it again.

But let's wait until we see the text and see if you

like it.

PROFESSOR CAPRON: But do we have any ability
to provide another colum that says --

DR SHAPI RO  Probably not.

PROFESSOR CAPRON:  -- and it breaks it out.
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The Wsconsin | RB doubtl ess has research that goes to
t he Departnment of Defense, the Departnent of Energy,

t he Departnent of Health and Human Services, the
Veterans Adm nistration, there is probably a long |ist
of how would you -- even if you knew what the FTEs
there are --

PROFESSOR CHARO | was not suggesting that we
woul d be able to construct that table. That is exactly
why | turned and said | do not even know if we have
that data. R ght. But | appreciate the point about
how this question could m sl ead peopl e because it is
asking a question that is not -- it is only one of a
nunber of questions. And one of the nbst inportant
questions that is not being asked and answered in the
table is what is the anobunt of -- what are the
resources being spent on the protection of human
subj ects and to what extent does the federal governnent

play a role in that.

We do not know the answer to the first
guesti on.

PROFESSCR CAPRON:  Right.

PROFESSOR CHARO And if we answer only the
second, one could be msled to think that it is also

answering the first.

DR SHAPI RO O her questions about Chapter 57
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Ckay. Al right. Are there any other issues,
suggestions, injunctions that you want to give us as we
head to create the next draft?

COW SSI ON- NEXT STEPS

HAROLD T. SHAPI RO Ph.D.

ERCM MSLIN Ph.D.

DR SHAPIRO It seens -- | want to turn to
Eric to talk about |ogistics for our next neeting,

which we have to set a date for. W do not have to do

it right here but we have to do it in the next couple
of days.
PROFESSOR CAPRON: | thought we had a date.
DR SHAPIRO Well, Eric, why don't you
I ndi cate where things stand in that respect?
DR MESLIN. | think it nakes sense to not do
the April nmeeting. It is too close to this. Thereis
work that needs to be done. Mrre witing that needs to

be done and rather than rush the staff and rush the
comm ssioners to review, we | ooked at a bunch of My

dates. As a mnor nmatter, we only had one date secured

for April, we could not do a two day neeting even if we
wanted one. It would have only been the 17th or 18th.
So the dates that are clear at the nonent are 15, 16,
17 and 18.
PROFESSOR CHARO O May?
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DR MESLIN. O May. And in obviously
consecutive pairs. It may not be necessary to --

PROFESSOR CAPRON.  What happened to the ones
that were reserved.

DR MESLIN Just a second. | wll get there
In a second.

PROFESSOR CAPRON:  (kay.

DR MESLIN. Those first four dates can be
either in singles or in couples, 15-16, 16-17, 17-18.
A long tine ago you had protected the 22nd and the 23rd
I n your calendars. So | amgoing to send around this -
- these dates agai n because no doubt your cal endars
have been filled in some way, shape or formand we will
pol | you again for those dates.

| would like you to try and see if you can

protect two of them

MR HOLTZMAN: Two pairs?

DR MESLIN. No, to be able to say | can cone
on two days. | amgoing to give you choices of twos.
Even though it is possible that we may only need a one

day neeting, but I would |ike to have you lock in the
pair that we have all agreed to and as soon as we get
closer to that tinme we will confirmwhether it is one
or two.

PROFESSOR CHARO And it will be a Washington
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based neeting?

DR MESLIN And it wll be a Washi ngton based
nmeeting, not regrettably, although | obbying was nade
| ast night for a Hawaii based neeting.

The time table for this is roughly as foll ows:
Wthin the next week to ten days -- | amsorry, ten
days to two weeks, you would see a version of this Part
1 or 15-pager, however it is going to be descri bed.

You woul d al so then be seeing chapters as they becone

conpleted. You would -- we woul d hope to have all of
the chapters to you -- having seen them a week at a
time or separated by a week, no later than the end of

April.
So you woul d have seen this 15-pager plus all
of the chapters "revised" wth new text wth enough

spaci ng so that you can comment by the end of April.

And that would give a full -- if it were the m d-My
neetings -- a full couple of weeks to e-nmail back and
forth about what your final conclusions were and then

cone to the neeting. Wether it is that week or the
week after, the 22nd and 23rd, will be determ ned by
t he poll.

DR SHAPIRO Eric, if | understand what you
are asking us about is that your preference would be if

it is feasible for the comm ssion to neet rather than
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the 22nd and 23rd, to neet the previous week.

DR MESLIN  Yes.

DR SHAPIRO If that turns out to be
feasible, we will have to all check our cal endars.

That is our first preference. The second preference, if
we cannot -- if that turns out to be infeasible for any
nunber of reasons then we will go to the 22nd and 23rd.

DR MESLIN:  Yes.

PROFESSOR CAPRON:  Coul d you expl ain why you
want to change the May date for those of us who sort of
have built our lives around the cal endar that you gave
us last fall?

DR MESLIN. Mre options and trying to give a
little nore time -- not trying to push it too far to
the end of My.

PROFESSOR CAPRON:  That is less tine.

DR MESLIN. Well, we want to nmake sure that
we are able to get this done in a reasonabl e anount of
time before the sunmmer tinme and GPO printing and ot her
| ogi stical issues. It is not -- there is no secret
reason why. W wanted to get sone earlier dates.

April did not seemto work out so we went to the next
avail abl e clear dates for as nmany people as we knew
about starting with the chairnman.

DR SHAPI RO  Yes?
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PROFESSOR CHARO  Eric, | amassunm ng the way
you described it that as each chapter arrives that wl|
be the nonment at which the recommendations for that
chapter arrive. D d you consider and reject or, if
not, would it be possible perhaps to send out
recommendations as they are finalized even if the text
I n those chapters have not been finalized so that if
there is tinkering on the | anguage of the specific
reconmendati ons we can be doing round robins on e-nails
on those even prior to the chapters.

DR MESLIN  Yes.

PROFESSOR CHARO It helps to nake -- if the
text cones with recomendati ons where there is still
sonme substantive di sagreenent about the reconmendati on
then the text cannot properly be finalized until we
have made the policy choi ce.

DR SHAPIRO  Arturo?

DR BRITO | amsorry. | mssed the
begi nni ng of your conversation or your conmments, Alta.

| was a little distracted. But it does not nmake sense
to make comments based on the conversati ons we have had
over the |last few days before the chapters are revised
over the next week or two.

DR SHAPI RO Let nme nmake a comment about

that. Any comm ssioners as a result of our discussion
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over these two days has sone issues that you would |ike
to articulate or to be included or issues that are on
your mnd, the sooner we get that, the better. So even
this weekend is a good tinme to send us e-mail on that
because that is very inportant.

| nean, | have a lot of notes fromthe neeting
and | amgoing to try to nobilize themthis weekend and
get themin so that the people who are going to do the
revising will have the benefit of that. So that should
be done immedi ately wi thout waiting for anything, and
that is really quite inportant.

As | nentioned at the beginning of our
neeting, sone of you, | know, have al ready handed in
sonme marked up text to Marjorie and Eric of suggestions
you had, sone are in text, some are in recomrendations,
and that is also extrenely useful. So if you either
have themor want to fax themin or just hand themin
right nowif you have it available, that can be very,
very hel pful, and that shoul d happen right away as soon
as it is feasible for all of you.

Ckay. O her comments, questions, business?
Ckay. W are adjourned. Thank you very nuch.

(Wher eupon, at 10:39 a.m, the proceedi ngs

wer e adj our ned.)

* * * *x %



