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PROCEEDI NGS

PROFESSOR CHARO.  All right. | recognize that there is
little bit of difficulty with the electrical power over here but |
t hi nk we probably should just get started and nove slowy into the
real neat of the day.

Good norning. And to those who are not nenbers of the
comm ssion, welconme to the 44th neeting of the National Bioethics
Advi sory Conmm ssi on.

W will be spending the two days entirely tal king about
t he donestic system of protection of human participants in
research. There will be an opportunity for public comment at 1:30
this afternoon. Those people who have not al ready indicated that
they would like to speak are welcone still to sign up and there is
a sign up sheet available for themoutside of the roomjust as you
entered and we ask that you keep your oral comments to five
m nutes but we wel cone witten subm ssions of any |ength and
encourage people to participate. People should feel free to speak
about any topic related to our work, not just the work that we are
doi ng these two days.

| would like to turn the m crophone over to Eric Meslin
for sonme opening remarks and the executive director's report.

CGPENI NG REMARKS

ERRC M MESLIN, Ph.D

DR MESLIN.  Thanks very nuch, Alta.

I just want to check. Rhetaugh, are you on the phone
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with us at this point? No. |Is Elisa or Deborah on the phone with
us at this point?

DR DEBRUN | amhere, Eric. This is Deb.

DR MESLIN. H, Deb.

DR DEBRUN H, Eric.

DR MESLIN. Just to |let conm ssioners know that there
are sonme absences. Professor Dumas will be joining us later on
t oday.

| first wanted to, on behalf of the chair, Harold
Shapi ro, express his apol ogies for not being able to nake this
neeting today and his appreciation to Alta for chairing in his
absence.

We distributed a nunber of materials to you
electronically and in other forns, and al though we do not spend a
lot of time tal king about either the legislative update that Ellen
Gadboi s prepares or the executive director's report, this is the
only opportunity in the proceedi ngs where you have a chance to
di scuss t hose.

And if you have questions of either Ellen or ne about
these itens, please |let us know.

| do, however, want to take an opportunity to flag just
a couple of things for your own information. First, we are well
underway with the public coment period of the International
Report. For the public's benefit, who is here, that report,

copi es of which are outside, have been distributed widely both
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t hroughout this country and around the world. W are getting
comments in now. At last count there were probably 20 or 22
comrents that had been received by various fornms. The public
comrent period on that report closes on Novenber the 13th.

| also want to point out again if you have not read the
report that | have prepared that the conm ssion has reserved the
22nd of Novenber for the possibility of having a conm ssion
neeting via tel econference. W have not decided that that w |
occur but I wanted to let the public know and to confirmw th
conmm ssioners that that was the date through our polling nethod
that was best for all.

Once we get closer into the conpletion of the conment
period we will have a better idea as to whether that neeting wll
be held, howlong it will last and the like but | did want the
public to be aware of that.

| am also pleased to tell the public as well as the
comm ssion that in addition to the reports we have been producing
sone other materials. The biennial report, the 1998-1999 bi enni al
report, has been published. It is on our web site. Copies have
been Fed Ex'd here to this location. They have not arrived for
those who wish to get them And it has a very conprehensive index
of the comm ssion's reports to date.

The only other thing | wanted to flag for everyone as a
remnder is the tinme table for our oversight report. W have been

optimstically planning with you, the conm ssion, to produce a
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public comment draft before the end of the cal endar year. That is
to say before the end of Decenber. That essentially nmeans that
this meeting and the Decenber 7th and 8th neetings will be when we
wll spend as nuch tine as possible and any tinme in between to
have gone over recomendations for that report with the ai m of
comng to sone degree of closure on themand then going into a
conment period in the beginning of the new cal endar year.

W are aware that this is a very fast tine table and, as
you will hear fromMarjorie, in a fewmnutes, it is one that we
think is manageable but only with a lot of effort.

That is essentially all | wanted to brief you on. If
you have questions about any of the other itens in the report,

i ncluding the global summt or any of the itens in Ellen's very
conpr ehensi ve | egi sl ative update, please feel free to address them
to us.

PROFESSOR CHARO At this point we are going to turn to
Marjorie Speers for an update on the donestic oversight report and
then we will begin with just kind of a brief introduction of how
we will handle the discussion and materials for the rest of the
day.

ETH CAL AND POLI CY | SSUES | N THE OVERSI GHT

O HUVAN SUBJECTS RESEARCH

UPDATE
MARJORI E A. SPEERS, Ph. D

DR SPEERS. Good norning. | think it has been -- it is

probably fairly clear to all of you how the staff have been
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spending their tinme since the Septenber conm ssion neeting. You
have before you four chapters of the oversight report. W

i ncl uded Chapter 1 in your packets so that if you wanted to refer
to the introductory chapter you were able to do so. But what we
want to concentrate on today and tonorrow are Chapters 2, 3 and 4,
which really are the substance of the oversight report.

W are planning to produce a Chapter 5 for you. That
chapter will do two things. One is it wll tie together
everything that we have said in Chapters 2, 3 and 4. One of the
points that we nake in this report is that everything is
i nterconnected and related to everything el se and so we want to
make that nore explicit in Chapter 5 by pointing out sone of those
rel ati onshi ps and how t he oversi ght system woul d work.

The second goal that we have for Chapter 5 is to relate
this report to previous reports that you have produced and to show
the rel ati onship between those reports and this report. You do
not have a draft of Chapter 5 because we wanted to wait until you
have del i berated on Chapters 2, 3 and 4 so we know what needs to
go into Chapter 5 but we will produce that chapter as quickly as
possi ble and get it out to you via e-mail so that we can di scuss
it in Decenber.

The chapters that you have before you are -- | would
describe themas the core text for those chapters and what | nean
by that is that it is our intention to add exanpl es and text boxes
with exanples to those chapters. W wll add those again after

the deliberations today and tonorrow so that we know the
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appropriate type of exanples to add to those chapters.

VW have also tried in these chapters to reference
previ ous conm ssion reports. W think we have done a reasonabl e
job. W may not have done a conplete job and so if you do find a
pl ace where sonething is mssing, please et us know and we wi ||
make sure that we add that.

The sane is true with the references. W do have nore
work to do on references in Chapter 4. There are no references in
It because we just -- we were working on that chapter |ast week
but we will be nmaking that conplete as well.

VW believe that these chapters address all of the issues
that we discussed in the outline for this report and in the work
plan. So if you feel that sonmething is mssing please point that
out but we have pretty nuch followed the outline and work plan and
addr essed those issues.

You have all of the recommendations for this report
before you with the exception of one recommendation that | think
will go into Chapter 5 and that will be a reconmendation rel ated
to resources for this oversight system

| think that that is all | want to say in ny opening
remarks and then I will nake specific coments about chapters as
Al ta requests.

PROFESSOR CHARO: First, | have a feeling | probably
speak for all of us when I say thank you very nmuch. This has gone
through a transformation in an incredibly fast -- with an

incredibly fast turnaround tinme and it is inpressive, and it is
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coherent, and it is easily the basis for a real good di scussion,
and | just wanted to acknow edge that this was an extraordinarily
good piece of work that we just got fromthe people who are
wor king for this conmm ssion.

| wanted to just say a few things by way of preparatory
remarks. The first is that although we do plan to go through
recommendati on by recommendation, Marjorie and | both feel that it
m ght be hel pful to give people an opportunity at the very
begi nning to nmake any over arching comments that they feel are not
tied to a specific recommendation, whether it is things that you
t hi nk have been omtted, things you think have been fundanentally
organized in a way that is |ess hel pful than another, et cetera.

And what we will do is we will take those comments and
figure out when the best place -- where the best place is to talk
about them It mght be right nowthis norning. It mght be to
wait and discuss themin the context of a particular chapter but
we would |ike to give people a chance to nake sonme comments that
transcend specific recommendations and get that out on the table
first.

And wth regard to comments, in general, both Bernie and
Trish were the first out of the box with cormments on Chapters 2
and 3 and | suspect so quickly that sone people had not even
finished reading the chapters before the coments cane through in
e-mail so that their full value could not have been appreci at ed.

So at the point at which any of those comments are

pertinent to the recomendati on we are discussing, if | can invite
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you both to repeat what you said on e-mail so that we all have it
in our mnds at a tine when we can use it, it will make sure that
they get the attention that they are due.

Wth that, let nme ask if there are any kind of over
arching comments or reactions having to do with things that are
m ssi ng, m sorgani zed, enphasi zed i nappropriately, et cetera, and
we will figure out how to handle them

DR CASSELL: It is not what is not there, it is what is
there. | just -- | want to add ny voice, Marjorie, to the others
and say what a wonderful job this is. | nmean, really, here is an
attenpt to rewite the oversight of human participant research in
the United States, which is daunting and the very idea of it is
daunting, and yet | think that this is really very far -- a big
step towards doing it right. | think it is wonderful

PROFESSCR CHARO O her comments before we kind of

pl unge into commas and periods and this word versus that word?

Ber ni e?

DR LO | also want to thank Marjorie and the staff for
really a trenmendous job giving us a lot of material. | had four
general comments. | nmade themon ny e-mails but | wanted to sort

of maybe just put themon the record in case the e-nmails got
crossed.

My first comment is that particularly Chapter 3 and
Chapter 4, they are very theoretical and there were not exanples
to a reader who was not sort of really up on the in's and out's of

human subj ects research. There were not the kind of exanples that
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peopl e woul d say, ah-ha, that is what they are tal ki ng about, that
is where the problemis. And | think sonme of these could go in
boxes or side bars but | think we need -- it is very dry and |
think it is going to lose a |lot of the public.

Secondly, | think it would really help if you had a
summary of how what we are recommending differs fromthe current
recommendati ons even just for us to |l ook at as we work it through.

And then | think we should go back once we see that and think
about specific types of research that -- whose status changes,
that woul d either be harder to do or easier to do, and just make
sure we have it right.

Again, this goes back to -- ny sense is this is a very
theoretical sort of draft and I think we need to | ook at specific
exanpl es of controversial types of research and to nake sure what
we are reconmending in general works out in specific cases.

Athird cooment is | think there is a general approach
that we have devel oped and really are maki ng here which may not be
obvi ous to sonmeone who has not been closely studying their
reports. | think we are trying to walk a |ine between saying | RBs
need a | ot nore guidance than is there under the current
regul ati ons and yet we want to give them sone discretion.

In our other reports what we have done is said there
shoul d be a presunption that for this type of research da, da, da
shoul d happen but not always. There are these best practices that
you ought to keep in mnd and be ready to consider for this kind

of research but we are not going to require you to do it in every
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singl e situation.

| think that kind of flexibility is very usefu
particul arly because we are sort of, as Eric said, redoing the
whol e house top to bottom W want to nmake sure that what we are
doi ng does not conme out as so rigid that it ends up, you know,
maki ng the wrong decision in sonme cases.

And, finally, there are a lot of, sort of, special
things in the current regs about children, prisoners and so on,
and we do not deal with that and we nmay not want to, probably do
not want to, but we should say sonethi ng about whether we think it
is okay the way it is or not because a | ot of those are very nuch
ad hoc kind of constructions for certain classes and it is not
clear that the add up to a coherent policy but those, | think, are
general comments that | think would hel p make the report as a
whol e nore effective.

PROFESSOR CHARO  And, Bernie, on that |ast point on the
speci al provisions, perhaps we can nmake sure to cone back to that
when we get to the section in the chapter that discusses
vul ner abl e popul ati ons and notions of vulnerability and how one
characterizes those nonents and the rules that you follow So |et
me invite you to bring that up again at that point. That seens
somewhat tied to something we will eventually get to.

Gt her conments? Bernie's outline has a lot to do with -
- at least inthe first two areas with the witing of the report
and the way in which it justifies the recommendations. W are

going to focusing today only on the reconmendati ons and not on the
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text except to the extent the text nakes an argunent that is, you
know, inappropriate but certainly coments -- over arching
comments about the text or specific suggestions that are handed
into the staff would be very wel cone.

Anyt hing el se before we -- yes, Trish?

PROFESSOR BACKLAR: | also, as | said to Marjorie
quietly as | came into the room | also want to say | think this

Is a tour de force. Quite extraordinary, you, Marjorie, and your

staff, ny staff. Just amazing. | really congratulate you and we
are all in your debt.

My comments actually were only on Chapter 2. | did not
get you comments on Chapter 3. | did not want you to nake ne seem

quite as quick as that. And | agree wth nuch of what Bernie
said, has already said. There was one thing | do not think that
you brought up that I think was very inportant. M/ conments were
much nore things within the text and we can tal k about that
afterwards but | think this issue of direct therapeutic benefit is
of sone consi derabl e concern and that is not sinply sonething that
is in the text that we can tal k about and add and change around.

| think that is a conceptual issue that we have to speak
about today because sone of us feel very concerned. | am
bringing this up because | amvery concerned about it and we had
the simlar concern when we wote the capacity report.

PROFESSOR CHARQO There are specific recomendati ons
having to do with the characterization of research conponent by

conmponent versus whol e intervention and when we get to that
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recomendation can | ask you to bring this up again to nmake sure
that we do not mss it because your concerns are inbedded in that
reconmendati on

PROFESSOR BACKLAR: Right. But it filters through in
many ot her pl aces.

PROFESSOR CHARO It absolutely does. It is just as a
matter of trying to organi ze when we di scuss those and nmake sure
we get through all the material.

PROFESSOR BACKLAR:  And one nore thing. There are sone
i ssues there in mnimal risk clustered around with how m ni nal
risk is conceptualized here that | would want to nmake sure that we
all agree -- we have always had trouble with this and we shoul d
really address this very, very carefully so that we are sure that
we are all at the sane table and that what we are saying is very
cl ear.

PROFESSOR CHARO R ght. And again because that
actually is going to be in one of the specific recommendations, we
will nmake sure that we get to it exactly when we have to decide
whet her or not we want to continue with that term nol ogy and what
It means.

Ckay. Any ot her comments about things that m ght not
appear in a discussion of the specific recommendati on? O herw se
we will nove on.

DR MIKE: Can | ask just a question? Marjorie, as you
are going to start going through the chapters, | would |ike you at

| east to preface it and say why we are going to discuss three
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bef ore two.

DR SPEERS. W chose to go out of order because Chapter
3 in many ways to ne seened to be the chapter where as a
comm ssi on we had discussed it | ess anong ourselves than we had
the other two chapters, particularly Chapter 2. By that, at the
neeting in San Francisco that we had in June, we had di scussed as
a comm ssion the recommendations for the nost part that appear in
Chapter 2 and so our thought -- we had a fairly good i dea of where
t he comm ssi on was headed on those kinds of issues.

For Chapter 3 we felt less certain and so we thought in
ternms of having an appropriate anount of tine for a di scussion we
shoul d start with Chapter 3 because we thought that woul d generate
t he nost discussion and then nove on to Chapter 2 that m ght take
| ess di scussi on.

W had Chapter 4 on the second day because we knew we
woul d be giving that chapter to you on Friday and wanted to give
you even tonight, if you needed that, to read that chapter in
order to prepare for tonorrow.

DR MIKE: | did not nmake the San Franci sco neeting and
| actually had nore problens with Chapter 2 than Chapter 3.

PROFESSOR CHARO We will absolutely get toit. In sone
ways Chapter 2, which focuses on the structural issues, is a
vehicle for acconplishing the substantive things we want to
acconplish in 3.

DR MIKE: Wth your reconmendation, | have no probl ens

wth those few then.
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PROFESSOR CHARO. Tom you had a hand up?

DR, MJURRAY: Excuse nme. | will join in the chorus just
to say thanks, Marjorie, to you and everybody el se who
participated in this.

W are asking a lot of the central office. W are
maki ng quite a few recomendations to themin Chapter 3, do this,
do that, adopt these definitions, issue rules, et cetera. The
good news is, of course, it is a new world of human subjects
protections with a new Ofice of Human Research Protections and |
suspect they will be nore open. W have a historically open door
and great opportunity to do this but also we are dunpi ng an awf ul
| ot on themand just -- for our own deliberations we should maybe
t hi nk about whether we see this as a package or a rel ated package
or whether we mght want to communicate formally or informally a
set of priorities. | nean if you have got -- we have given you 11
things to do, what are the three nost inportant. Just to bear in
m nd as we go through the recommendati ons.

D SQUSSI ON: ~ CHAPTER 3

PROFESSOR CHARGC  That is a good suggesti on.

kay. At this point, with Larry's kind tol erance, we
will nove to Recormendation 3.1 and just slowy nove through them
since these really -- as | said, they represent the kind of

substantive goals that this mracle office is supposed to achi eve.

Recommendation 3.1: The central office should issue

regul ations requiring IRBs to consider risks, not only to research
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participants, but to their comunities who nmay be affected by the
research. You will notice on the handout, by the way, that the
staff has very kindly given you a page nunber reference of the
text so it wll help you renenber the discussion that preceded

t hat recomendati on.

Comments on 3. 17

Eric? FEric, actually let ne just say people should have
found at their seats here a short collection of recomendations
with no text at all which will help us focus on recs and avoid the
tenptation to deal with the commas and sem -colons in the text,
but the page nunbers of the text are there for illum nation.

Eric?

DR CASSELL: Well, nmy only problemwith it is why
single out communities and not famlies. It is really others who
are directly affected by the research. | mean, there is always an
indirect effect to them everything one does, but | do not think
we shoul d single out communities. One general coment, in the
attenpt to be so specific and that we are totally understood, it
begins to introduce conplexity. But this is one of those
pl aces where we ought to be -- we want to just say "or others
directly affected.”

PROFESSOR CHARO. Do ot hers agree?

DR MIKE | guess this gets nore into the question of
how are these -- two things. One is how are these recommendati ons
organi zed and the extent to which are sone fairly gl obal and

others are very specific. So that if you read -- for exanple, in
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this place if you read the text, | can see how Reconmendati on 3.2
conmes out of it but |I really do not see how 3.1 conmes out of it
and | guess that is sort of echoing what Eric is saying. | was
actually surprised to see this as a very specific recomendation.
It is the kind of thing that we have said before in our reports
that in certain research projects that the investigators, the
research protocol, et cetera, and of course by inference the |IRB
shoul d be focusing on. So | amnot sure whether this one rises to
the level of a recommendation and | have particular problenms wth
Chapter 4 on that issue. There are others in these
recommendati ons where | think nore commentary rather than the
speci fic recommendati on because | do not think we have to tell
| RBs everything, absolutely everything that the I RB shoul d be
doing. | think there is another one later on that directs itself
to -- | guess it is in the text where it says in our previous
reports we directed this to investigators and then we cone out
with a recommendation directing it to IRBs, and it seens to ne
redundant. | mean, if investigators are directed to | ook at
certain things then IRBs of necessity will be reviewing it and we
do not need to reiterate that again in the recomendati ons.

So a long winded answer is while | find this chapter
pretty good, | still think we need to go back, and this is not the
time obviously to do it, is to see how these are organi zed and
then see what -- whether sone of these kinds of things would drop
out of this and remain back in the text.

PROFESSOR CHARO  Just as an aside by way of
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information, one of the things that the staff had tal ked about
doing is taking today's discussions and changes in the
recommendati ons that we agreed to today and trying to rapidly
assenbl e them and redistribute them so that people can then see
fromkind of global -- in a global fashion where we have cone out
and that may be a good opportunity at that point, Larry, for you
to revisit whether or not you think these are inappropriate.

DR MIKE: | do not want to get | ost because we are
addressi ng these reconmendati on by recommendation. | think on the
whole they are really good. It is just that we have to tweak the
presentati on and whet her sone of these should really drop out
specifically.

PROFESSOR CHARO:  Bil | ?

MR. OLDAKER: To join the chorus here, | saw Marjorie
last night, | think this is an exceptionally good job and | al so
woul d echo that | think sone -- | think the product is all there
and | think sone reorgani zation as we go through will probably be
hel pful but I do not think that will be that difficult because |
think Marjorie has done a great job of pulling these together.

Let nme echo what Eric says, at |east about the first
Recommendation 3. | think that we should nake sure that we narrow
the coverage here so that we are not covering nore than necessary.

If we want to have strong enforcenent, | think we have to make
sure that the breadth of what we are tal king about is specific
enough that people will take it seriously and so | would use

directly affected by the research so that we can actually tell,
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and people will specifically understand, what they are dealing
with here. | think the |anguage as it stands is so broad that
nost people may not understand exactly what their responsibilities
are.

The second thing is nuch nore mnor, although I think in
the final analysis we have to worry about public perception of our
report. | think the term"central office" has an air to it that,
you know, probably is not the best. | would suggest that we cone
up with a termlike the Ofice of Bioethics or sonething that we
insert in there just as a filler term whatever it is, and just
not | eave that there.

PROFESSOR CHARO: Rem ni scent of the Politburo, is that

the --

MR OLDAKER  Yes.

(Laughter.)

PROFESSOR CHARO. D ane?

DR SCOTT-JONES: | just had a question about -- are we
still I ooking at Reconmendation 3.1 --about risk to the
communi ties? | know you do not want us to focus just on the text
but I amjust -- | amlooking back to try to find the supporting

text and is it on page 7 because it does actually tal k about other
than communities. It talks about famlies and it is nmuch broader
than the Recommendation 3.1, but | believe that is really the part
of the text where that cones from isn't it?

PROFESSOR CHARO:  Mm hum

DR SCOTT-JONES: There is nothing on -- page 16 is



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

19

where this appears but it is not where the supporting text appears
so it isreally already there in the text.

DR SPEERS: The text is on page 7. It starts at the
bottom of page 7.

PROFESSOR CHARO  Arturo?

DR BRITO |, too, found this recommendation -- you
know, there is a slight bit of a supporting text here sonewhat out
of place, but I think it is an inportant recommendation to
consi der others other than just a research participant, and one of
the thoughts | had was -- and this goes along with what Bernie was
saying earlier about nmaking it not so theoretical, but naybe here
I's an opportunity to provide a specific exanple with all the
genetics study potential there is in the future, | think this is
where a |l ot of these -- the need ari ses.

So maybe with the supporting text in there nmaybe
provi ding an exanple of that, and I amnot sure this is the place
for it and | amnot sure it is so inportant, but | do think this
reconmendation is inportant because | think this is going to
becone even nore so inportant in the future.

PROFESSOR CHARO. | think for those conmm ssioners who
had sone experience working on IRBs or doing research in the field
this would be a great opportunity to share stories that woul d
il lum nate specific recommendati ons or concerns in the text and we
can certainly wite a series of little narrative boxes that answer
Berni e' s concern.

DR BRITO And one little fine point, but nmaybe not use



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

26

20

the word "conmunities"” here as sonebody said earlier but to
research participants and those that may -- you know, sone

| anguage of that nature, but that is easy to do | ater when we
deci de.

PROFESSOR CHARO: Ot her comment s?

The way | have it redrafted based on the comments woul d
be "The central office should issue regulations requiring IRBs to
consider risks not only to research participants but to others who
may be directly affected by the research.” |Is that sonething
peopl e can agree wth?

DR MJRRAY: | think it is a good crack at it. W nmay
want to refine it.

PROFESSOR CHARO: W will see -- when we see tonorrow,
we W ll see everything el se cones out, if that is acceptable.
Ckay.

Recommendation 3.2. Let ne just ask do nenbers of the
audi ence actually have copi es of these recommendati ons? Ckay.
Well, then there is no need to be readi ng them out | oud.

Let me direct your attention to 3.2 and ask for
comrent s.

Larry?

DR MIKE: The term-- what is it -- "research
equi poise” is a little obtuse if we are tal ki ng about people
understanding what it neans. | had to go to the chart to see
exactly what we neant by that. So just a suggestion that we find

sone nore commodn words than that.
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| think this is also an exanple of the arrangenents of
t hese research -- these recommendations. It seens to ne that one
and two are really the ones that we should be starting off wth,
and if we are going to keep one, that is really to ne msplaced at
t he nonent .

PROFESSOR CHARO kay. So we may have to go back to

t he organi zation of the order in which that appeared.

Ber ni e?
DR LO | have a nunber of concerns about the treatnent
of risk and how we categorize risk. First, |I think there are two

separate issues that get confounded here. One is the issue of do
you | ook at the risk of the protocol as a whole or conponent by
conmponent? And the second has to do wth this really difficult
guestion that used to be called therapeutic versus nontherapeuti c.
Previously in previous reports we called it prospective of direct

benefit versus no prospect of direct benefit. Now we are
I ntroducing a new termof research that intends -- conponent
designed to offer a direct benefit.

| think this is simlar to what Trish was driving at. |
am just very concerned that research is not therapeutic. Research
s not intended to provide a benefit. Research is intended to ask
a question as to whether an intervention provides a benefit or
not .

So | think this whol e | anguage, that you can design
research whose intention is to provide direct benefit to the

patient as opposed to asking a subject to enroll in a trial that
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s going to answer the question of does it work, | think really
needs to be worked through. So I think this whole notion that
underlies the text around 3.2 and to sonme extent the table, | just
have a ot of trouble wth.

PROFESSCR CHARC D ane?

DR SCOTT-JONES: | have a question about the role of
t he social, behavioral and econom c sciences in this because if
you look at the Figure 1 the way it is set up, it pretty nmuch
woul d not apply. Although | know that Marjorie has done a
wonderful job of being attentive to the social and behavi oral
sci ences, but, you know, it refers to the conmttee of expert
practitioners and the preferred intervention and those woul d not
apply to all of bionedical research because there would not al ways
be an intervention in mnd at the tinme that research i s conduct ed,
but it conpletely gets away fromthe social and behavi oral
sciences if you are using this nodel as the way that all research
shoul d be revi ewed.

PROFESSCR CHARO  Eric?

DR CASSELL: Well, | amalso troubled by the question.
It is -- 1 think what you are tal king about is that those things
that have -- that are designed to test therapeutic interventions

versus those that are designed to produce new know edge not

directly related to therapeutic -- because when you say benefits
you get into -- it is an oxynoron in the way it is witten at the
nonment .

But | take it that is what you nmean. Those are the
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things that -- where a new therapy is being tested. Is that what
you nean?

DR SPEERS: Yes. |If | could clarify.

PROFESSOR CHARO Pl ease, Marjorie.

DR SPEERS: |If | could clarify, that is right. It --
as | amlistening to this discussion | amthinking that this may
be a semantic problem It may be nore than a semantic problem
but at least at the mnimmit is --

PROFESSOR CHARO. So is the Declaration of Independence
but, you know, we have to be careful.

DR SPEERS: You are right. What you say is correct and
could I also --

PROFESSOR CHARO. Pl ease.

DR SPEERS. -- clarify -- | want to tal k about the
soci o- behavi oral sciences as well and what we are trying to do
here. W were trying to cone up with a nodel that could be used
to anal yze risk and potential benefit for all types of research,
and we were recognizing that virtually everyone thinks about
clinical research, and so trying to think about termnology that
we could use that would apply to other types of research, and that
is why, for exanple, we try subtle things. Instead of using the
word "treatnent” perhaps to use the word "intervention", because
in clinical research we tal k about treatnments. In public health
research we would tal k about interventions. In psychol ogy or
econom cs research we tal k about interventions. There are

i nterventions, and we nmay have m ssed the mark but that is part of
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what we were trying to do.

The sanme with the term"research equi poise.” | was
concerned if we used the term"clinical equipoise" then one would
think it only applies to practice in nedicine and not practice in
ot her fields.

PROFESSOR CHARO:  Larry?

DR MIKE: Well, nmy problemis not with the word
"research.” M problemis with the word "equi poise." Ckay. But
in answer to Diane, let nme just sort of support what Marjorie is
saying. | think what her nodel envisions -- is sort of an
algorithmthat one can try to apply to any kind of research. So
in the terns of what you are discussing we are just sinply going
down the right armof the protocol because there are no ot her
expected benefits. So | think that the nodel does -- can be
applied to the clinical research that you tal k about.

| am | ooking at the sheet way towards the back that
summari zes the protocol that one goes through.

PROFESSOR CHARO:  Ton?®

DR MJRRAY: But, of course, in socio-behavioral
research you mght think of sonme benefits. It would not be
medi cal benefits but suppose you were trying to get sone theories
about how children learn to read, and you wanted to get both sone
know edge about how devel opnental readi ng takes place but you al so
wanted to try sone new net hods of encouragi ng children, say, who
had certain problens with reading so that would be -- that woul d

go down both sides. It would go down the right-hand side and it
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woul d go down the research questions on the left-hand side. It
woul d be whet her what you are exposing themto is, in fact, at
| east, you know, arguably in equipoise with the standard teaching.

DR MIKE: No, |I agree and | guess what you are trying
to do, Marjorie, is to say that I RBs when they review these shoul d
nore or |ess have a checklist that it can make sure that they are
reviewming it in total rather than in a haphazard way. Just sort
of providing guidance to them

PROFESSOR CHARO  Arturo?

DR BRITO | like this -- you know, | read this. |
think it was a very good nodel and -- semantics aside and | think
t hose need to be tweaked out and I think it is a very good nodel.

And | think the way I was thinking is this left side -- you kn