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PROCEEDI NGS

WELCOVE TO CHARLOTTESVI LLE

DR CHI LDRESS: Welconme to the 29th neeting of
t he National Bioethics Advisory Conm ssion.

As you can see, our chair, Harold Shapiro, is
not here. He will be arriving tonight.

And our tenporary chair, Alta Charo, is not
here. She wll be arriving in a short while.

But | want to take this opportunity to wel cone
you to Charlottesville and to the University of Virginia
for those who are staying on for the Bel nont Revisited
conf erence.

At this time of the year since this is a
peri od of garden weeks and other festivities, we usually
have better weather than this so | hope for those staying
t hrough the weekend that it will inprove considerably.

We arrived just after Thomas Jefferson's
bi rthday so you were not here to celebrate that but for
those on the comm ssion we will visit Monticello tonight
and if you have not talked to ne about that,or by e-mail,
check with me and I will talk about the plans for the

eveni ng.
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And |, also, can provide additional
i nformati on about Bel nont Revisited. | gave you a new
updat ed schedul e at your seat for that.

So, again, welcone to Charlottesville and to
this 29th neeting of NBAC.

W will begin wwth the Executive Director's
report fromEric Meslin and then after that nove into a
di scussion of the changes in the commssion's draft of the

Use of Human Biological Materials in Research with Kat hi

Hanna and Eric Meslin | eading us through that discussion.

EXECUTI VE DI RECTOR S REPORT

DR MESLI N: Thank you.

Just a qui ck housekeepi ng announcenent. W
have m crophones here that require that you push a button
to speak and then when you stop speaking turn the button
off. Apparently it only allows six m crophones to be on
at the same time and that wll cut down feedback

Harold will be arriving later and Alta is
supposed to be here by 2:00 o' clock and | believe that
Professor Capron is in the building and will be, also,
arriving shortly.

| want to give you an update on a nunber of
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t hi ngs that have happened in the |last nonth and be happy
to answer any questions that you m ght have about them

First and | think nost inportant, as we nove
towards the end of the spring and early sumrer | want to
take this opportunity to Il et the conm ssioners know t hat
sone of our research staff will be noving on to other
career and academ c pursuits so at neetings both here and
in the next fewto cone | hope you will take the chance to
speak with people like Sean Sinon and Em |y Feinstein who
are here with us today.

| would like to publicly thank them for al
the work they have done with the comm ssion over the past
couple of years and | know that the comm ssioners wll
share that view so we are delighted that you are here and
happy to have the work that you have done for us be so
hel pful .

Secondly, | wanted to give you a brief update
about sone staff Hill visits that both Kathi Hanna, Rob
Tanner and our conmuni cations consultant, Andy Burness,
have been engaged in over the |last couple of weeks. W
have been neeting with staff from both the House and

Senate principally to give them an update on NBAC s
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activities, to perhaps respond to any questions that they
m ght have about issues that are in developnent. | wll
certainly be happy to speak at |ength about this but
principally there is considerable interest in NBAC s
reports. Not surprisingly, there is considerable interest
in our upcomng stemcell report but I think all in al

the interest that the Hill expressed in both receiving the
reports that we have sent and in our ongoing work has been
extrenely well received.

| have to say in honesty, though, there are
still a great nunmber of nenbers who are unaware of NBAC s
wor k and what we have been doing so | think the
opportunity to be on the H Il was an appropriate one and
that Dr. Shapiro intends to followup with nenbers in the
not too distant future.

That is a good seque to nmention what | think
you already all know. There is another hearing that is
comng up on the 21st of April by the two subcomm ttees of
t he House committee on Veterans Affairs, the subcommttee
on Oversight and Investigation, and the subconmttee on
Heal th. They are exam ning the questions arising fromthe

suspensi on of research at the VA hospitals in Geater Los
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Angel es so testinony will be given next week.

Fourth on ny list of eight, if you are going
to keep track, there have been two neetings recently held
over the -- in the past week on stemcell research. The
AAAS has convened a working group to devel op a statenent
on stemcells. That group intends to produce a statenent
on or about the 27th of May. It is intended to be w dely
circulated and avail able for public comment. That neeting
was held on the 7th and 8th of April.

The very next day, the 8th of April, NH
convened a subconmm ttee of the Advisory Commttee to the
Director to produce a set of guidelines, which are in your
briefing book, a draft set of guidelines that they hope to
have conpleted within the next short while. The tine
tabl e has not been firmy established but the intention is
for the NIH Wrking G oup to produce a set of guidelines,
to pass themon to the advisory commttee to the director

for permssion to then submt themto the Federal Reqgister

for 60 days of public comrent, after which the ACD wil |l
provi de those revised docunents to Dr. Varnus, and ny
understanding is that shortly thereafter they will be

finalized.
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That timetable if you are keeping track
roughly parallels NBAC s tinetable. M understanding is
that with the 60 day public coment period the NIH woul d
not have its stemcell guidelines in place nuch before
July and | amreally just guessing. W are hoping to have
sonme materials fromNHsent to us that will clarify
exactly what tinmetable but at our present rate of
i ntendi ng to have sonet hi ng conpl eted before or by June we
will be paralleling that quite nicely.

| wanted to informyou that with respect to
t he conprehensive report that is not on our agenda today
we are very fortunate that an old friend of all of our's,
Jonat han Mbreno, has agreed to conme to the comm ssion over
t he sumrer nonths and provi de sone substantial witing
support for that. At previous neetings we were asked
about the status of other comm ttees.

Again the NIH has an advisory commttee to the
director | ooking at the location of OPRR and ny
understanding is that that report will be presented to the
advisory commttee to the Director of the ACD on or about
June the 3rd. W mght, therefore, as a group invite sone

of those menbers to conme to our January -- | amsorry, our
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June 28th or June 29th neeting. And to the extent that we
can get their report sooner rather than later we wll pass
t hat on.

| am al nost confident that | can say we were
-- we Wil be fortunate to have Ruth Macklin also join us
over the summer nonths to help with the internationa
project. This was so recent that it is an e-mail that we
exchanged just yesterday and the details have yet to be
finalized. | have not had a chance to share that
information with Professor Capron yet but |I think we wll
all be delighted to have Professor Macklin on staff for a
coupl e of nonths over the summer.

A couple of other quick itens and then I wll
be done.

This is now the tinme that the conm ssion
shoul d begin to think about new topics for its work. Part
of the purpose of going to the H Il was to find a
congressional interest but we expect to put on the agenda
for June another round of discussions with the
conmi ssioners about topics that they think are appropriate
for putting on our agenda.

There is an existing set that have not gone
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away so those -- staff will be preparing that list and

wor ki ng with conm ssioners. This does not have to be a
formal exercise waiting until June. |[|f conmm ssioners have
i deas and topics that they wish to send on so that we can
prepare a docunent please do so.

And | think the only other thing that | was
going to nmention is we have sone new materials that are
being literally put on your places as we speak. Materials
that have cone in fromLori Andrews, w th whom we
contracted to do a state survey for the stemcell project.
The revised or a revised chapter 4 of the HBMreport is
being printed now and it will be circulated to you.

Qbvi ously we do not expect you to have read it
having not received it but | wanted to at |east forestall
any comrentary about how the current chapter 4 does not
seemto match with chapters 1 to 3 and 5, and that was not
an intentional oversight. That was just the nature of the
writing process. W had to make sone research priority
deci sions and the chapter 4 got a little delayed so you
wi Il have that material by the end of the day and you can
gi ve us sone comments.

And other things will be comng up fromti ne-
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to-tinme to your tables.

Those are ny quick remarks unless there are
any questions that comm ssioners nmay have about any of the
itens that | have raised.

M5. KRAMER | have a question. At the
i nception of the comm ssion we received a ot of materials
on the issue of gene patenting and then it seenmed to go
away. Now are we charged with considering that issue? Do
we have any choi ce on that?

DR. MESLIN. | amgoing to --

M5. KRAMER Certainly -- it is nmentioned
specifically in the enabling statute.

DR. MESLIN: | amgoing to give a very short
answer and | do not want to put her on the spot but | my
ask Rachel Levinson to say sonething about that.

The short answer is that the specific | anguage
of the executive order says that we should as a first
priority direct our attention to considerations of the
protection of human subjects and the nanagenent and use of
genetic information not limted to gene patenting.

| am not going to interpret whether that neans

we nmust or we should not but that is what the charge is.
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There are other factors that have come into play. That
item has not been taken off the agenda. W have sinply
been working on the reports that we have been given but |
think it is an entirely appropriate question to raise in
the sort of next round of topics but maybe | can | et
Rachel add to that.

DR. LEVINSON: FEric is quite right that it
does appear that the words "gene patenting” do appear in
t he executive order fromthe President but that is not
enabling statute. O herw se there would be no way around
considering it. That does not preclude the conm ssion
froml ooking at the issue of gene patenting and
determ ning whether or not it has ethical concerns that
need to be addressed by the comm ssion. So there was sone
di scussion of it early.

It was not considered as high priority as sone
of the other issues, including human biol ogical material s,
which was felt to be nost pressing. So that if the
commi ssion | ooks at that again and says that it has either
been overtaken by events since that time or there are
certain ramfications that do need to be considered or do

not, that is certainly well within your prerogative to
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make that deci sion.

MR, CAPRON. Well, | suppose in that regard it
woul d be sensible to have sone technical preparation both
i n paper and perhaps by a witness. One of the people we
heard from when we were in Portland and whom we woul d have
heard from and indirectly, | guess, heard fromhis staff
when we began, was Senator Hatfield.

And the origin of the conm ssion, as you know,
is, in effect, a legislation -- an executive response to
an effort that Senator Hatfield and Senat or Kennedy and
others were trying to bring about on a statutory basis.
And | think one of the assurances to Senator Hatfield at
the tinme was that his particul ar area of concern, gene
pat enti ng, woul d be addressed by this conm ssion. And
three years into things if, as Rachel says, it has been
overtaken by events, that is to say if the patent office
or others have resolved the issue in a way which satisfies
t he kinds of concerns that lay behind Hatfield wanting to
have a comm ssion on ethics as the subject then we shoul d
know that and we can report that there is no need for us
to do this.

On the other hand, if that is not the case
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then I think we should have sonme background rather than
just going into it naively as to what is the state of play
on that issue.

DR. MESLIN. Were there other questions about
any of the remarks?

| think we will just nove on to the agenda and
let Kathi -- sorry, Larry has a question. Yes?

DR MIKE: One last thing. A word about the
extension of the comm ssion and whether even with an
extension that we should plan on our studies ending by the
end of the year 2000 since there is no assurance since
there will be a new president and we serve at the pleasure
of the president.

DR. MESLIN: Again | wll give perhaps a part
answer and maybe | et Rachel give the other part of the
answer. As we have planned the research products that we
have in the pipeline right now we are planning for
everything that we are doing to at |east have an end date
of Septenber the 30th, 1999. That would be unfair to our
contractors with whom we have an arrangenent.

Havi ng said that, nmany of the projects,

particularly the international project, for exanple, which
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is taking longer to achi eve because of sonme adm nistrative
things Ii ke OMB cl earances, has to have a -- perhaps a

| onger deadline. So we are preparing for the possibility
of having to issue whatever data and reports we have by
the end of Septenber and for the possibility of having
nore tinme both to conplete those reports, which I think

w || probably be necessary, and any of the other reports
that we are going to put on our table.

Did you want to --

DR. LEVINSON. | guess, all | could add is
that it is standard procedure for all federal advisory
commttees to have charters that only last for two years.
This is not unique to NBAC or any other group and that
ordinarily the Ofice of Managenent and Budget renews al
of them It happens that they do that in Septenber and
because our's happens to run out October 3rd we have asked
for that to be expedited and to nove that process al ong
faster. They are noving it along. There are no
objections so far but it is just that it has not been
executed and | woul d not second guess anyone as to say
whet her or not that is a foregone concl usion but

ordinarily it is considered to be a formality.
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DR MIKE: One last comment is that | am|less
concerned about that than the end of President Cinton's
termfor two reasons. One is that with a new president
anyt hing goes but the other is that I think we need to
have sone deadlines for this commssion. W tend to
dawdl e and | would like us to have a fairly firm ending
for any of the studies that are going beyond the two that
are contenpl ati ng now.

DR. MESLIN: Any other coments or questions?

| amgoing to turn it over to Kathi to wal k
you through where we are with the HBMreport. | think
everyone received the nmeno from Harol d regardi ng our plan,
hopefully, with this report to try and work through as
much of it as we can with our intention of comng to fina
agreenent at our next neeting in May so | will turn it
over to Kathi.

REVI EW OF CHANGES | N COVM SSI ON DRAFT

DR. HANNA: What | would like to do with the
time that we have until Alta Charo arrives is just go
t hrough sone of the -- explaining sonme of the editorial
changes in the draft and to tell you what you still do not

have, what m ght be junping out to you as m ssing fromthe
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draft, and then if we could spend sone tine going through
chapter by chapter. |If you could give ne -- obviously if
you have copy edits or you have found typos or that kind

of thing | would appreciate it if you just handed that to
me but if you have substantive concerns about anything in
the chapters one through three, because you have not seen
the revised four yet, maybe we should just focus our tine
on that.

The changes that have occurred in the draft
are nostly significant shortening of the chapters. Al so,
| went through and read all of the 97 coments we received
fairly thoroughly and tried to incorporate, where
appropriate, corrections or where people had concerns
about tone and tried to nmake changes there, and we have
already -- at the Princeton neeting we tal ked about what
the reviewer coments were so | will not go through that
agai n.

The comments that were in the preceding
chapters, not in the recommendati ons chapter, were nostly
corrections of fact or requests that we include sonething
or take sonething out.

In chapter one it is still -- | think can be
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shortened a good bit. | appreciate your comments and your
help on that. | think usually it is easier to wite the
first chapter after you have witten the rest of the
report so we mght have to wait until we go back to that.

Chapter one is not an executive summary so if
anyone thinks it is supposed to serve that purpose it is
not. We have not witten the executive sunmary. That
wi |l appear in the next version that you see in May.

Chapter two, which was very |ong, has been
shortened a great bit. Mst of the material that was
taken out of there was in Lisa Eisman's paper that she
prepared for the commssion initially. W are going to
take a lot of that material and put it in an appendi X,
al though certainly not all of it, but material we think
m ght be useful for people that are not as famliar with
the science or not as famliar wth how these materials
are used. And then, of course, her conplete report wll
appear in the volune two of the conplete set of the
report.

Chapter three and chapter four got reversed in
this last version and the reason for that was that we

t hought that the ethical analysis or consideration of the
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et hical i1ssues should precede the final chapter. So
chapter three, which used to focus on regul ati ons and
various guidelines and professional statenments, nowis
chapter three, that, too, has been shortened a good bit.
It al so does not sound as repetitive to have it appearing
in the mddle of the report where you are talking about

t he regul ati ons.

When it was in the fourth chapter you read
about the regulations and then you got to the fifth
chapter and you read about the regul ations again. So we
have tried to streamine that discussion a little bit.
Anybody that has any comments on how we m ght do that even
nmore, we woul d appreciate that.

So in chapter four -- you have just had a copy
put in your place in front of you and I think we wll
probably need to talk a little bit about that in our
di scussi on today even recogni zing that you have not had a
chance to read it yet. And since Eric so graciously
volunteered to spend a | ot of time reworking chapter four
maybe we will turn it over to himwhen we get there.

Chapter five, the recomendati ons have now

been placed back into the text so again any suggestions
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you have for the flow, the reasoning, whether the
recommendati ons are showing up in the right place, whether
it makes sense as you go through it, | would appreciate

t hat .

There will be probably four appendices. One
will be the -- we are going to include the conmon rule
itself as an appendix so we wll be able to downl oad t hat
and put that in as an appendix. | think for people that
are reading, particularly investigators or |IRBs, that
m ght be hel pful for themto have everything in one place
because we do refer to the requirenents in the conmon rule
and so we will just reproduce that in the report as a
servi ce.

Appendi x B will probably have the materi al
from-- that has been renoved fromchapter two. There
wi |l be an appendi x that again summarizes the findings
fromthe public sessions that were held and then there
wll be, as in the capacity report, an appendix that lists
and acknow edges all the people that prepared comm ssion
papers and commented on the report.

M5. KRAMER  Kathi, | am assum ng that the

flow charts are going to be reinstated?
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DR. HANNA: Yes. And there is -- we are
trying to figure out -- Dr. Shapiro would certainly |ike
to have a useful set of flow charts in the report. |
think we are going to have to work it out before Sean
| eaves -- he is our flow chart expert -- how we are going
to do that now and where we are going to put them

| think it would be very useful to have the
flow charts in the body of chapter five.

M5. KRAMER | agree with you and | think if
there is any way of incorporating references in the text
to the flow chart to help people use themit would be --
t hat woul d be good, too.

DR. HANNA: It has al nost beconme -- | have sat
down a couple of tinmes and have tried to figure out how to
design the flow charts and it really al nost becones an
informatics kind of an issue because there are so many
deci sion points that you begin to end up with a piece of
paper that is this wde that has arrows going all over it
and it gets very conplicated.

So we will try to make it as sinple as
possi bl e certainly and as clear as possible, and it m ght

be that we are going to have to have different flow charts
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for different people, depending on whether it is the
investigator or the IRB or a repository.

M5. KRAMER  Maybe this is a question for
Sean. Wuld it be possible to have at the begi nning of
the flow charts a "how to use these charts" sheet?

DR. HANNA: Sure. W can try anyt hing.
Actually we would like --

M5. KRAMER  Sort of assum ng just very, very
rudi mentary know edge of what it is all about.

DR HANNA: | think it would be helpful. It
woul d be nice if we -- if Sean could devel op an
interactive CD. That would really be the best way of
presenting it when you got to one point and then you
dr opped down and you had to -- | think that -- | nean, |
know that that type of a systemis used to train
i nvestigators on howto walk their way through the common
rule so we mght think about |ooking at that.

MR. CAPRON: Don't you think training should
begin a little earlier? | would suggest we talk to Parker
Br ot hers about a board gane.

(Laughter.)

DR. MESLI N: St eve?
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MR, HOLTZMAN. There is a board ganme now for
t he drug devel opnent process.

DR. MESLIN. He said there is a board gane for
t he drug devel opnent process.

MR HOLTZMAN:  $15, 000.

DR. MESLIN: $15,000. He did not push his
but t on.

As we will probably go through this when we
get to chapter five but since we are on those flow charts
everyone seens to be in agreenent that that is a good idea
but Kathi did nention sonmething and | do not know whet her
everyone was agreeing to it, which was focusing on the
consuners of the recomendati ons and devel opi ng fl ow
charts for the various consuners, IRB's, repositories,

i nvesti gat ors.

When people were saying, "Yes, it is a good
i dea to have hel pful flow charts,” were you agreeing to
that as well? That is a different set of flow charts.

MS. BACKLAR: Actually as you bring that up
one of the things, and | nmay have mssed it in ny travels
in the |ast few days and all the things that went on,

did not -- | saw the goals very clearly put out. | know I
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had in the capacity report a little sort of section which
said who we are directing these towards so that exactly as
you said that is sonmething that needs to be early on in
there. | would put it in that final chapter five.

M5. KRAMER  Eric, to back up to your
guestion, | think that a howto "how to use these charts”
page, if it was done at a very rudi nentary, you know, very
sort of very m nimal understanding base, it would be
hel pful to everybody, for those, you know -- for those who
understand it and can just nove through it quickly, they
wi |l nmove through it quickly. For those who have nore
probl enms -- and then perhaps in that way we coul d just
devel op one -- sort of one guide for everybody.

MR. CAPRON: Could I follow up with that? The
notion of having separate charts for separate functions,
that is to say there is sonething that an | RB does that an
i nvestigator does not do or conversely nmakes pretty good
sense. That is what has to be done at that point.

The notion of having separate charts for
separate people doing the sane thing puzzles ne and so |

woul d want to see what you have in mnd, why it is that we
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woul d be having separate charts. Not in principle against
it but puzzled as to what it would nean. So | think at an
early stage with the next iteration of the draft if you
coul d give us those alternatives.

One ot her technical question. | just noticed
in what we were just handed that we now have the
appearance of citations in the forns of parentheticals
wi th nanmes of authors and dates popping up here. Wereas,
in the version that we read prior to the neeting we had
sone of that and then sone footnotes to -- are we ever
going to have a unified style with this?

| find that for reading for this kind of a
report, the journal article format of having author's
names wth dates and so forth is not conducive to this
being read as a report. | nean, the footnotes work better
but we seemto be neither here nor there.

DR. HANNA: We have hired an editor and we are
in the process of bringing on a desk top publisher
desi gner and we have asked the editor to give us guidance
on the style.

Now in draft formit is -- blame it on nme if

you wish -- to keep the --
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MR. CAPRON: No, | understand. It is a place

mar ker .

DR. HANNA: -- name. Right. Because we are
still nmoving a lot of text around and when you are dealing
with footnotes and endnotes. It can get very nessy and

you can end up with your nunbering not correct. So for
now we are |eaving references in the body of the text.

We are going to use Chicago style referencing

inthis report. The -- | think the thing that has to be
dealt with right nowis the footnotes versus endnotes. It
beconmes a publication issue. |t becomes a design issue.
So any -- | nean, we would like to have the reports appear

uni formbut | have to say that between the cloning report,
the capacity report, and this report they are not going to
be uniform They are not -- | nean, each one is going to
have a different style.

MR, HOLTZMAN. Coul d | suggest the
conmm ssioners ask the staff to deal with those issues and
if any particular conm ssioner has a particular interest
init they deal with the staff directly?

DR. HANNA: Ckay. Wiat | would like to do is

just nove chapter by chapter and tal k about again any
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maj or concerns, om ssions, questions you have. As | said,
we Wil be preparing a brief executive summary. W can do
the same kind of executive sunmary that was in the
capacity report, which is sonme summary text and then a
listing of the recommendations. You m ght want to have a
shorter executive summary. One that does not list all of
the recommendations but |ists the major recommendati ons.
So that is the kind of thing we need to think about a
little bit.

The executive sumary w |l be published
separately as a shorter docunent and | woul d not advise
that we just publish chapter five as an executive sumary.
It is far too long. So chapter one -- the intent of
chapter one is really just to kind of |ay the groundwork
and since chapter one has been witten for a very |long
time and has been edited by a | ot of people over and over
and over again, it is beginning to get this kind of
squishy feeling to it. So any suggestions that you have
for how we can tighten it up or change the tone, why don't
we just focus on chapter one?

Everybody likes it?

DR. CHI LDRESS: The risk is that by proposing
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anything we will sinply add to the squishiness since you
have already indicated that the things we have seemto do
that and this nmay sinply be a case where agai n soneone,
you or soneone else, will need to go through and really
reshape it according to this discussion and building on
the text that is there.

DR. HANNA: Steve?

MR. HOLTZMAN: | actually nentioned this to
Kat hi before the neeting started in ternms of a little of
tightening of it and thinking about where we are going to
go with our distinctions. |If you go to the bottom of page
three, and this carries over into four, where we talk
about unidentified material that is not linked to an
i ndi vidual or his ongoing nedical record, just being clear
about the difference between when it links to the identity
of the individual versus the information, which may not
get you to the personal identity, and working through
t hat .

In a related fashion when we tal k about the
ability to go back to the source, sonetines you can go
back to the source, the tissue, because in the hands of

the investigator the sanple is linked to a specinen but
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t hat speci nen has been delinked fromthe person. And so
just as you read it through thinking about what is at
stake here, is it really going back to the specinen or
goi ng back to the individual, and just as you read through
it being clear.

And then, you know, simlarly if you | ooked
down on page 20 -- at the bottomof page 4 in lines 22 and
23, when you are tal king about "...when nedical
i nterventions are not avail able, having one's specinen
linked with a disease predictor..." well, if and only if
it can be tied to you and you are informed of it in terns
of it being troubling. So again | think if you just read
it carefully and ask what is at stake it will be clear.

DR. HANNA: Any other concerns in chapter one?

We have tried in this draft to -- | nmean, we
have been accunulating -- the previous full draft that you
saw was the Decenber 3rd draft that went out for public
comment and we continue to collect articles and, you know,
scan journals for information that is nore rel evant, that
IS nore up-to-date and state-of-the-art. So we have tried
in this draft to include nuch nore recent references and

doubl e check the references that we already had but if
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anyt hi ng has crossed your desk that you think we should --
is inmportant and should be included in here, please |let us
know.

DR. MESLIN. | wanted to, also, point out what
you have already seen and that is that there is an
addi tional box that is placed at the end of this chapter
which refers to the Iceland decode case and the question
ari ses whether you think it would be -- that is chapter
two. Sorry. Never mnd. Pardon nme. | was going to ask
you this question anyway. Wether there are peopl e that
you think we mght want to ensure that we have on board at
the next neeting so you will forgive ny junping ahead.

M5. BACKLAR: | am wondering, and | ama
little afraid that | may have mssed it, but is genetic
information different fromother nmedical information in
that section on page 6. Do we actually -- do you actually
make clear that one of the issues that nmakes it different
-- that may nake a difference is the uncertainty that
there are only sone pieces of genetic information that are
certain? | amnot sure that | found that in there.

DR HANNA: In this section that Trish is

referring to does anyone have -- | nmean, this is an issue
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t hat obvi ously has been percolating for some tine in the
origins of even separating genetic information out at al
cone fromthe fact that there used to be or inits |ast
days a genetics subcommttee, and so that group started
its work with that focus in mnd and then started to
broaden the scope of its analysis to include other types
of nedical information.

| have tried in this draft to elimnate,
wher ever possible, the distinctions or inappropriate
di stinctions between genetic information and ot her types
of medical information but | know that there were sone
conmmi ssi oners who expressed the opinion that they thought
that there were sone distinguishing features about genetic
information so that is why we have left this section in
her e.

So if anyone has any concerns or feels that we
need to change the wording in any way | woul d be happy to
hear about that.

MR. CAPRON: On page 12 we have the section
entitled "Moral Significance of the Rel ati onship Between a
Person and His or Her Body or Body Parts.”™ Now at one

Il evel that is one of those headings that is going to have
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a zing. | mean, in the sense of the relationship between
the person and his body or body parts, well wthout the
body parts the body, the person is rather an abstract
notion but that idea itself could be explored. | nean, is
there a sense of personality and personhood that is quite
i ndependent of body and, you know, we get to the whol e
question of, if so, where does that reside.

But it struck me that | expected to see and
maybe | have m ssed |ater on in the report sone further
exploration of the ideas that are raised in lines 11
through 17 there where it says sonethi ng about
"...selective Western religious traditions offer sone
insight into the significance of the human body." And
then it goes on to say "...but cultural differences can be
significant because of the different synbolic nature or
status cultures attach to specific body parts or tissues."”
Yes. | nean, have | mssed that? |Is that fully
el abor at ed el sewhere?

DR. LEVINSON. On page -- | was going to bring
this up, too. On page 97 where there is a discussion
about commercialization and property rights that comes up

again and it tal ks again about sone of the issues that you
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are raising. | amnot sure whether this really answers
your question but it tal ks about conflicting religious and
phi |l osophical traditions and so it is discussed a little
nmore. | was concerned at one point about whether or not

t hi ngs were redundant but they are not but they also are
not well-tied together with one expandi ng on the other.

MR. CAPRON: Rachel, ny concern is not
redundancy here but that | do not cone away fromthis
knowi ng even topically what divisions there are. So, so
what in a way. | nean, if we were later to say sone of
t hese divisions are so extrene because of views about the
burial of body parts with the person or the ability
through this information to gather information that has
portent for a person's life and, therefore, the way people

fear bei ng phot ographed at one point because your spirit

was captured in the photograph. | nean, also, | do not
know where this is going. It is just sort of an illusion
that, yes, there are cultural differences. | do not even

know topically is what | am sayi ng.
The only thing that is referenced here is that
the traditions generally favor the transfer of human

bi ol ogical materials as gifts and I had not -- | did not
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go and | ook at whatever this piece by Courtney Canpbell is
and what he says there, and | amnot sure whether the gift
that he is talking about is primarily the transplant use
of body parts, which is not at all an issue here, or the
notion of a gift of the information contained. You are
answering it is the forner. Then it is really irrelevant
here largely it seens to ne.

| mean, the notion that when a famly nenber
dies one is noved to say, 'I can nmake a life-saving gift
of the heart or whatever to soneone else' is very
different than the notion of 'Wen ny pancreas was renoved
and put in a jar in the pathology lab I am thereby,
gifting the scientific community with the information
canpaign therein.'" | mean, it seens to ne a little apples
and oranges.

So | found this frustrating particularly
because the heading of the section for all its anbiguity
that | suggest that exists init, the noral significance -
- | mean, this sounds |like our home territory, doesn't it?
| nmean, that is -- we are conm ssion on ethics and yet it
does not -- the paragraph does not say anything other than

there are issues there and they differ culture to culture
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and by religious views and so forth. And | think we are
al nost saying that we knew this existed but we have not
taken it into account or told the reader what it consists
of .

DR. MESLIN:  Steve?

MR, HOLTZMAN: First off, if | renenber
correctly the Canpbell references to that wonderful paper
that was witten for the comm ssion, which will be
attached in appendi x 2, and does go into great detai
about how the transplant gift nodel should be construed or
t hought about as a nodel in the context of biological
materials. Now whether one enbraces that or not, it wll
be in the full report in the sense of the appendi x there.

MR CAPRON: Steve, may | respond? | agree we
do not have to repeat in the text everything that is in
t he appendix but if what is in the appendi x has, in fact,
informed our thinking |I think there should be sone
reference to it and it may be that chapter four -- and
that is why | say having not read the new chapter four
was flipping through it to see, well, is it here. | nean,
that -- this is -- that is the chapter on the ethica

perspectives onit. Is it there? And it may be the
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answer. Is it, yes, that it is there?
MR, HOLTZMAN. | do not disagree with you,
Al ex. | amthinking in terms of here to keep a concise

first chapter I think what is at stake here is we are
trying to explain why this is an i ssue now

| f you read the first sentence of this
paragraph really the subject of this paragraph is
i ncreasi ng awareness in the nmedical community and | think
one could give a few nore exanples here such as the one
you are indicating to say that there is nore of an
awar eness that we just cannot take these tissues and do
anything we want willy nilly, all right, because of such
things as cultural practices about burying body parts, et
cetera, et cetera, and that m ght be enough here but we
then in chapter four want to go into a deeper discussion,
| think, would be appropriate.

DR. CHI LDRESS: Yes. Maybe part of the issue
is that in the chapter four in the ethics part, and |
promsed Eric | would help himrevise this, this tinme, but
| have just becone a conference planner so | do not do
substantive work these days, and | hope to help rectify

that on another turn but it does seemto ne that perhaps,
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in part, because chapter four is set up to focus only on
the secular side of things that we may not attend to sone
of the larger philosophical, religious and cul tural things
that are very, very inportant if we are ethically about
the matter. It is not sinply in a broader sense.

Now we do try to attend to sonme of that in our
effort to think about comunity views but it does seemto
me that we mght in trying to put this in final form ask
whet her this kind of conceptual phil osophical question,
whi ch al so has parallels in theol ogi cal discourse, m ght
be sonmething we would want to at least do a little bit
nmore with in chapter four.

MR. CAPRON: And isn't that particularly true
because the community concerns that we tal k about
primarily are stigmatization concerns?

DR. CHI LDRESS: Right.

MR. CAPRON: Not cultural differences and
views but just the uniformview that any identifiable
group has that they do not want to be singled out and hurt
by this process.

DR. HANNA: Trish, did you want to say

somnet hi ng?
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MS. BACKLAR: | thought that the point you
have just made is inportant and probably want to | ook at

this alittle bit nore in nunber five so that one revisits

it inafewplaces. | think that is right.
DR. HANNA: | had a question about this
section nyself and that is | was wondering if -- | nean, |

actually considered just taking it out at one point
because | felt that it was -- it led you to believe there
was nore in the report than there actually is. But then
when | reread it | thought it m ght also be useful to not
just talk about the relationship between various cul tures
and their views of the body and parts of the body but al so
about nedical information and heal th status because |
think there are also cultural differences there as well
and it is not just -- it is not just the body or the bl ood
or the tissue. It also has to do with nedical information
or what can or cannot be reveal ed about health status.

| was wondering if we do expand this whether
it would be useful to tie that in as well.

MR CAPRON: | think that is a topic to
address. | do not think I would put that under the noral

significance topic in the same way about the noral
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significance of body. That really is -- if -- in your
cultural view either information about famlies is very
sensitive. | nean, sone famlies -- everybody tal ks over
t he back fence about the illnesses in the famly. It is
topic A, In sonme famlies it is a disgrace to recogni ze
the existence of an illness in the famly for cultural
reasons.

It does not seemto ne it cones here but it
should -- could certainly come out if we are having a
di scussion later on of the type that Jimtal ked about
where we are saying that there may be community --
different comunities may view this differently as well as
all being concerned about not being stigmatized. They may
regard the notion of information about people or famlies
or whatever sonewhat differently.

DR. MESLIN. Maybe | should just say a quick
word about four. W are not there yet but when you read
four this evening or tonorrow or at sone other point you
may want to focus in on two itens.

One isinthe list that we give, it turns out
to be on page 70 of the docunent that was handed out, we

provide this set of interests and do a bit of work there,
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| left on line 26 of page 70 the phrase "concerns about
commercialization.” It just is staying there. It has not
gone anywhere and it really picks up part of what Rachel
was sayi ng.

But if you were to flip to page 80 you w ||
see that that phrase has not been used. The phrase that |
inserted as a placehol der are "concerns about
i nappropriate co-nodification of the body and its parts,"”
which is a kind of way of addressing what was in chapter
one and your questions, Alex, and tying sone of what
Rachel had said.

So you may suggest to us by e-mail and we w ||
certainly get Jinls input because there really are
gquestions about gift giving and donation and what it neans
to give one's body or its parts that are not sinply the
ki nd of commercialization question that our public
comments have drawn to our attention even though you are
focusi ng unnecessarily on sinply the "maki ng noney" off of
these parts as if that was the only property based worry.
There are other types of cultural issues so any input that
you can give us there | think will be hel pful.

MR. CAPRON:  You mght want to | ook at the
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wor k of Margaret Jane Raden on this. Her prinmary concerns
were not body parts but were people as such becom ng co-
nmodi fi ed but she made clear that you can have co-

nodi fication wi thout having commercialization, which

think is what you are tying in.

DR. HANNA: Any ot her comments on chapter one?

Ckay. We will go to chapter two.

MR, HOLTZMAN. Just as a process question, do
you want to just say -- anyone have -- when we are doing
contracts we will say does anyone have coments on page
t hus, thus, thus or where is the first coments.

DR MESLIN.  Page 25.

MR, HOLTZMAN: It actually gets agreenent.

Sil ence neans you cannot say anything further. M first
comments is on 30. Are there any before that?

DR. MESLIN:  Anything on 26?7 Anything on 27?
28? (oing once. 29?

M. Holtzman?

MR. HOLTZMAN: Well, this schema we introduce
starting on 29 is very inportant throughout the report and
so you mght think of some sort of way you want to unbury

its first appearance potentially fromjust the m ddl e of



10

11

12

13

14

15

16

17

18

19

20

21

22

40

two. | do not know if it belongs up front or you do it in

a box or sonething along those lines. You m ght think

about that. | think you should use certain typographic
conventions |i ke one 31, |ine 13, when you have "...that
is specinmens..." and then parenthesis, bold, "specinens."
Again | think it can be -- a lot of the work in this

report is hanging on how these terns are being used. So |
just -- | think you should think about those conventions.

MR. CAPRON: Excuse ne. Could you explain --
| just m ssed typographically what you were --

MR, HOLTZMAN. | was just suggesting bol di ng
the word "speci nens” on line 13 on page 30, for exanple.
But again | do not want to get into the detail here. Just
| think it is inportant. A |lot of people are just going
to go and read the reconmmendations. You do have it in the
back there and maybe that is sufficient but just give it
sone t hought.

| have a comment on 32 as well but go ahead.

M5. BACKLAR: It is just online -- it is a
m nor comment. On line 7 1 think you neant to wite
"affect"” and not "effect."

MR. CAPRON: Are we engaging in -- if Dr.
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Holtzman is going to be engaging in what font we put
things in |l wll engage at the level of words. | was
goi ng to suggest we take the word "speci nens" out of that,
the "i.e. specinens.” | nmean to say human -- "Repository
collections are of one of two types, unidentified

speci nens and identified specinens.” W do not have to
have said "i.e. specinens” in the first place. W already
at the beginning of the report said that specinens is a
word we use, | think, for the collection.

M5. KRAMER: | want to contradict you. | like
it the way it is because |I think it is confusing. W have
been doing this for two-and-a-half years and we still get
confused and | think that anything that lends clarity is
hel pful to people who are reading it.

MR. CAPRON: And | am suggesting it does not
lend clarity as you are reading along and are about to be
told that human biological materials are either
unidentified specinens or identified specinens to pause on
the way to say that they are specinens. O course, you
are about to learn that they are specinens, identified or
unidentified. So that is why |I would not use that word

right there but perhaps this would go on too long if we go
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word by word.

MR. HOLTZMAN: | have a comment on page 32 in
the section on "coded sanples.” | amnot trying to change
anything. | just want to nake sure we have this right.

Soif we read it we are dealing with things that are
linked by a code. The paradigmin mnd is the researcher
has speci nen X back in the repository. They know that X
equal s John Jones, right, "...with a code rather than..."
reading "...a code rather than a name or any ot her
personal identifier...where the repository retains
information |linking the code to particular human
materials..."

Again | think it is linking it to the person
that is at stake as opposed to the particular materials.
You, the investigator, got it fromthis paraffin block
It could be an anonym zed paraffin block. So | think that
it is inportant that the tie is to the person here.

"...or where the extent of the clinical or
denogr aphic information provided with the sanple..." |
al nost found that this was -- you were sliding over into a
case where, in fact, in virtue of there being such

extensive information it became what i s nunber four,
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"identified."

So I would ask everyone to read it clearly and
see if we just slid those two cases together because if
the investigator can do it then it is identified.

Ri ght, Kathi ?

DR, HANNA:  Yes.

MR. HOLTZMAN: So that cannot be right. So
again | would just encourage you to |look at that carefully
to see if it distinguishes the cases.

MR. CAPRON: | think Steve has an inportant
point. Shouldn't we see exactly how identified sanples,
nunmber four, would read if that point is to be made
because, in effect, what we would be saying is it is
irrelevant whether it is named or coded if it is
identified through clinical denographic information
provided with a sanple sufficient that blah, blah, blah,
"...could link the biological information derived fromthe
research...”

MR. HOLTZMAN: Right, that the investigator
could. I think we have al ways agreed to that, right, that
it is going to be blocked. But clearly, you know, if | do

not say it is Alex's sanple but | say it is fromthe
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bi oethics guru fromthe University of Southern California,
et cetera, et cetera, it is probably sufficient
denographic information to -- and that would, therefore,
be identified. That was conplinentary.

MR CAPRON: | would like to go on the record
as objecting to that description but otherw se your point
i s taken.

DR. HANNA: Steve, do you want to suggest how
we can fix that or does it just sinply involve renoving
that last qualifier?

MR. CAPRON: | thought it was a question of
moving it, not renoving it, because if Steve's point is
correct it is a matter of --

MR, HOLTZMAN: It is a matter of if it is a
gene and it is identifiable. It is.

MR. CAPRON: Right. And it is different from
t he | anguage we use down on line 13 where we say "...wth
a personal identifier such as a nane or patient nunber
sufficient to allow the biological information."

| nmean, it is one thing to say your patient
nunber, your social security nunber, your nanme are

basically all equival ent because there are a | ot of places
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where the two of themare |isted.

What we were saying up on lines 8, 9, 10 or 7,
8, 9, 10 is "clinical or denographic information" of the
type that Steve was just describing. You know, a 34-year
old nother of six with breast cancer and Hodgkin's
| ymphoma at Cleveland Cinic in July of 1998. There was
only one person who fits that description. Wth that
clinical information you do not need a nane or a nunber to
figure out who that is.

MR. HOLTZMAN: So there is two pieces, right.
There is, is the information sufficient to zero in on the
person? And the second, who can do the zeroing? Nanely
the investigator because by definition the person hol ding
the code in the repository in virtue of having the code
can only zero in.

So |l think it is nmoving it but I think what is
at stake, Kathi, and again | amdoing this on the fly, is
clinical and denographic information provided with the
sanple is sufficient for the investigator to |link the
bi ol ogi cal information.

DR. HANNA: So you woul d say then you would

remove the reference to the repository or a third party?
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MR. HOLTZMAN: | think so. | nmean, what makes
it identified in the relevant sense of four is that the
i nvestigator knows who it is however they know.

MR, CAPRON. Whuld you accept "investigator or

third party" as opposed to the repository that is because

MR, HOLTZMAN:  Yes.

MR. CAPRON: And so it is really a question,
isn't it, of expanding line 13 with a personal identifier
such as nanme or clinical information, clinical or
denographic information, and then the sufficient to allow
the et cetera, et cetera, and nodify that to explain what
we are tal king about.

DR. CHI LDRESS: Rachel observed, and | think
rightly, that would just conplete three and four.

MR. CAPRON: No. No. The rest of three
stands. Coded sanples that are -- that do not have that
addi tional --

DR. CHI LDRESS: But that part makes it
identified in a sense, four, doesn't it?

MR. CAPRON. What we are saying is that that

description does not bel ong under coded sanpl es.



10

11

12

13

14

15

16

17

18

19

20

21

22

a7

DR. CHI LDRESS: It bel ongs under --

MR. CAPRON: It belongs here. That once you
nove there --

DR. CH LDRESS: ©Oh, so once you nove -- okay.

MR. CAPRON: W are noving that text. | think
we have to note sonmewhere here that is exactly what we
have done either by a parenthetical -- clinical
i nformati on or denographic information even when attached
to a "coded" or even with a sanple that does not have a
name or a patient nunber. The idea is to say that
sonet hi ng becones identifiable through this process and
the fact that it was coded with a unique code rather than
with your social security nunber does not keep it from
being identifiable, belong to an identifiable --

DR. CHI LDRESS: This had to do with what you
wer e addi ng before, | think.

MR. CAPRON:. Adding the basic | anguage of 7
and 8 where it says, "Cinical or denographic
information.” So that under 4 as | would see it, it would
say, "ldentified sanples are those are supplied by
repositories fromidentified miterials wwth a personal

identifier such as a nanme or a patient nunber or clinical
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or denographic information sufficient to allow the
bi ol ogi cal information derived fromthe research to be
linked directly by the researcher to a particul ar person.™

MR. HOLTZMAN: That is exactly right.

DR. CHI LDRESS: | guess | am not convinced
that that latter addition nakes a | ot of sense for 4.

DR MIKE | think what we are confusing is
the rare exceptions that will break the rule and | think
we cannot do it, Alex. | nean, you cannot -- we recognize
t he exceptions that in unlinked there are sone sanpl es
that there are eight Natives in an Al askan vill age.
Everybody knows who they are no matter what, whether you
have a nane on them or not but we cannot put that in the
category and | think we have done that in terns of saying
there are exceptions where an IRB has to | ook and normal |y
you would say it is anonynous or unlinked but they can be
identified and you just have to | ook for these situations.
| think we address that in the recommendati ons chapter.

DR. HANNA: Steve?

MR, HOLTZMAN. That may be -- so let's break
it down into two problens. The first, | think it has to

come out of the definition of coded. Al right. That is
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very clear that that is not what coded neans. |If the

i nvestigator has information in their hands descriptive of
t he individual such that they can identify the individual
it is not coded. That is the first point. That is why
this does not belong in three.

Now whet her you want to rewite four and
expand with personal identifiers such as a nane, patient
nunber or sufficient descriptive -- sufficiently
descriptive information to be able to identify the person,
that is all we are saying. W are not trying to get at
all the rare exceptions. And if you | ook at OPRR gui dance
on this, they actually say that although it is conmon
sensical that --

DR. LEVINSON. So you are suggesting that
tightening the definition in three and making it nore
restrictive but in a sense nore usable by peopl e who want
to have their sanples coded --

MR. HOLTZMAN: | amsaying that this one is
sinply wong and that what we neant by three -- | am not
recomendi ng any change from what we have neant all al ong
in ternms of tightening or untightening. Now maybe in

terms of what got witten here it is tightening.



10

11

12

13

14

15

16

17

18

19

20

21

22

50

DR. LEVINSON: That is what | nmeant. And
transferring sone of the information that could have been
construed to be included under three and putting it in
four to make it clearer. Not changing but clarifying.

MR. HOLTZMAN: You can transfer all of -- al
of the information you ever could transfer you still can
transfer. The question is whether or not that information
is sufficient to say that is John Jones -- the
i nvestigator can say that is John Jones and if that is so
you can identify the person.

DR MIKE WAit, wait, wait.

MR. HOLTZMAN: W have said that all al ong.

DR MIKE Wit a second. W are talking
about conventions. W are not tal king about individuals
being able to be identified. W are talking about
conventions when there is an identified sanple. The
intention was to identify a person and to send on the
information with a patient nane or some marker that
identifies themand everybody knows that. The unintended
identification should not be within the definition of what
we are using here.

M5. KRAMER Right. Exactly. | thought that
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three -- three cane out of cases where it was not going to
be apparent who the information -- who the sanple had cone
frombut through collusion it could be divined. So to
make those changes doesn't that make three too much |ike
four and not address the other case? And i f you want to
tell me | amtotally confused I will believe you.

DR. MESLIN: Bernie will.

DR. LO darification suggestion. Let's try
and keep the categories fairly clean and in the paragraph
say the real world is not so clean and there are going to
be instances cone up where the |ine between three and four
gets confused and even though the intent was not to
identify individuals it may be readily available -- you
know, it may be readily possible to do so because you have
transferred so nmuch clinical information and there are
smal | nunbers and that I RB's and researchers are going to
have to puzzle and deliberate about those issues but not
try and solve it as a definitional problemand just say
definitions will not answer all our problens and there
wi |l be tough cases where ethical considerations that
usually go in four actually nmay also be in play in things

that seemto go in category three but it seens to ne that
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definitions have to be sort of clean to be usable and we
have to try and -- not try and sol ve everything by making
a definition --

DR MIKE  You know, this is a discussion we
had in that conference call and | think it is addressed in
a paragraph or so in the conclusions and recommendati ons
section.

MR CAPRON. | want to recant ny agreenent
with Dr. Holtzman. His brilliance clouded ny thinking.
think that Bernie's coments and Larry's conments really
put the finger on the right thing. Coded sanples are
treated differently than unidentifiable sanples precisely
because of this potential, either that I will get the code
book or, as it says here, that | have sufficient clinical
information. | think since we end up for all intents and
purposes treating three category three and category four
very simlarly for what we do with themit is stil
worthwhile to note that they are facially different and |
woul d suggest we not change this and, as | say, | recant
my earlier enthusiasmfor Steve's suggestion.

DR MESLIN. Any comments on page 337

DR. CH LDRESS. Well, assum ng we are
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accepting sone of the earlier changes.

DR. MESLIN. Right.

DR. CHI LDRESS: WMaybe we can --

(Si mul t aneous di scussi on.)

DR. CH LDRESS: -- repository, for exanple.
You were not proposing that we --

MR. CAPRON: | was proposing that we not nove
fromthree to four the identifiable but --

DR. CHI LDRESS: Potentially identifiable.

MR CAPRON:.  Yes.

DR. CHILDRESS: | amstarting to agree with
that. | just wanted to make sure that what we were
retaining, though, of Steve's earlier proposal and sone of
t hose ot her changes were accept ed.

MR. CAPRON: Right. But the point -- the
poi nt of having the | anguage "repository" under the coded
sanpl e woul d be repository has the list of nanes and code
nunbers. "Researcher" has the list of research results
and code nunbers. A person fromthe repository for
i nnocent reasons, for malicious reasons, for whatever,
going with the list of nanes and codes and taking the

ot her information could put the two together and say |
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knowit is Ms. Jones. So | do not think that repository
is distinct fromthe --

DR. CH LDRESS. Well, | thought it was given
the way we were distinguishing the specinmen and the sanple
and that was part of the direction we were going here.

MR. CAPRON: This is just descriptive of a
situation in which the information provided is sufficient
where the -- soneone fromthe investigator or the
repository or a third party could, in fact, link the
bi ol ogi cal information derived --

DR. CHI LDRESS: But being inpressed with
Steve's comments earlier | thought the point was that
presumably if we are tal king about a coded sanple that is
al ways the case it is sonmewhere in the repository and you
can probably do that on a coded sanple but we are not
talking fromthe standpoint of sanple, that is at is
appearing for the investigator -- to go back to your
comment about specinen. W are tal king about specinmen in
a different way. W are tal king about that froma
repository standpoint. And | totally mssing the
di scussion earlier? Steve, is that --

MR. HOLTZMAN: That was one part of ny point
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SO respecting Steve's confusion as opposed to brilliance,
| am happy to leave four as it is. | would be happy to
just settle on the very sinple point about three. Al
right. | do not think it is correct to say that a coded
sanpl e sonetines terned linked or identifiable are those
supplied by repositories fromID d material with clinical
or denographic information sufficient to allow the
investigator to identify the person. | have just taken
out all the words in between but | have read grammatically
what that says. | do not think that is the definition of
coded and, therefore, ny recomendation is | eave four --

MR, CAPRON: But you have not read the
sentence --

MR HOLTZMAN: | did. | read the --

MR, CAPRON: No. |If you do -- if you do
sentence structure the "where" that you are referring to
does not substitute for the with a code. It is where the
repository retains information |inking the code or where.
So it is material -- it is supplied with a code rather
than a name or other personal identifier where the extent
of clinical information provided wwth the sanple is

sufficient.
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Now you can still take the word "repository”
out of there if your point is the repository has the code
so it does not care about the extent of clinical
i nformation.

DR. MESLIN: | amgoing to make a suggestion
that this is a good opportunity for sone wordsmthing. |If
necessary, |laptops are available as are tablets and pens,
and | think if we circulate it, it mght be helpful. W
may not in a sense resolve it by a back and forth.

On the other hand I do want to rem nd
conmmi ssioners that in the e-mail that was sent out a
little while ago the attenpt to try and nake this nore
sinple by renoving both identifiable and unidentifiable
fromthe text, where possible, and substituting the
conbi ned terns coded and identified and unlinked or
unidentified where unidentifiable exists may help. Since
that was -- | take it the silence on the e-mail was
agreenent with that convention | think that can help sone
of this and if Steve and/or Al ex have text that they want
to propose naybe we can bring it up for discussion as we
nove along. That is just a suggestion.

DR M I KE: One | ast conment. | think the
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confusi on between what we are tal king about, if you | ook
in three there is an "or". It is the "or", the second --
the phrase followng the "or" is what is causing confusion
and | think in the normal convention we are tal king about
a coded sanple and that there is a possibility that the
repository or third party investigator can find out who
that person is and maybe we should just leave it that way
by elimnating that little phrase that follows the "or."

M5. BACKLAR: Yes, that is exactly it and, in
fact, because what you are tal king about is human
materi als and where, and then you m ght want to take out
repository because it is kind of redundant. They know
already. So that is it because you still want -- what you
are linking this second half of the sentence to is to the
codi ng. Because you have the coding these other things
can add to the information or a way to get back to who it
IS precisely.

DR MIKE: Alta, we are on the stemcell now

(Laughter.)

DR. MESLIN:. Alta, we have been wal ki ng
t hrough page by page and we are at approxi mately page 33.

DI SCUSSI ON OF DRAFT REPORT
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M5. CHARO (Ckay. Thank you. | apol ogi ze.
My puddl e junper was |late comng in from Dul |l es.

M5. KRAMER Are we on page 33 now?

DR MESLIN:  Yes.

M5. KRAMER: Wien | read this, which was a
week ago, several days ago, it seens to ne that the
exanple that is given beginning on line 12 conflicts with
the statenent or with the sense of the paragraph that
begins on line four and goes through ten because the | ast
line of the exanple, lines 22 and 23, says, "May retain a
record of a group of 100 sanples used."”

Steve, didn't we in discussing this in the
past -- we could go -- the researcher could go back and
get sanples again fromthe entire field of specinens from
the repository. So doesn't that make that then conflict
with that paragraph above?

MR, CAPRON:. | think that this was an exanpl e
that we tal ked about where we hoped that the nunber was
| ar ge enough and that we neant that you really could not
make nmuch of a statenent about these hundred people at al
fromthe data and that all you could be told by the

repository was we will give you -- we kept enough of a
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record that if you need another sanple fromall 100 of
those people we will do it but we cannot tell you which
one i s which.

M5. KRAMER: | think -- now | renenber what
bothered ne. It says -- on line 9 where it says,
"Therefore, there is no way to go back and get nore
i nformati on about the source or to get another piece of
the sane sanple,” which | believe is understood the sane
particul ar individual sanple. But you could go back and
get -- since the repository has retained a record of the
group of 100 sanples you could go back and re-sanple the
entire group. So | just wondered if anyone el se has a
problemw th that. Do you see a conflict?

M5. CHARO Bette, are you asking about the --
| nmean, there is two things here. There is the
information and the other is a sanple. You are right,
they could al ways go back and get nore material. And is
that what you feel is causing the conflict?

M5. KRAMER Yes. Inny mnd, as | read it,
there was a conflict there.

M5. CHARO Bette, would it clarify things if

it were to say that there is no way to go back and get
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nmore information about a particular source or to obtain an
additional sanple linked to a particul ar person?

M5. KRAMER Right. What | added was, right,
that there is no way to go back to get nore information
about the source or to get another piece of the sane
sanpl e other than to sanple again the entire group

MR CAPRON: | liked Alta's adding the word "a
particular” instead of "the" before "source.” It is a "a
particul ar source or another sanple froma particul ar
source. "

MS. KRAMER  Right.

M5. CHARO O her than to sanple the entire
group is also very good because it clarifies what you
actual ly do.

M5. KRAMER Well, then it connects it to --
if anyone is reading that carefully.

M5. CHARO R ght, exactly.

MR CAPRON.  Yes.

M5. CHARO Were there other comments on this
page? Continuing on in the chapter.

Any conments on the description of the Icel and

Heal t h Records Database? | would like to offer up one
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comment on it then if | may. This would be the box which
follows the final page of this chapter, page 49. Wat
woul d t hen becone page 50 is a box on the Icel and Dat abase
Project. The box describes sone of the privacy concerns
about the dat abase.

| was wonderi ng whet her people thought it
m ght be hel pful to nention sonething about the soci al
background in Iceland with regard to the availability of
heal th i nsurance coverage to citizens and the
possi bilities concerning unenploynent so that there be a
little nore social context to understand the magnitude of
the risks associated with a breach of confidentiality or

whet her peopl e thought that m ght be over kill.

M5. KRAMER: | like it.
DR MESLIN. | agree.
M5. CHARG O course | do not. | know t hat

t hey have got universal health care but | do not know
anyt hing el se about I|cel and except that they have got a
very cool |anguage.

M5. KRAMER  Zer o unenpl oynent.

MR. CAPRON: A general question for Kathi and

| guess for everyone. W have had di scussions about the
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way in which repositories of information are likely to
respond to the growing interest in having current access
to materials. There is description here on various
repositories and their behavior.

What | do not think | saw here and | woul d be
happy to have it pointed to nme because | mssed it is a
description of sonmething that Steve set forth at sone
poi nt maybe as long as a year ago or nore ago, Steve,
about the ways in which conpanies in the kind of work that
he does are devel oping rel ati onships with sources of
mat eri al s.

And what | have in mnd is making clear that
there is, in effect, the potential for ongoing business
rel ati onship which can then be responsive as it were --
that part does not have to be in this chapter but it forns
t he background -- to the kinds of forward | ooking
reconmmendati ons we have in our report because the inmage
that one gets here otherwise is of individual researchers
in a university who have a coll eague in the pathol ogy
departnment whomthey call up and say, "Can you get nme 50
tumors of this or that sort."

And there is -- that, | gather, is, you know,
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one nodel and it wll be an ongoi ng nodel but | gather
that the conmercial conpani es are devel opi ng rel ati onshi ps
in which they are going to have all sorts of
specifications as to what they want and so forth. And our
sense, | think, is that part of what that relationship
shoul d be built around are a set of expectations of what
is going to be told to people whose material is going into
that repository and neans of continuing to contact themif
t hey have checked off boxes indicating that they are
willing to be in research if they are notified of the
research or if they get the research results, et cetera,

et cetera.

And if that structure is not made cl earer here
peopl e may wonder, well, what do we -- are we presupposi ng
bi gger changes in the industry as it were or really just
adding rules to an industry that is already devel oping
because of the comrercial potentials here?

DR. HANNA: Steve?

MR. HOLTZMAN: That is a good point. Actually
the paradigmfor this is not so nuch that they may
partially be driven by conpanies but it is nore fromthe

research institutions recognizing the potential research
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and maybe commerci al val ue but al so research val ue of
their specinens and the need to gather specinens. Have |
got that right? Their specinens. The need to have

coll ected them pursuant to conditions which allow themto
use themin research. So Mayo is a nodel pursuant to the
state statutes thensel ves

And | provided to staff the consent form used
by the -- did | actually say what university that was
fron? | cannot remenber. Ckay. But | could tell you it
is a university major transplant center with whomwe are
col | aborating and how they wanted to establish a tissue
bank and the consents now specifically anticipate that
they will go into the tissue bank and that it will be used
in research broadly. It names panels of investigators who
m ght be used. It nmentions that it is co-funded by a
commercial firmand that we will have access to it.

So I think we want to convey -- it struck ne
el sewhere in this report as well we have gotten a |ot of
focus on the individual in the consent and maybe
recommendati ons and thoughts about how institutions can
start to put in place policies is not actually a very

useful thing for us to be nmaking recommendati ons about.
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MR. CAPRON: Could I just have a follow up? |
amsorry. Go ahead, Alta.

M5. CHARO Are you responding directly to
Steve? Wiy don't you let Bernie go first and we wll get
back to you?

DR. LO Let ne just follow up on that.
think the use of these boxes can be very effective and |
think a couple of other boxes we mght put in are a box
that shows institutional arrangenents that we think are
exenplary for sort of having these ongoing rel ati onships
and then a box on sone sort of work towards these tiered
consent fornms out of the NIH or one of the Breast Cancer
Action Coalition groups is doing to sort of give people a
flavor for some of the positive things going on that
address the ethical concerns people have had going in.

M5. CHARO Al ex?

MR. CAPRON: Yes. | just wanted to be clear.
| think that the exanples of the consent fornms or the |ike
m ght be here but it seens to nme those would -- could cone
up in either chapters three or four but what | am asking
here is just either add a box with a particul ar exanple or

as a paragraph or so the kinds of things that Steve has
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told us just about this is a world which is changing
because of the value both to universities and to others of
the material and that it is being organi zed sonewhat
differently and that there is a structure there and that
what we are recommending is sonething that fits into that
structure and not sonething that demands that the
structure be created.

| guess, | nean, the point is taken that you
t hi nk you have enough material or Steve can help or others
can help, Bernie or Carol or whatever.

DR. LO But just to sort of add on to what
Alex just said, | think it is really inportant that this
report convey that what we are asking -- what we are
recomending is actually consistent with what sone peopl e
and organi zations are already trying to do so we are not
necessarily asking people to do things that they think are
i npractical or wong or whatever.

M5. CHARO Just a question then. Woul d
you -- | amasking this now of Kathi. Wuld you want or
need text prepared by Steve, David Cox or others who have
had experience working with these in order to flush

sonething like this out and insert it or is there enough
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material in the files?

DR. HANNA: | think it would be helpful to ask
Steve for sonme suggestions. | wll not ask himto wite
sonething up but if you could point us in the direction of
sone sources.

MS. CHARO Al ex?

MR. CAPRON: And it seens to ne that -- |
mean, we have on page 36 the headi ng "Past Research Uses
of Human Bi ol ogical Materials" and then we have those
exanples initalics. And then on page 38 we have a
section called "The Val ue of Human Biol ogical Materials to
Current Research,” and we give specific exanples of areas
of research and Steve's |l arger point which could cone at
the end of this section in light of this growi ng use and
sort of the richness of the potential scientific work
peopl e are beginning to organize things nore formally and
wi th anticipation of ongoing collections and so forth to
enrich the value of what they have and those rel ati onshi ps
are now subject to exam nation of have they maxim zed the
et hi cal conponent as well as the potential research val ue.
So it would fit very naturally at the end of that section

M5. CHARG Ber ni e?
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DR. LO One of the things that has concerned
me in general about this report is it does not capture a
flavor that a | ot of good work is going on that we want to
encourage and sort of hope gets anplified. | think when
we tal k about current uses what does not cone through are
sonme of the exanples that Steve and others have given of
how you m ght have coll ected specinens or a database for
one purpose, for one disease, and then find that it is
really useful for sonething totally different.

That kind of sort of serendipitous uses |
t hi nk does not cone through and if that does not cone
t hrough people are not going to understand why it is so
i nportant to have these data and the exanples we give on
pages 36 and 37 are nice exanples but they are fromthe
past. They do not really speak to the kind of research
that is being done with large, large collections where you
are going to go | ooking for candi date genes.

| think to give people a sense of why you need
these very, very | arge databases with everybody in, with
very few opt outs, is really going to strengthen the
report if we can do it.

DR. LEVINSON. Yes. | was going to nake a
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simlar suggestion and in the interest of tineliness of
the report given the news this norning of the Snipps
consortiumthat that be given perhaps later in this
section on page 40 to 43 to just update it slightly. You
are al nost there but not nentioning it and it could be
useful because it is sonething that is in the news now.
People could tie it to what they hear in the paper.

M5. CHARO You are referring to the Snipps

consortiumthat was discussed in the New York Tines today.

Bernie, if I may, | have a question to clarify
what it is that you were asking for.

Wul d you be | ooking for a series of
italicized scenarios that are illustrative of the kinds of
arrangenments that now exi st ranging from giving sone
sanples fromthe local path lab to the organi zed
repository collections that are being created around
various kinds of cancers, several scattered in key places,
or are you looking for nore of the kind of enpirical
eval uation of the percentage of repositories is grow ng
fromX to Y?

DR LO No. | think what | am |l ooking for

are sonme of the exanples. The availability of a
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repository that was originally conceived of for very, very
di fferent purposes and where it is going to be really
tough to go back and get consent from people to use their
sanples for a very, very different purpose.

The availability of such repositories are
really essential or highly useful for finding a candidate
gene on an inportant illness that woul d have taken nuch,
much longer if you had to assenbl e the database.

M5. CHARO Is the collection that was
devel oped for Tay-Sachs screening an exanpl e of what you
are tal king about where they have begun using it for colon
cancer screeni ng?

DR. LO That is a good exanple. Steve has
gi ven exanpl es of other databases he has put together or
sonmeone has put together to investigate a specific
clinical problemand then |later on people realized that
for sonme other clinical problemit is a trenendous
resource.

MR. HOLTZMAN. Yes, and you have got the
range. Tay Sachs is a good exanple of that. One has the
exanple of the twins registry for the people entering the

Arimy in Wrld War Il1. Those peopl e have been gone back to
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and back to for nultiple different things. Initially
maybe psychol ogi cal was the thought of the study. You
have got the exanple of Fram ngham where here you m ght
still be interested in heart di sease but now you are using
di fferent kinds of testing nethodol ogi es goi ng and doi ng
genetic testing whereas in the past you did serol ogical
testing.

So |l think it just -- two points you are
maki ng. One is the technol ogy changes and the nature of
the tests you are going to perform change, nunber one.
And, nunber two, as now we have a better understandi ng of
t he nol ecul ar mechani sm of di sease we start to reclassify
di sease in terns of the underlying biology instead of the
phenot ype and hence what was col |l ected phenotypically can
be many different things. That is the generic point.

DR LG Yes. Well, also, | think that --
there is a point, | think, that you, Steve, have raised at
previous neetings that if you take a Fram ngham study you
can argue that, you know, if you had studi ed apo-E that
had sonething to do with heart disease that it becones
sonething for a totally different organ systemand to not

sort of pursue that on the grounds of, well, they were
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really tal king about letting thensel ves be used only for
the risk of cardiac disease and if you want to do risks of
ot her di seases you need to go back. That becones really
unw el dy and unwor kabl e.

M5. CHARO Ckay. Any other comrents on this?

Kat hi ?

DR. HANNA: | just would nmake a request since
we have been trying valiantly to make chapter two small er
and smaller and smaller and now we have just nade it
| arger, if you can suggest parts of the chapter now that
you think we can elimnate to nake room for these new
i deas that would be hel pful. You do not have to do it now
but if you could hand it to ne.

DR LO WwWll, one thing, |I nmean 36 and 37,
think that is way down -- | nean, that -- those were put
in to say, you know, archives are good for ol d-fashioned
pat hol ogical clinical research and that is really not what
we are tal king about and we can sort of cite it as a
strength side or sonething.

M5. CHARO  Bette?

M5. KRAMER  Kathi, it is only 12 pages | ong.
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| do not think that is terrible. | know it used to be 45

but I do not think 12 pages is excessive. | do not think

we need to worry about cutting that any nore.

M5. CHARO  Any other comments or shall we

nmove on to chapter three?
Chapter three, coments?

Ji n®?

DR. CHI LDRESS: A very nodest one. On 62 we

have varying -- on line 8, "Varying Definitions of

| dentifiable" and yet that paragraph focuses to a great

extent on anonynous and so forth and not just saying

varying definitions or else add all the other ternms and |

think "varying definitions" would be sufficient.

M5. CHARO Yes, Bette?

M5. KRAMER  Goi ng back to page 52, |ine 10.

| do not understand what that clause nmeans. "...even if

they are outside the commonly accepted practices.”

M5. CHARO | suspect it neans even if they

are experinental procedures and maybe we can just rephrase

it that way to avoid the usual -- the common confusion

bet ween research and experi nentati on.

procedure may not be research.

An experinenta
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M5. KRAMER | think that needs to be
clarified.

M5. CHARO Cearly. GCkay. Easy.

| had one before we get back to the section
that you were tal king about, Jim which is kind of a
br oader .

On page 58, at the bottom of the page where we
di scuss expedited review, we make the point that expedited
review, which is a way to get the IRB review to be done in
a nore expeditious fashion, right, so it is a good thing,
one nmakes the point that there are going to be two
requirenents. One is that sonething be mniml risk and
we tal k about that later. The second is that it has to be
present on an officially published list so even if it is
mnimal risk if it is not on the list it cannot be nade --
it is not eligible for expedited revi ew

| wondered if we mght consider having a
recommendation that had to do wth the anendnent of that
list to accommbdate m ninmal risk protocols that use human
bi ol ogical materials in order to cover that | oophole. Not
| oophole. Sorry. To cover that om ssion.

DR. MIKE  Wuld you explain how you woul d do
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t hat ?

M5. CHARO | think we w il probably have to
try it out inwiting on e-mail first to get the | anguage
right but | think it would be a direction. 1t would
probably be recomendati on ai med at OPRR whi ch --

DR. MIKE Wat | nean is that if m nimum
risk is not the only exclusion then what do you do to
generate a list of the other categories?

M5. CHARO Well, you -- | amsorry.

DR. MIKE  Shouldn't it be nore that if it is
mnimal risk we should not have categories? Shouldn't we
just dispense with the second --

M5. CHARO Well, we could recommend that that
particul ar regul ati on be changed. That is separate from
trying to sinply work within the regul ati ons and nake t hem
acconmodat e our own wor K.

The regul ations al ready require that sonething
must be on an officially published list in the Federal
Reqgi ster to be eligible for expedited review. That |ist
gets anended periodically. It was anended just this past
year to add a few additional things. MI's, for exanple,

are now on that list, which was inportant in our
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di scussions having to do with research on the decisionally
i npai r ed.

We could recommend that OPRR in its next go
round on the revisions of that |ist consider adding as
many fornms of research on human tissue as it can know ng
that if it is onthe list and an IRB finds that it is
mnimal risk or believes that it is mnimal risk that they
can expedite the revi ew.

DR MIKE  The alternative is just to say
that any kind of research of mnimal risk on human
bi ol ogi cal tissues should have expedited review rather
than comng up with a list.

M5. CHARO That is an alternative. It would
mean that we woul d have to consider the effect on a w de
variety of research areas not having to do with biologica
materials. There are many forns of mnimal risk research

(Technical difficulty.)

M5. CHARO  Goodness graci ous.

To make a recommendation |like that would nean
we were recommending that with regard to areas of research
that go beyond this report and we are sayi ng we woul d have

to discuss that further. |Is that what you would |ike us
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to do?

DR MIKE: No, no. Wuat | amsaying is that
rat her than expanding the list sinply nake an additi onal
category any research that is mninmal risk on human
bi ol ogi cal materi al s.

(Technical difficulty.)

M5. CHARO | amgoing to -- yes. | think the
tabl e has suggested it would be a good tine for a break
whil e they work on the sound system W wll pick up
right where Larry left off. Wy don't we give it 10
mnutes and it will be fixed by then.

(A break was taken.)

M5. CHARO If | can nmake a suggestion
pl ease, with regard to how to nove through the chapter. A
coupl e of questions have arisen concerning what is
currently on that expedited review list as well as whether
the list as revised in Novenber, which is after this
chapter was originally drafted, still requires every
particul ar procedure to be specifically listed or if it is
now geared only to a series of exanples of the kinds of
t hings that can be expedit ed.

It m ght nmake sense to sinply skip this for
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t he nonent and cone back to it after we actually have the
text of the revised -- the nost up-to-date list and then
we Wil be able to be nore precise. So w thout objection
| wll just suggest that we continue noving on with the
chapter and we will cone back to that.

Were there other comments having to do with
the description of the regulations or wwth the di scussion
on pages 60 et seq. about the application of the
regul ations to an inagi nary protocol?

Movi ng al ong to pages 62 et seq. Conments on
t he description of how other professional societies have
been handling this in addition to Jinis comments.

May | ask then in the spirit of collegiality
if there is anybody here who shared the feeling I had
about this section and, if not, then we will go w thout
any change? | found nyself finding this section difficult
toread. |Its point, | understand, was to highlight the
variability of the approaches of the different
prof essional societies but I found that in an effort to be
conprehensive it began to feel a little bit like a laundry
list and since they were inconsistent with one another it

was becom ng an incoherent laundry |ist.
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Bette?
M5. KRAMER | agree wth you and | was
wondering -- if we make sone general statenents about

I nconsi stenci es, consistencies, along with sone exanpl es,
is it necessary to run through all of thenf

M5. CHARO O her peopl e?

M5. KRAMER  \What happened -- at one tinme we
had a diagram a chart about that. | nean, if we put that
in the appendi x and referenced it and just took the
| anguage in the chapter and, therefore, were able to
abbrevi ate sone of that.

M5. CHARO So this mght be a place where we
could --

M5. KRAMER | did not find that it really
added that nuch to it.

M5. CHARO  Anybody who -- Steve?

MR, HOLTZMAN. Question: Did we intend to
have an appendi x which woul d collect all of these
statenents? Have an appendi x which collected the
statenents. | think one of the things we had di scussed
was we were not working in a vacuumand it is inportant to

acknowl edge the hard work of others and that we
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contextualized our own against it. The diversity of views
provides a rationale for our report to try to have
surveyed the territory and then cone up with a
classification that says we hear you all and here is a way
to provide a human -- maybe on a go forward basis a

si ngul ar uni f orm nonencl at ur e.

And so | think there m ght be sonmething to
thi nk about in ternms of collecting those statenents into
an appendi x and then you could shorten this down and
reference the appendi x.

M5. BACKLAR O --

M5. CHARO | am sorry.

M5. BACKLAR: -- or --

M5. CHARO  Thank you

M5. BACKLAR: -- | like that idea but | think
what woul d be very interesting is perhaps not have this
chapter at all in here and put a little guide to the
various -- arrows to the various different opinions and
one could do that just in a page or two ahead of the
collection of the different sources.

M5. CHARO So am | understanding correctly

that you are suggesting that one would actually drop the
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text that begins at page 62 about the various groups, drop
all of that and use sonme formof it as an introduction to
appendix with all the statenments?

MS. BACKLAR Right.

M5. CHARO Kathi, can | assune that that has
been enough of a discussion for you to have sone ideas
about what to do next with this material?

MR. CAPRON: Say a little nore.

M5. BACKLAR: If | could say a little nore |
would wite it but | cannot. Wat | am suggesting is that
you get all of these different statenents and do as Steve
just proposed and you put themtogether and then you take
a few pages, which is a guide to what you would find where
the different statenents are and maybe a tiny little
synopsi s so sonebody knows where to go to | ook for which
opi nion and what statenent it would be under. It is just
like a very short road map telling you where to go to. Do
you understand what | am sayi ng?

MR. CAPRON: | do. The whole notion of
separating out the other statenents and treating themas a
separate docunent -- as a separate part of the chapter --

was, as Steve said a nonent ago, intended to say we are
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not operating in a vacuum

Anot her way of doing that is sinply to
acknowl edge when we first raise our own definitions that
we are operating in a world in which there have been
vari able definitions and that we realize that our own
definitions are not presunptively better than anybody
el se's but we have crafted them because they nmake sense to
us and as we tal k about themjust cross reference those
that agree so that -- | nean, this stuff would end up
going up to chapter two, | guess. Sone of it could go up
Not so much the federal, which is the separate, but the
stuff -- so that we say the Canadi ans, for exanple -- when
we tal k about sonetines referred to as anonynous, drop a
footnote to the Canadian policy. They refer to it as
anonynous. And then we do not -- you know, we do not have
to say, "Well, there was this tri-part conm ssion. They
devel oped broad standards,” et cetera, et cetera.

MS. BACKLAR Right.

MR. CAPRON: Now is that --

M5. BACKLAR: Well, there are two ways you
could do it.

MR. CAPRON:  Yes.
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MS. BACKLAR:  You could either do it -- make
it much shorter and still include it in this chapter or
you could say -- or you could put that with --

MR CAPRON: R ght.

M5. BACKLAR: -- this packet of the various --

MR CAPRON: R ght.

M5. BACKLAR: -- opinions.

MR. CAPRON: See, | -- if we are going to have
the materials thenselves in an appendi x, the nmajor
statenents, which I think -- or a series of appendices,
think that makes sense. My sense is that if -- there is
val ue in having a chapter where we say what the current
federal regulation of this is.

M5. BACKLAR: Absolutely. | amnot --

MR. CAPRON: Yes, right.

M5. BACKLAR: -- disagreeing.

MR. CAPRON: So that part of the chapter nmakes
sense as a chapter sort of to show why isn't this already
handl ed wel | .

MS. BACKLAR: Al so, particularly because we
use that later in chapter five saying what it is that we

need to clarify fromthe federal regulations. | nean,
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that is very inportant to have here so one knows where one
iS.

MR CAPRON.  Yes.

M5. BACKLAR: As they are now, right?

MR. CAPRON: Yes. So | would suggest that one
-- then the way of shortening would be using the other
stuff just as relevant to our own term nology either to
acknow edge the terns others have used and link it there
and not worry -- we do not really care what the whole
structure of the Hugo (sic) ethics conmttee statenent is.

MS. BACKLAR Right.

M5. CHARO  Steve?

MR. HOLTZMAN: | agree with the direction of
this such as the |ast coment about we do not need to care
about the Hugo structure. But beyond the nonencl ature
issue we also did gain insight into ways of thinking about
certain things. For exanple, the National Breast Cancer
Coalition. So it may not be sinply it drops out entirely.
There may be a little bit of discussion about the issues
that people -- those statenents reflect as being
i nportant, which we have taken up as being inportant as

wel | .
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MR. CAPRON: As issues, not as --

M5. CHARO Al ex, your m crophone.

MR, CAPRON: As issues and not as a separate,
well, here is what organi zati ons say and here is what
ot her countries say.

M5. CHARO So together what this would
suggest is that where these materials provide contrast or
consistency with a key point that we are maki ng we woul d
reference it. W would have an appendi x in which the ful
text of these statenents, the major statenents is
presented so that they are coherent policy, their
definitions and the consequences flowng fromthem are
presented in toto so that people can see them by way of
conparison and that this textual discussion that goes from
62 to 67 -- where is the thing about consent again? 62 to
64. Well, okay, right. Sorry. 70. So 70 would w nd up
getting dropped out and parts reallocated to footnotes and

text and parts elimnated.

Larry?
DR MIKE | would not favor dropping all of
those out. | think that what you need to do is at |east

identify those areas which are anbi guous or how ot her
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peopl e -- because here you are and you are saying here are
the current federal regs but there are issues around them
and col lectively these various organi zati ons have spot
lighted those particular issues and, you know, we do not
have to go into nuch detail but we should at |east |et
peopl e know within this chapter imediately follow ng the
current regs what are the kinds of things that people have
been grappling wth.

M5. CHARO  Now sone of the material that
hi ghlights the anbiguities in the federal regulations was
removed fromthis chapter and noved to chapter five in
conjunction with the recommendati ons and that was many,
many nonths ago. Wuld it nake sense to reall ocate sone
of that back here so that if you are introduced to the
federal regulations you are sinmultaneously introduced to
the key areas of anbiguity and again you would reference,
where appropriate, other statenents by professional
soci eties that have grappled with that particul ar probl enf

DR MIKE: There is not a problemw th sone
redundancy in the sense that if you are tal king about the
regs as it currently is and you say here are sonme of the

i ssues surroundi ng that, when you reach the concl usions
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and recomendations it is perfectly logical to --

M5. CHARO Ckay. O her conments?

Bette?

M5. KRAMER | just think it is inportant for
several reasons to acknow edge the work of the other
or gani zati ons and acknow edge their efforts to cone to
grips with it and that is it. | think it is inportant to
acknow edge it.

M5. CHARO And that can certainly be done
both in chapter two and even in the executive summary and
chapter one to acknow edge this is obviously an area we
are working on precisely because so many people are
wor king on it.

M5. KRAMER: No, but also in this chapter in
SONEe neasure --

MS. CHARO Right.

M5. KRAMER: -- it does not need to be --

M5. CHARO (Okay. O her comrents? Ckay.

W are up to page 71. This section is being
revised and updated. Should we make comments on this
portion of the draft anyway or would you like us to wait

for the revised material s?
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DR HANNA: | think it would be useful to
signal what you would |ike to say in this section on the
privacy issues. There are now two recommendations in
chapter five that refer to these sets of issues so it
woul d be useful to know whether you think the materi al
that is in here right nowis still relevant, whether it is
too |l ong, whether we are m ssing things, how you would
like us to focus the discussion so that it justifies the
recommendations without trying to be conprehensive on the
i ssue of privacy, which is an 800 page report and not a
100 page report.

| would add that in the discussions that Eric
and | had with several conmttee staff fromboth the House
and the Senate they are very interested in what NBAC has
to say about privacy as it relates to research generally
and they see human biol ogical materials as king of a case
study and this is because they are all rushing to get
| egi slation through by the end of the summer so that they
can preenpt the Secretary and her efforts.

So there is a bit of a horse race going on
right now. Many people are | ooking to NBAC for sone kind

of gui dance when it cones to privacy concerning research
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and research subjects. So | think it is inportant that we
i nclude sonething in here and if we can just find a way to
narrow this discussion so that it is very clear that we
are referring not broadly to the many issues that are
bei ng dealt with when people tal k about nedical records
privacy but specifically how when sonebody is considering
human bi ol ogical materials research they should be
thinking in terns of other issues having to do with
privacy.

So we can think about it fromthe perspective
of the human biol ogical materials research and where it
touches or intersects with nore general nedical privacy
i ssues then we can figure out actually what we want to say
in this section.

M5. CHARO Eric?

DR. MESLIN: Wile you are thinking about what
you may want to say this is another opportunity to nention
that the privacy issue is raised in chapter four so you
have a couple of places where the issue can picked up
One can be the reqgulatory nodel here. Another can be the
sort of ethics nodel which chapter four is attenpting to

say sonet hi ng about.
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We got a lot of public coments on the privacy
di scussion and you will have a chance obviously to think
about it sone nore but there are places to bring this up
and | would just encourage you to think constructively
because we have to draw a |ine somewhere. W will not be
able to say everything that the entire House of
Representatives and the Senate would |ike us to say about
privacy protection.

And | also put in a plug that this could be
the kind of topic that you may feel is inportant enough
that it requires either a separate report or another ful
t hi nki ng through so when we tal k about priority setting
and other types of projects there are a whol e set of
i ssues that this can spin off. W do not have -- you do
not have to answer every question in this one report.

M5. CHARO Bernie?

DR LO | would like to make a few general
points on topic. First, notw thstanding the keen interest
anong senators, congress people and staffers, | would
suggest that because we really have not thought about this
i ssue that we not take this on at this tinme. | amreally

concerned that we need to get this report out and to sort
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of take a major newtopic on | think is really unw se.

Secondly, | think there are sonme very focused
things that have inplications for the congressional
privacy debate that conme directly out of what we have said
and I would suggest we try and draw those out and it seens
to me that there is a lot of concern as to whether you
shoul d have explicit authorization or full infornmed
consent as requirement before you can use nedical records
for research. So this is the Mnnesota debate and we have
clinic rebuttal and so forth.

And it seens to nme if you draw out what we
have said with regard to stored biological materials,
which I think is actually sonmewhat different than using ny
medi cal records for research, one of the things we are
saying is that we think there are a rather w de range of
situations where we really do not think it is necessary to
go back to the individual subject to reconsent themso to
speak in order to carry out this research in an ethica
manner . | nmean, it seens to ne that is a real different
position than what sone of the -- for lack of a better
term-- strict privacy advocates have argued for in terns

of federal policy.
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And now that | think we have thought about it
and we have really kind of discussed it at length | think
we can highlight that and I think we should to hel p people
in this very narrow part of a nuch broader topic but |
would really -- | nean, | would really discourage us from
getting into the broader issue because | think that is a
several nonth excursion that is going to sort of get us
further behind on other topics that are nore inportant.

M5. CHARG Bette?

M5. KRAMER | agree wth Bernie although the
threats to nedical -- without the threats to nedica
privacy -- let me see howto say this. Very

sinplistically I think of it as though if there were not a
problemw th privacy and if we had universal health care
we woul d not have to worry about all this anyway. So
while | agree with Bernie that it is inappropriate for us
to take this on at this tinme because, in fact, we have not
taken it on, | do not think it is inappropriate for us to
acknow edge that threats to privacy are clearly one of the
reasons why this is such a problem

And what? Then go on to applaud the efforts

that are being made by the individual states or by the
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congress to address it and urge that it be addressed, you
know, or say that at sone tinme in the future that m ght be
an appropriate subject for NBAC

M5. CHARO  Kat hi ?

DR. HANNA: | hope | was not suggesting that
we have to in some way react to the environnment out there
because it is obviously evolving and it is very fluid and
it is hard to say what direction things are going to go
in.

| do think, however -- | went and spent sone
time talking to various people in OPRRto try to
under stand how they do nedi cal records and what their
perception is of IRB' s practices when it cones to nedical
records research. | first asked them whether they thought
of nedical records and, for exanple, human tissue in the
sane way and they said, "Yes, in fact, they do." And if
you | ook at several places in the regulations there are
lists of things and it says nedical records or blood or
what ever .

| then said, "Well, how do I RB's consi der
medi cal records research?" Either you are going to the

medi cal records to review records to do research or you
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are going to the nedical records to find peopl e whose

bl ood sanple you then want to pull because of the
informati on you get out of the record. And they said that
nost of the tinme they feel that IRB's really get hung up
inthis. Very often they do not think of nedical records
research as invol ving human subjects and, in fact, a |ot
of clinical investigators do not think that nedica
records research invol ves human subj ects.

So | think that if we can try and not worry
too much about, you know, the big picture and what all the
| egi sl ative proposals are but if NBAC can say based on --
you know, kind of in a principle way what investigators or
t hose who are sharing information from nedi cal records
because the research with the materials brings you there -
- it is not the whole separate issue but in sone way there
is a connection between nedical records and bi ol ogi cal
mat eri al s.

| think it would be a useful step. | think
that IRB's mght appreciate a little bit of clarity on how
NBAC sees this kind of going back and forth to the nedi cal
record because of the research in terns of the greater

privacy issue. | think it would be hel pful.
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M5. CHARO Al ex?

MR. CAPRON: | think those are very hel pfu
coments and it seens to ne that what you have descri bed
i's somet hing which ought to be in chapter two because in
chapter two we are tal king about sort of the clinical -- 1
mean, the scientific process. And what you are descri bing
i s sonething which | know has concerned nenbers of IRB's
and that is the sense that -- the word that is used is
"trolling"” like a fishing boat or sonething, | guess,
goi ng through nedical records to find people that you want
to do research on and they do not consider that step to be
research. And whenever |RB nenbers call nme about it |
say, "OF course, it is research.” | nmean, you are not --
it would otherwi se sinply be an invasion of privacy | nean
for third parties to say, "Let nme | ook at your nedica
records of people who are not ny patients.”

The whole justification is that they are now
enbarked in a research project. The first stage of which
is identifying the subjects and so forth. So I think that
if that is a process which -- indeed, | have heard about
it mostly from people who want to go on and do health

services research, they want to find patients who have had
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certain kinds of health -- but if you are saying that that

is also sonetines used not the way we describe it,

whi ch

is first you get the genetics data and then you want to

find out what the person's health status was but

r at her

you are | ooking for people with certain health status and

now you want to |l ook at their biological

sanpl es to see

what you can find there, we ought to nmake that clear

chapt er two.

in

And none of this is pejorative. It is just

descriptive at this point that the reader who does not

know anyt hi ng about the subject will conme away reali zing

what we say in chapter five about that then becones an

issue that | do not think we have fully addressed and we

may want to -- when we get to chapter five now say where
does that fit because it is -- it deserves to be
hi ghlighted. | do not know that it is a separate

recommendati on but be highlighted when we are talking

about research with identifiable sanples.

M5. CHARO  Steve?

MR. HOLTZMAN: | found that Al ex's description

of what seens to be a paradigmcase a little surprising

because the paradi gmcase in al nost al

research that
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can think of that we do for drug research is that you
start by asking the question do | have a popul ati on of

subj ects phenotypically characterized, that is having a
certain clinical condition. So it always begins with
going to an investigator or a center and saying do you
have and can you ascertain people and a good starting
point for that is they go and they go through the nedi cal
records typically, at least in our experience, pursuant to
an | RB approval to do that first step.

Ckay. But --

MR. CAPRON. That is an --

MR. HOLTZMAN: Right. No, but in terns of the
first step -- but the way you described it. That is
always first. Then you go to the biochem cal
interrogation of the sanple or collect fromthe individual
or if you are doing a drug study you start by saying so
and so, Dr. fanous cardiol ogist, how many heart attack
patients do you get. Do you have enough to be able to
provide for the study? So if it is not clear that that is
normal or the nost often case, we should nmake it clear.

MS. CHARO Al ex?

MR. CAPRON: | thought what we had descri bed
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was a process in which you say | believe |I have identified
a gene or sonething and I want to | ook at tissue sanples
that the repository will tell ne cane from people who had
X, Y, Z condition and I want to see do | find this and so
there you are not asking -- you are not | ooking through
the person's nedical records as it were. The repository
al ready has sorted out sanples that it can find of
patients who had XY di sease.

What | was understandi ng sone people from
Kat hi's comrent were doi ng was conparable to what gets
done in health services research where it is going to a
whol e -- you know, |ook at all the patients who cane in,
in a certain nonth, and you want to | ook through their
records to find certain people who fit certain paraneters.
For the purpose then of following up with those people and
maybe, she says, going to them and saying we want tissue
sanple fromyou or maybe finding that you al ready have
sone place in the institution their identified tissue
sanple. And | just did not think we had made that process
as clear as the other one.

M5. CHARO  Larry?

DR MIKE | just want to rem nd you fol ks
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t hat when we | ook at chapter five when we cane up or when
the staff came up with the recommendati ons about nedi cal
records there were a nunber of us here who said, "Wait a
second, that canme real late," and the only conpromse it
seened to ne was that we sinply said what we said now,
which is just nmake sure in the nedical records
confidentiality legislation that these issues around what
we are recommendi ng are taken into account so that they
are not sort of thwarted in what we are doing.

And | think that was the limted way so it
seens to ne that in these chapters we should be
descriptive about what is going on at the federal and
state level in confidentiality of nmedical records and
| eave it at that and just sort of conpare it to what we
are sayi ng.

| do not think we can go any further into that
end and | think that many of us would object for us
delving into a confidentiality area which we really have
not di scussed.

M5. CHARO Let nme see if | can just make sure
that | at |east understand where we are. That first it

m ght be hel pful in chapter two when we go back, as we
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have already decided to, to try to present a better

pi cture of what the practice currently is. Wat Kkinds of

repositories are people working with and whose staff --

you know, who is there and how do you interact wth then?

How do you nake a request?

That kind of case study and that that include

sone elenents in the case study that have to do with if

and when the nedical records becone pertinent to that

process so that as people read the report they have got a

good idea in their mnd of some illustrative exanples.

Second, chapter three as it now exists has,

Larry, what you have suggested you would want, which is

purely descriptive material that touches only on the

extent to which current nedical

- | think it is only state | aws,

records or actually laws -

state and federal | aw

amnot sure -- it does not really go into the regul ations.

That nmay be sonething that needs to be added. How the

state and federal | aws now exist do or do not mrror the

| aw that we are now tal king about with regard to human

bi ol ogi cal materials and that
di scussion in chapter three.

al | .

is the extent of the

| t

IS not prescriptive at
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Maybe we need to perhaps add a little bit of
text about the current state of understandi ng about
medi cal records under the federal regulations that we have
been working with up until now for HBM

And then finally when we get to chapter five
we will ook -- | think it is recommendation 25 or so --
at the | anguage that is the |atest | anguage having to do
wth a statenent about the degree to which these two
bodi es of rules should be coordinated or the degree to
whi ch peopl e shoul d have to think about whether they ought
to be coordinated, et cetera.

s there anything that is mssing fromthat
ki nd of collection? Ckay.

Bette?

M5. KRAMER  Before you go on |let ne just
raise a question. In the light of this discussion then do
we need as nuch detail study -- as nuch detail description
as we currently have of the various state initiatives?

M5. CHARO Wuld people like to see it
shortened up a little bit?

DR. MIKE | do not have a problemwth it

because | think there are -- we are not being exhaustive.
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We are just using sone states as exanples of what is going
on currently.

M5. CHARO  Sure. | amsure that it could
probably be shortened here and there and made sure that it
al ways stays tightly tied to the purpose of the section,
which is to conpare and contrast.

Al ex?

MR. CAPRON: Can you tell us alittle bit
about the states that were chosen here? | had a sense
that you were dealing with states that had done a lot. |If
these are nerely representative -- and they are not, are
t hey?

DR. HANNA: No, they are not representative.
They are the outliers because they have done -- they
al ready have | aws on the books.

MR CAPRON: Right.

DR. HANNA: Many states have proposal s pendi ng
that were never signed into | aw

MR. CAPRON: So that the question would be in
shortening if we do not really need to conme away with
detai |l ed | anguage about the M nnesota statute are there

points of commnality that raise the kind of issue that
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Alta descri bed and where do our suggestions fit into
existing law rather than -- it is very nuch the sanme as we
really did not need to know all the thinking of the Hugo
ethics commttee.

M5. CHARO No, no, that is right.

MR. CAPRON: | keep picking on that because |
am a nenber of that commttee so | do not --

M5. CHARO No, no, this was originally a neno
prepared in reaction to requests fromthe comm ssion table
for information.

MR CAPRON: Right.

M5. CHARO And we see here a great deal of
the information in the meno. Sone of it -- sonme of the
| anguage is illustrative of the confusion around the
definition, for exanple, of unidentifiable subject of
research because you see the sane debates about whet her
coded information is treated as identifiable or not taking

pl ace at the state statutory level just like it did in the

federal regs. To that extent it is illustrative but that
isall it is there for.
St eve?

MR HOLTZMAN: | think it is actually a little



10

11

12

13

14

15

16

17

18

19

20

21

22

104

nmore than illustrative and, therefore, absolutely topica
and pertinent whether we shorten it or not. And that is
for anyone who has ever worked for a state |egislature
drafting legislation like | did once there are certain
states when they cone forward with a very robust bill it
beconmes the nodel bill and you start your drafting there
and certainly I can tell you with all of the different
bills popping up all around the United States these are
t he ones that people keep | ooking to when they go to the
starting point.

So | actually found it -- | think it serves a
public purpose to get in alittle bit of detail of what
are being perceived as the | eading cutting edge here of
where it is going. At least that is how !l read the intent
of why we did this.

M5. CHARO That is interesting.

M5. BACKLAR: Coming froma state, which
unfortunately believes it is at the cutting edge of this,
| amactually interested in this only because | think that
it illustrates how conplex it is when the individual
states go off making rules and regul ati ons which do not

fit together and it is such a patchwork. | actually think
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it is exceedingly m schievous, nuch of the work that goes
on. Some of it, | amsure -- nost of it | would like to

say is very well neaning but | think the inportance here

is that we | ook at that patchwork and in sonme way sone

pl ace -- maybe not -- well, allude to it at least in this
chapter and cone back to it in our recomendati ons about

t he concern about the patchwork nodel that is going on in
this country.

M5. CHARO O her comments? Okay.

Chapter four. Now chapter four is being
revised and it was just passed out and I am sure everybody
has had a chance to read it. It was great, huh?

(Laughter.)

M5. CHARO Wuld you like to hold that until
tonmorrow so that people can glance at it tonight rather
t han maki ng conments on the old naterial ?

Well, that actually noves us up to chapter
five.

| always |i ke to have happi ness in the peanut
gallery, Eric.

Al right. Shall we continue sinply noving

t hrough page by page and then into the individual
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recommendati ons? Comments? O while you are getting your
t hought s together, maybe, Kathi, you would like to
summari ze again for people the changes that they are

| ooking at here, especially the people in the audi ence.
Sonme of that was pretty nuch done in your pink sheet.

DR. HANNA: Did you like that pink sheet?

M5. CHARO It was a great sheet.

DR. HANNA: Ckay. In chapter five we -- after
the last neeting there seened to be agreenent that people
want ed the recommendati ons to be scattered throughout the
report and so nmuch of the |anguage changes you see in the
recommendation -- the process was that | posted themon e-
mail. | asked people to comment on them And those who
gave lots of coments got to be invited to participate in
the conference call where sone things were worked out
where there were -- appeared to be di sagreenent on the
wording or the tone or the intent of a specific
recommendat i on.

So many people sitting here participated in
the conference call and then | went back and tried to
i ncorporate the further refinenents of the | anguage of the

recommendations after that call and tried to put in the
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justification | anguage both | eading up to and then
foll ow ng the recormmendati on the thoughts that | heard
peopl e expressing.

Now it m ght be that you have additional -- in
addition to the wording of the recommendati ons you m ght
have additional | anguage you would like inserted for the
justification for the recommendation. So maybe we -- | do
not know. How do you want to proceed? Do you want to
proceed with the | anguage of the reconmendation?

M5. CHARO Well, let ne just ask if there is
anybody who has substantial coments that are ainmed solely
at the text that they would |ike to have discussed first?
O herwi se we can go recomendati on by recomrendati on
focusing first on the |anguage of the rec and then the
expl anat ory | anguage.

Eric?

DR. CASSELL: | have only just a really smal
thing. On page 110, the definition of an unidentified
sanple, just in general principle it is not such a good
idea to define a word by itself and that is the way that
is. Sonetimes -- are those supplied by repositories from

unidentified collections. It is just define it. That is



10

11

12

13

14

15

16

17

18

19

20

21

22

108

all.

M5. CHARO Ckay. Trish and then Al ex.

M5. BACKLAR: | have sonething that | think
that actually Al ex may have brought up at one tinme and |
amstill concerned about, and this is just a general
cooment. | find it a difficult chapter to read because |
never know what is com ng before and after a
recommendation and I am-- | tried to go through thinking
if you started with a recomendati on and had all the text
to follow it could you do it because | see what you are
doi ng sonetines. You are trying to explain it and then
you cone to why you had the recommendation. | still find
that very, very difficult to deal with and if | was on the
outside I would find it even nore difficult if I was not
part of this group that understood the process.

M5. CHARO So what -- | amsorry.

M5. BACKLAR | think that Al ex a while back
suggested that the recomendati ons cone first and then the
text follow Do you renmenber saying that?

MS. CHARO Al ex?

MR. CAPRON: The commentary that is to say.

M5. BACKLAR: Yes. And it -- and now it is



10

11

12

13

14

15

16

17

18

19

20

21

22

109

hard to know which is where. There are sone before, sone
after, and hard to ook at in that way. That was one
thing. The other corment | have is rather -- it is not
really small. | forget which page but one -- it talks

somewher e about prem ses and then you |ist sonething and

those -- what you list are really not necessarily prem ses
at all. They are concerns rather than premses. | can
find --

M5. CHARO  \Where there is a specific word
change or copy editing that is probably best handling in
witing by handing the sheets in.

MB. BACKLAR  Right.

MS. CHARO Al ex?

MR. CAPRON: Two comments. One is related to
sonet hing you have noted in an earlier chapter. On page
104, line 6, there is italicized text. | amnot quite
sure why that sentence is italicized but maybe it is just
for the purposes of enphasis, Kathi?

DR HANNA:  Yes.

MR. CAPRON: Ckay. The first two words there
say "Research on..." and | think what we nean is

exam nation of stored nmaterials undertaken solely as part
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of the clinical investigation falls outside the purview of
this report.

Just to be clear because otherw se we are
using the word "research” in a confusing way.

The second comment was inspired by Eric's
pointing to the place on page 10, the |anguage on page 10,
lines 3 and 4, Eric, is the sanme | anguage that we have in
chapter two. It is our now standard definition of these
four categories.

DR, CASSELL: | was biting ny tongue about
comenting orally and | felt about it that way then, too.
It is just --

MR. CAPRON: Yes. | amnot arguing.

DR CASSELL: Yes.

MR, CAPRON: But it was useful to ne when you
rai sed that because | then read it over nore carefully and
| was thinking initially, well, actually you are wong
because it is not a matter of defining a word in terns of
itself. It says unidentified sanples cone from
col l ections of unidentified specinmens but that is not what
it says. It says it cones fromunidentified collections.

And so certainly the adjective is in the wong
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pl ace. W know what the -- but maybe your broader point
woul d be better incorporated if we did say, using |anguage
that we use, when we are tal king about unidentified

speci nens thenselves, is to use the | anguage about -- it

woul d say col |l ections of human -- of biological specinens

DR. CASSELL: That are not --

MR. CAPRON. -- for which identifiable -- | am
now turni ng back to page 109, line 17, "...for which
identifiable personal information was not collected..."
Now what that does is that repeats the | anguage and | do
not know if it is right because the whole reason to
identify the specinens as unidentified on the previous
page was to have said it once.

But in any case the word -- if we do not do
that the word "unidentified" should cone before human and
not before "collections."

M5. CHARO Right. So the suggestion would be
essentially to lengthen the definition by saying, "Are
t hose supplied by repositories froma collection of human
bi ol ogi cal specinens for which identifiable personal

informati on was not collected or if once collected is not
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mai ntai ned..." et cetera, et cetera.

MR. CAPRON: Yes. That would be the way of
doing it. | actually amnot bothered by using the word
"unidentified" because we just defined it about 40 words
before there on the previous page, 109, but if it would
overconme Eric's sense that we are just repeating the word
to define it inits own terns.

M5. CHARO Ckay. d obal comrents before we
actually nove on to specific recommendations. Steve and
Bette?

MR, HOLTZMAN. | am not sure what you nean by
"gl obal comments.”

MR. CAPRON:. Are you worried about gl obal
war m ng?

MS. CHARO  No.

MR. HOLTZMAN: | had a comment on --

DR, CASSELL: Just a little roomwarm ng would
not be so bad, however

MR. HOLTZMAN: -- on 101 turning over to 102.
It isinline wwth a coonment | made right at the begi nning
of today's session. |If you |look at the bottomwe are

tal ki ng about anonym zi ng sanples. 101, at the bottom of
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t he page we are tal king about rendering sanpl es anonynous.
That sol ution woul d, however, seriously curtail many

i nvestigations and we then contrast it wth having
clinical information. Again you can anonym ze a sanple
and still have clinical information so | am not sure our
contrast is correct there. Ckay.

Movi ng down to line 6 on page 102. W say,
"Assum ng that adequate protections..." and then the
parenthesis, "...(including informed and vol untary consent
are present) such information gathering could include..."
It seens to me it is possible that that could be pursuant
to a waiver of consent and so that if we are going to keep
the parentheses | think it has to nove to after the "and"
inline 8 "and (including infornmed...)" \Watever the
request for -- if you have requests for subjects to
participate and then you woul d need i nfornmed consent.

M5. CHARO (Others? Bette?

M5. KRAMER  Yes. A global comment. Going
back to the coments about where the recommendati ons are
placed in the text. | was just |looking through it briefly
and just -- | was wondering if we nade a format change so

that at the beginning of the | anguage where we begin to
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di scuss what | eads up to say recommendation one, if we
entitle that recomendati on one, and then when we got to
the actual recomendation did it in bold and said, "The
recommendati on one," or sonething like that. And then it
seens as though then there are other areas where there are
several recommendations that come out of the explanatory
t ext.

M5. CHARO So that the use of headi ngs m ght
provide a --

M5. KRAMER  Exactly.

M5. CHARO -- set of signals. Wuld that
address your concern, do you think, Trish?

M5. BACKLAR: | amnot certain. Let nme think
about this and try to picture it.

MS. CHARO  Ckay.

M5. KRAMER | amlooking it over because it
is nice the way it flows, the recomrendati ons fl ow out of
t he | anguage now. | found that very, very hel pful. But
it mght be that if we break it up so that the sections
i ndi cate which text goes -- are followed by which
recommendati ons - -

MS5. BACKLAR: Well, there was one thing | did
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presunme and that is that you were going to nunber the
sections and | thought you were waiting to do that so that
you woul d not have to keep changi ng the nunbers as we nade
changes. Am1| wong in presum ng that that was going to
happen? There are eight categories rather than six as in
the capacity report.

M5. CHARO Larry, then Alex, then hopefully
we wll be able to actually nove into the text of the
recommendat i ons.

DR MIKE Just in ternms of formng, you know
-- | nean, there are many ways of doing this. | nean, you
can, for exanple, if you are tal king about one particular
recommendati on you can sinply indent all the paragraphs
relating to it and then -- you know, | nean, there are
ways that will catch people's eyes to say that this
di scussion, whether it becones before or after the
recomendation, is related to this recommendati on or you
can just do it the way that many reports do is you start
off wwth the recomendati on and then have the discussion
around it.

MS. CHARO Al ex?

MR, CAPRON: Could we have a little bit of
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di scussi on about the points that Steve raised?

M5. CHARO  Yes.

MR. CAPRON. Because | do not think | agree
with himabout it and I would Iike himto illustrate
particularly the second point.

The first point was that it -- one response
that we think an infornmed reader m ght have would be if
the concern is primarily harmfrom having i nformation
i nked to you why not just neke all sanples anonynous.
And then the answer is that woul d harm or reduce the val ue
of a lot of research and naybe nake certain kinds of
research pointless. | was not clear, Steve, what your
objection to that discussion was.

MR, HOLTZMAN: | agree with that statenent.

I f you read the next sentence, "Instead the protection of
human subj ects shoul d take account of the great val ue for
many studies using materials of having access to a certain
anount of personal and clinical data about the persons
from whom speci nens were obtained."

You could have that information. You could
fill that statenment and still have an anonym zed sanpl e

because you do not know the personal identity.
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so what you want to do

there is underline that you m ght need enough data or

enough currently coll ected data on an ongoi ng basis for

certain studies that you are not

real Iy maintaining

anonymty. It may be coded and so forth as we go through
it but it is still in our broad identifiable category.

MS. CHARO Kathi --

MR CAPRON: | amtrying to --

MR. HOLTZMAN: | was trying to say -- the
point I was trying to be nake is that | did not think was

fully supported by what was witten it.

m ni mal

MS. CHARO  Right.

MR, CAPRON: |

MR HOLTZMAN:

MR. CAPRON: But the point

anount of personal

under st and.

Ckay.

is that a certain

and clinical data can go al ong

with even an anonynous sanpl e.

sentence m ght be clearer w thout a ful

to nore than a m ni nal

nmean,

MR HOLTZMAN:

That is correct.

MR. CAPRON: And so the enphasis of the

in other words,

anpunt or

you have dat a.

rewite, "Access

nore than basic or nore -

This is a 36-
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year ol d caucasian wonman. Well, that is not -- that does
not identify the person but it may be useful if you are

| ooking at something that you think is linked to sex or
linked to age or linked to race. R ght? And that -- but
at sone point you are going to get enough information
about the person that they nove into our "identifiable"
category or you are, indeed, engaging in the back and
forth. You know, every tine you go into the hospital

want the current nedical records to see if you have

devel oped a disease that | think you have the gene for or
whatever. So it is the nore than mnimal. | amtrying
both to understand and to suggest a fairly sinple rewmite
of this.

M5. CHARO If | can intervene for just a
moment here. | find that part of ny difficulty in
followi ng the discussion is because people are using the
word "anonynous" or "anonym zed" which is not a word we
use frequently throughout the report. W very carefully
have these defined categories and | worry each tine | hear
people using it that they mght be using in a sentence
different than | understand it. | wonder if we can try to

avoi d that |anguage and be very specific and that neans we
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will --

MR. CAPRON. Well, we can say -- at that point
we can say "unidentifiable" or "unidentified." Whatever
our | anguage is.

Now t he second poi nt you made around the
sentence beginning on line 6 on 102 -- could you just
illustrate an exanple where you think that information
gathering in the sense of ongoing collection of nedical
record data would go on without the informed consent of
t he person invol ved?

MR. HOLTZMAN: |If one reads the sentence that
isinline 5 and 6, "To permt investigators to have
access to sufficient identifying information to enable
themto gather necessary data about subjects in the sense
of continuous gathering such that there had to be the
l[ink..." Al right. | think that is the sense in which
thisis. Al right. That could happen in the coded
situation. | believe an IRB could determ ne or could they
not in a coded situation -- what have we said -- okay --
that they could waive consent and that there is m ninal
risk.

MR. CAPRON: The sentence in which the phrase
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"informed voluntary consent” occurs gives two
illustrations. Information gathering including ongoing
coll ection of nedical records and requests for the
subjects to undergo tests to provide additional research
data. | am asking you can you i mgine either of those
goi ng on w thout having gotten the informed consent of the
subj ect because that is the only sentence in which the

i ncl udi ng applies to?

MR. HOLTZMAN: So ny question is under the
rec's we have stated if you were dealing with a coded
situation with what is deened to be mnimal risk research
could the I RB waive consent, including to getting updated
i nformati on about the subject? |If yes then | think we
have to nove the parens after the end. |If not -- that was
my question, Al ex.

MR. CAPRON: If yes then | disagree with the
recomendati on we have cone up with and I -- because | did
not think we were going to |l et researchers go to people's
medi cal -- current nedical records w thout them know ng
that they -- their current nmedical records are being
turned over to soneone with whomthey have no

rel ati onship.
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M5. CHARO Actually we do not say anything
about the consent requirenents for research on nedical
records. W only discuss the consent requirenents for
research on the tissue.

DR MIKE: Can | interject here? W are
still on page 102, are we not?

M5. CHARO  Yes.

DR MIKE  Okay. So then | do not understand
this discussion. Al this 102 from 101 says that we coul d
make all tissue sanples not being traceable and we are
sinply saying why it is not practical to go that way. And
| think I would just sinply use David Cox's statenents
that nore and nore research neans you have got to go back
to the well and get continual update of information and
right now we are wandering off into informed consent.

M5. CHARO \Well, let ne --

DR. MIKE That is what we are tal king about
here. W are not getting into the recommendati ons.

M5. CHARO Let ne just take the privilege of
the chair to rem nd everybody that the recommendati ons
that now exist refer only to research on the tissue. They

do not specify whether or not sonebody shoul d have to get
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consent under any particular circunstance with regard to
goi ng back to the nedical record. And the only stuff we
have in the recomendati ons about the nedical records
cones at the very end at which there is right now a
recommendation that has to do with what people who are
witing new rules for nedical records ought to consider in
light of what we are doing on biological material.

We can change that but for the nonent we have
no -- we are not recomendi ng or controlling the
researcher's access or the ternms of that access to the
medi cal records. That is highly variable. That was the
poi nt of the discussion of the state and federal |aws on
this. It is highly variable fromplace to place.

DR MIKE | understand that all but all | am
saying is that this discussion over the past ten m nutes
has been about page 101 and 102 and we seemto have
wandered off into the recommendati ons thensel ves. All |
amsaying is that all this was, was a statenent saying
why, you know, the sinple proposition is not tenable in a
research setting for biological materials. That is al
this statenent is saying.

MR. CAPRON: Larry, | think that Steve's
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concern was that this anticipates a recommendati on or a
view as to what the proper arrangenent is, whether or not
it is arecommendation. This anticipates that if you are
goi ng into ongoing collection of nmedical records |inked to
t he bi ol ogi cal sanples you are studying or asking people
to provide further sanples for you, you would need at the
outset to have gotten their informed consent through that
process.

DR MIKE Yes, of course, but what | am
saying is dunp the whol e paragraph fromone to 13 and make
just a sinple statenent sayi ng why we cannot go ahead with
making all of this tissue material not connectable to any
human bei ng.

M5. CHARO  How about that?

MR. CAPRON: Well, | would disagree with that
because | think it sets up the need for the chapter. Look
at the last sentence. "Were identifying information
exi sts, however, a well-devel oped system of protections
must be inplenented to ensure that risks are mnimzed..."

M5. CHARO But that is not inconsistent with
what Larry said. Larry suggested that it be -- that this

entire paragraph be reduced to the followng. Right?
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Basically the first sentence, which is, "For nost people,
the central issue...is harm One solution is to nmake it
inpossible to link the tissues to people under any
circunstances. A problemis that there is value to being
able to link information to people and, therefore, a nore
nuanced solution is to provide protections so that the

I i nkages can be nmai ntai ned and people's interests can be
pr ot ect ed.

DR MIKE: And we will get later on into the
i ssue that --

M5. CHARO And later on we will get into the
details of what those protections have to be and what the
circunstances are that trigger each particul ar one.

MR. CAPRON: | thought he said cut everything
on page 102 fromone to 13.

M5. CHARO Oh, he was exaggerating the way he
al ways does.

(Laughter.)

MR. CAPRON: Oh. So what should I have
understood himto say? It is only the sentence -- the
assum ng sentence that he wants to get rid of?

DR MIKE No, no. | amsaying that for this
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part of this preparatory statenent, this chapter, we do
not need this long involved di scussion because we are
going to -- we are addressing those very sanme points many
ot her pl aces.

M5. CHARO Recommendation 1, page 107.

MR, CAPRON. Well, Alta, we can walk away from
this but if | were the staff director I would not know
what the commi ssion's wishes on this were. Larry has
expressed a view about dropping this. | have expressed a
vi ew about not dropping it. Steve has a particular
problemw th the wording of one sentence.

DR. CASSELL: W need a referee.

MR. HOLTZMAN: | thought Alta came up with a
ni ce conprom se which was to get the issues on the table
and then et us go forward the recommendati ons so | would
support her if you are asking this comm ssioner.

MR. CAPRON: Wth all due respect we have been
tal king about this report for two years and we go away
fromneetings and we see another draft and the new draft
is confused probably because the staff has not had cl ear
enough gui dance fromus. W ought to be near the end of

this report. W have |language in front of us. |[If we want
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to delete a sentence because we think it injects an issue
then we should decide to delete the sentence. [|If we want
to del ete a paragraph we shoul d. | would not be in favor
of deleting it and I did not understand Alta to say we
shoul d delete it but | do not know where we stand frankly.

M5. CHARO | think sinply as a matter of
reality it is inpossible to edit a text line by line in a
group setting. More than anything else the thing that is
useful is to put down on the text specific changes one
W shes or to provide alternative texts and these can then
be distributed so the people can deci de anong the versions
or they can be discussed on e-mail with people's reactions
to thembut the word by word in a collective setting is
likely to take forever and not allow us to get on to the
subst anti ve recommendati ons.

MR. CAPRON: | quite agree. That is why |
wote the text that we are |looking at in these pages here.
| rewote them because | found themtotally unclear in the
|last draft. | circulated that. It went out by e-mail and
then it ended up here. This is the first tinme we have had
comments on it.

DR MIKE Well, let ne take one | ast crack
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at what | amtrying to say. Watever we are going to use
in ternms of anonynous. It says, "One sinple
protection..." et cetera on the bottomof 101. Then it
says, "...that solution would, however, seriously curtai
many investigations.” \What follows is not an expl anation
of why it was seriously curtailed but it says about al
the other kinds of things around -- the rest of that does
not really follow that statenent. It gets into inforned
consent, et cetera, et cetera, et cetera, and what we
should end up here is sinply at an -- a little bit of an
expl anation about the curtailment and the effects of the
curtail ment of these investigations. Not getting into
these other issues. It does not really follow

MS. CHARO Eric, did you have your hand up?

DR. CASSELL: No, absolutely not.

MR, CAPRON:. Well, Larry, | disagree with you.
| think it follows. If you want to spend tine on this --
if you want to draft an alternative paragraph, | think
Alta's point is right, draft an alternative paragraph and
submt it and we will see if people find one or the other
a better expression.

DR M KE: Fi ne.
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M5. CHARO Ckay. W will do that.

Recommendation 1. Comments? Okay. Any other
comments? No. (Going once, going tw ce.

Recommendati on nunber 2. On this one | do
have a comment. | find one part of the | anguage confusing
here. The first sentence, as you can see, says, "Research
conducted on unidentified sanples, whether taken from
speci nens stored by personal identifiers or those rendered
uni dentified by sone independent investigator." Because |
am constantly testing the | anguage back agai nst our four
categories of sanples | was going to suggest that the
| anguage mrror those definitional terns and be repl aced
wi th "Wet her taken from speci nens stored w thout personal
identifiers or those supplied to investigators w thout
identifiers or codes,"” which is the | anguage of category
2, unlinked sanples. R ght.

M5. KRAMER So do you want to use the word
"unl i nked" so you are absolutely clear that that is
category 27?

M5. CHARO That would be fine or mrroring
t he | anguage.

Ber ni e?
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DR. LG "Research conducted on unidentified
or unlinked sanples does not involve human subjects.” Is
that what we are trying to say?

M5. CHARO That would be fine by nme as well.
Ckay. Unidentified.

DR. MESLIN. Just to rem nd you the suggestion
that was floated to renove "identifiable" and
"uni dentifiable" throughout the text wherever it occurred
and to replace it with the paired ternms that are rel evant,
and I will not repeat them is the intention to nmake it
extrenely clear. |If you have found that they are there
they are probably there by om ssion.

M5. CHARO R ght. But it is not only that,
Eric. It also involves deleting the words "those rendered
uni dentifiable by soneone i ndependent,"” which is a --

DR. MESLIN: A generic statenent.

M5. CHARO Right.

DR. MESLIN: But text cleaning, not concept.

M5. CHARO  Ckay.

Kat hi ?

DR. HANNA: The last thing you just said,

Al ta, about renoving -- if we take out the phrase
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"rendered unidentifiable by sonmeone i ndependent of the
i nvestigator" we have |ost that independent of the
i nvestigator requirenent.

M5. CHARO Well, in the |anguage of the --
where is the exact |anguage now? -- of the definition of
unl i nked sanples. 110. So the sanples are already having
the links renoved by the repositories. It is supplied by
the repositories without the links. Do we need to say
sonet hing even further? |Is the concern here that the
i nvestigator may have a relationship with the repository?
Because otherwise this is already defined to include the
phenonmenon of the |link being destroyed by sonebody ot her
than the investigator.

DR. HANNA: Well, the investigator -- | nean,
in some cases the investigator m ght already have the
sanpl es and the point was that you did not want the
investigator to be the one that not only nmakes the
decisions to unlink them but actually does the unlinking.

M5. CHARO  But --

DR. HANNA: So, yes, you are right if it is
comng froma repository. But several of the public

commentators said that that is not the only way people get
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sanples. Very often they already have them and they have
themw th names on it but to do the research they decide
that they want to unlink themand earlier on the

comm ssion said that that unlinking should not be done by
t he investigator.

DR. MIKE: No. But if we are using our
definition of unlinked in this recommendati on and our
definition of unlinked is it is unlinked. Your exanple
would not fall within this definition.

DR. HANNA: No. | amonly saying that in the
rewiting of recoomendation 2 we |ose that requirenent and
| -- it is fineif you want to lose it.

M5. CHARO Bernie?

DR. LO Again, in the interest of trying to
nmove us on, | think sonmeone articul ated earlier on the
principle that we should nake the general rules apply to
nost cases and when there are foreseeabl e exceptions we
shoul d put those in text. So |I would suggest just to make
it nore readable, "The research conducted on unidentified
and unl i nked sanpl es does not involve human subject” into
the text. W add sentences in comrentary to deal with

exactly what Kathi said. Investigators nay sonetinmes have
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sanples in their owm hands with identifiers and wsh to
render themunlinked and this is how we interpret
recommendation 2 in that circunstance, nanely you cannot
do it yourself.

M5. CHARO Jimand then Steve?

DR. CH LDRESS: | strongly endorse Bernie's
proposal. | think it nakes a | ot of sense here and it
woul d really nove this forward

M5. CHARO  Steve?

MR, HOLTZMAN. There nay be al so sinple
effects when you | ook at unlinked sanples, our definition,
we use "are those supplied by repositories.”" Maybe we
shoul d say are those supplied to investigators.

M5. CHARO So that it does not specify from
whom It can be a path | ab.

MR. HOLTZMAN: Because if the investigator --
| could get it nyself and now in one role and when | am
going to becone the investigator it is applied to nme, just
flip flopped.

M5. CHARO Are people agreeable with Bernie's
suggestion? ay. Oher comments on recommendati ons?

Kat hi ?
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MR. CAPRON: Can you be clear about -- are you
tal ki ng, Bernie, about nodifying what is described in
unl i nked sanples or putting -- and, if not, putting what
you said at what point in the text?

DR. LO Sone place under recommendation 2.

It could be new text.

MR. CAPRON: Before reconmmendati on nunber 2 we
have a description of the unidentifiable sanples and on
lines 8 to 10 of 111, would that be a place -- | amtrying
to be quite as specific as possible for the staff so we
cone away - -

DR LO | guess | would -- you know, we have
gone back and forth. W have two categories of four and
we have four --

MR. CAPRON: This is not changing the
categories. It seens to ne putting it there on 111 on
lines 8 -- that describes what we went into this
di scussion wth before Steve's change in | anguage, which
was a fine change, to say "supplied to the investigators."”
But now we have recogni zed that sonetines the
i nvestigators have the materials already so it is not a

matter of forwarded to a researcher w thout identified
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codes. W are also wlling to count as unlinked those
whi ch the researcher has and has soneone else -- | nean
t he | anguage which we are now deleting fromline 15 and
16. Right?

DR. HANNA: Right.

M5. CHARO  Kat hi ?

DR. HANNA: My question was just that you have
removed a requirenment fromthe recommendati on and you are
putting it into the discussion underneath and | just want
to make sure that that is what you want to do. You are
going to make many of the public comentators very happy
by doing that because there was a | ot of objection to that
requi renent that the unlinking be done by sonebody
i ndependent of the investigator.

DR. MIKE: But | disagree because there is a
definition of what we nmean by an unlinked sanpl e.

By the way, | guess these are still clean up
t hi ngs but the paragraph above the recomendation i s about
uni dentifiable sanples and | think we are not using that
anynore, right?

| think what Bernie is suggesting is clear.

We have defined what we nean by unlinked and what we nean
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by unidentified and it is sinply repeating that in there.
And then what he is suggesting is that for the case that
you are worried about we make it clear in a short

coment ary underneath the recommendati on that that does
not fall within this recomendation and that that is a
different situation all together.

M5. CHARO Bernie?

DR. LO | nean, Steve then raised the point,
which | actually agree but | do not think we have tal ked
about, that maybe by unlinked we nean not just the
repository strips it but someone el se other than the
investigator unlinks it and then we basically -- | think
we are nodi fying the wording of the definition on 110 to
i nclude sonmething that is hinted at in the |anguage of
recomendati on 2.

| would actually agree with that. | actually
t hought as to how it applies to every single
recommendation. And if we do that | think we have to have
text as to who does the unlinking because it cannot be,
you know, ny co-investigator who, you know, keeps the
decodi ng sheet on the desk.

M5. CHARG Bette?
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M5. KRAMER Right. Apropos that. | think
very, very early on, two-and-a-half years ago, we were
alerted to cases where clinicians are actually doing
research on their own patients so that rai ses another
i ssue. You know, how do these get unlinked? Wo unlinks
them for thenf

M5. CHARO  Steve?

MR, HOLTZMAN: If you | ook at our definition
of unlinked we stipulated in it that it would be extrenely
difficult for the investigator, the repository or third
party to get back to the identity. | do not know that the
focus of how that is to be achieved such as | have to ask
a third party -- oh, by the way, it cannot be ny best
friend who tells ne all their secrets -- is really what is
i nportant in the recommendati on.

We have said that is provided to the
investigator and it is unlinked and by that we nean that
i nvestigator would not be able to tell who it was. Now
whet her they do that by sinply stripping them off
t hensel ves, throwing theminto a bucket, stirring it up
and then pulling themout so they are randonly assigned,

that m ght be better than having their friend do it.
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So | think if -- | do not think we need -- |
amthinking. | do not think we need to say anything nore
in the recomendation. 1In explanatory text we should just

sinply say that the nethod of unlinking should achieve the
goal of unli nking.

MS. CHARO This may be true but it has cone
up enough that it suggests that sone text that talks to it
specifically m ght nonethel ess be helpful. One could
sinply adopt the recommendati on as Berni e has anended it
and then include in the text or in a separate
recomendation, either, that an investigator in possession
of coded or identified sanples nmay render them unlinked by
having a third party or having an independent person
del ete the codes and identifiers and thus delink the
sanples. And that would clarify the situation and all ow
the main recommendation also to speak to the nost general
case.

| only raised this originally because | found
that the way it was witten actually confused ne as to its
applicability to nunber 2 and I was not sure reading it if
it was supposed to apply to nunber 2.

MR, CAPRON: Could | have just a linguistic
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clarification on the revised? Line 14 on page 111 is now
going to read, "Research conducted on unidentified or
unl i nked sanpl es that does not involve human subjects and
hence is not subject..."” |Is that correct?

M5. CHARO That is the proposal

MR. CAPRON: Ckay. Kathi, what was the
content of the objections that we got which we are going
to relieve by this change because the description of the
process here was, oh, it is, just as Alta's said,
difficult toread it here. W are not clear what we are
tal ki ng about but we are really noving the sane idea over
to the definition of unlinked. If we are, then those
peopl e should be no happier. |If we are nmaking a
subst antive change we ought to be very aware of what we
are giving away, as it were, fromwhat we originally were
r ecommendi ng.

DR. HANNA: It was just the person who was
going to be responsible for unlinking. That is all | was
referring to. Many people who submtted public comments,
nostly fromthe scientific comunity, did not Iike the
requi renent that we said sonebody i ndependent of the

investigator had to do that. M only point was if you
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were going to take that clause out of that sentence and
just put it into the text nost people will read that as no
| onger being a requirenent. And that was --

MR. CAPRON: In other words, they wll not
read our definition of unlinked as a necessary part of the
requi renents?

DR. HANNA: No, no, no. It is the act --
there is two things.

MR. CAPRON: Alta just said that she had the
word "independent" still in the way she put it. Steve did
not. Steve said that all that was inportant was the
extrenely difficult |anguage on line 9 of 110. Is that
right, Steve? And you said it mght be, you know, who
cares as long as they use sone nethod that will make it
extrenely difficult.

MR. HOLTZMAN: | think that is what we should
care about, yes.

MR. CAPRON: Ckay. And Alta when she
reiterated things as our chair and the person who is
giving directions to the staff by way of consensus
statenents here used the independent person. Now if what

you are saying is that if it is not in the recommendation
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people will sinply ignore it because they will think that
t he | anguage on 110, which is a definition, is sonething
they can ignore, | think they are wong because OPRR
whoever inplenents this, will put the definitions into the
regul ations so then there really is not substantive
change.

If we are making a substantive change by
adopting Steve's view then what we are saying is that what
t hey objected to was what they thought was a cunbersone
process of having to bring in sonebody outside. |Is that
correct?

DR, HANNA:  Yes.

MR. CAPRON:. Ckay. Then | amconfortable with

Steve's view if it is just a cunbersone process that

really does not

M5. CHARO  Larry?

MR. CAPRON: -- take it seriously but if you
are saying if you take it out of the recomendation they
are not going to take it seriously then I am not
confortable taking it out.

DR. MIKE: A couple of things just to respond

to Steve and Alta's coment just now. | would not support
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it because that was not what we have been di scussing over
t he past few nonths about what we nean by an unlinked
sanple and to suddenly swtch back and say that the

i nvestigator could do it by whatever neans and the I RB
should ook at it and see whether that is true or not, |
woul d not support that.

The second part is sinply an editori al
comment. The | ast paragraph on page 110 and the first
paragraph on 111 really should be changed now. W are not
tal ki ng about those two categories. Wat we nean is the
first two should be treated the same. The second two
shoul d be treated the sane. W are not talking about
uni denti fi abl e.

M5. CHARO Let ne run through again the
suggestions and get a consensus on each one of them
separately. The first suggestion has to do with page 110,
line 12, and that is that we tal k about -- sorry, not |ine
12. Line 5. That unlinked sanples are those supplied to
i nvestigators rather than by repositories but to
i nvestigators, no matter by whom from speci nens that |ack
identifiers or codes. It sinply broadens the definition.

Ckay. And actually it would seeml|ike we m ght want to do
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the sane thing on 11 and 12.

The second is that the current recomrendation
2 woul d have its first sentence anended and put aside now
whet her or not -- the precise | anguage of the text and/or
recommendation that would follow

The recommendation 2, which refers to
categories 1 and 2, is going to read, "Research conducted
on unidentified or unlinked sanpl es does not involve human
subj ects and hence..." et cetera, "...consensus."

Third --

MR. CAPRON: You are going to state all these
and then we are going to discuss then?

M5. CHARO | am hoping to hear if there is an
objection. | was going to nove on to nunber 3, which is
how to resolve the last part of this, which is the concern
about an investigator who has an existing collection of
coded or identified sanples who would |i ke to have them
rendered unlinked and what we say about how that is done
so that it can then be considered unlinked for the
pur poses of no | onger having a known subject.

MR, CAPRON. Ckay. It seens to ne that if we

adopt change nunber 1 supplied to the investigator, the
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result is that the hypothetical situation in which an

i nvestigator already possesses sanpl es because they are
his own patient sanples or sonething cannot qualify as
unl i nked?

M5. CHARO No. The question is how can he
render them equivalent to unlinked so that they can be
consi dered no | onger research on a human subject?

MR, CAPRON. Ckay. So unless we add | anguage
whi ch goes into that, on the face of it, it does not neet
it?

M5. CHARO That is right. That is why we are
worrying about it because whether it is supplied by a
repository or sinply supplied to an investigator, either
way, a researcher who currently had a collection of
materials woul d not be able under this particular set of
definitions to have those materials considered unlinked.

And yet, as Steve has said, there are
ci rcunst ances under which investigators would like to
render those materials into an unlinked kind of form and
then have themtreated as category 2 materials and the
question is what is required to do that? Is it an

i ndependent third party or is it sinply that it neets the
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definition of difficult and do we want to put it in text
or in a recomendation?

MR. CAPRON: And when we went into this
di scussion today it had to be an independent third party
according to recommendati on 2.

M5. CHARO Well, actually when we went into
this discussion today we had not realized that there was a
little bit of a logical inconsistency buried in the
recommendation vis-a-vis the definitions and that has kind
of been reveal ed by the conversation.

Bette?

M5. KRAMER: | think it is unrealistic to
think that an investigator who is working with sanples say
fromhis owm patients if they are ever going to be
unidentifiable to himor unlinked and they just have to go
into the category of identifiable.

M5. CHARO. So -- Larry?

DR MIKE | think that -- | amnot clear
what Al ex was sayi ng about whether -- Alex, were you
saying that if the prospective investigator had these
sanples in his or her possession that they could not be --

nmeet disqualification no nmatter what?
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MR. CAPRON: Wth the language -- if we sinply
adopted Steve's | anguage vis-a-vis lines 5 and 6, we woul d
say the only way you could neet it if you had the
speci nens and now you want only sanples fromthem you
woul d have to turn the specinmens over to a third party so
that they could supply to you unlinked sanples fromthose
specinens. |Is that correct? |If that is the only -- we
only did change one and change two. We woul d, therefore,
take the | anguage about third party, which is explicit in
recommendation 2, and make it inplicit in the definition
of unlinked sanples. |Is that a correct statenent?

M5. CHARO | think so.

MR CAPRON: Ckay.

M5. CHARO  And, yes, we --

MR. CAPRON: And that is consistent with what
Bette just said because she said if you are dealing with
your own sanples --

M5. CHARO R ght. But what Steve has
explained to us and | think David as well is that you
m ght, for exanple, have a pathology |ab that has several
hundred tissue sanples taken from several hundred

surgeries that you have been involved with
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MR CAPRON: R ght.

M5. CHARO And you would li ke to be able to
do research on them You have reasons why you do not want
to, for exanple, deal with all of the issues surroundi ng
traceabl e and identifiable sanples and, therefore, you
woul d Ii ke to delink the codes that currently exist on
this collection of sanples fromthe sanples and just work
with the biological mterials and the question is how are
we going to signal to people that they may do that and
what are the details of that procedure.

Bernie and then Steve?

DR. LO Actually Steve had his hand up first.

M5. CHARO  Ckay. Steve instead of Bernie.

MR, HOLTZMAN. So in terns of the change that
-- the first change of "by repositories” instead to
"investigators,” | think Al ex actually was naki ng sonewhat
of a grammatical point that you cannot supply things to
yourself. And | actually did not intend that. | was
inplying -- | think that is what he has been driving at
here. Since you cannot supply it to yourself it cannot be
unlinked. Gkay. And | never intended that and | do not

t hi nk anyone else was reading it quite that way with Al ex.
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So ny thought was really just confronting the
i ssue of sonmeone can wear two hats and so it may not cone
froma repository. Now what we care about is that the
i nvestigator not have the know edge that conprises the
link. So that was ny idea of saying nake it to the
investigator. The inportant thing is that in the hands of
the investigator, the individual investigator or
researcher, they do not have the know edge of the
identity.

| think with respect to the substantive issue
as we have discussed it in the past of having a third
party performthe delinking, certainly as |I thought about
it since the goal is delinking, | always thought of the
paradigmof, well, you have got to get soneone else to do
it.

| was literally just sitting here today and
the kind of case | had in ny mnd, Alta, is the one you
just suggested. W go to soneone. We want di m ninus
pat hol ogi sts. They have got 10, 000 sanples for prostate
cancer. They just go grab 1,000. They rip off the nanes
and they actually do sone work up with this as a

col | aborator but they really have no idea of which they
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canme from other than the dimninmus G eeson score, that is
degree of the cancer, right.

And it just struck me as we are sitting here
is that when we really care about, and | feel it is
generally lacking and we can cone back to this, is that I
do not think we have tal ked enough about institutions
mandati ng that there be appropriate procedures, whatever
they are, to ensure that when things are clained to be
unlinked they are, in fact, unlinked. When they are
clainmed to be confidential encoded, they are, in fact,
appropriate confidentiality standards.

So that was all | was reflecting. AmI| going
to, you know, lay that in front of the conm ssion, you
know, and say we have got to not -- we have got to get rid
of this third party? No, that is not the issue. | am

just asking us to think about the substance of what we

care about.

M5. CHARO Bernie and then Larry.

DR. LO Actually ny comments follow along in
sone sense to Steve's. | think the problem-- 1 like the

general definition that you just proposed that the

unl i nked sanpl es are those which the investigator obtains
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in a way that has -- does not have identifier codes and
you cannot crack it. W are now sort of | ooking on a sort
of special case, which actually turns out to be common
enough that it has evoked a | ot of public comment, where
the sanme individual is both the head of the repository or
the repository and the principal investigator or the
scienti st.

And as with everywhere else in research in
human subj ects when one person plays two rol es things get
really nmessy and | think what we are saying is that you --
when there is this role conflict you have to really be --
we are not closing the door and saying you cannot unlink
them but we recognize the possibility that you nay not be
able to keep separate those two roles that you are
intending to do and you ought to have appropriate
procedures in place to make sure that what you are doing
really ends up with an unlinked sanpl e.

That is where | put Steve's coments that you
do not have to pay attention to how you are going to do
this and whether, in fact, the sanple that you end up with
really is extrenely difficult to Iink back up. So I think

there is a |lot of explanatory text that needs to be gone
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into here. There are obviously differences. |If |I amthe
director of a gigantic pathology lab with 10,000 sanpl es |
amnot going to be able to sort of unlink. If I amjust
sort of at a little, you know, community hospital and I
only have 50 sanples and | am studying 25 of them|
probably just visually can identify every slide as to who
it belongs to.

| think we just have to sort of -- in applying
general principles they do not always fit particul ar cases
very neatly and we need to not let the particular sort of
unusual cases sort of swallow up the entire genera
di scussi on but sonehow keep it proportional so that we
have a general rule and a little sort of nental footnote
that, yes, in this special situation it generally wll get
alittle bit tricky and here are sone ways to help you
through it. But nake sure that we do not end up spending
so nmuch tinme on peculiar situations that we end up gutting
the big picture.

| think it is really inportant to distinguish
t he individual pathologist who thinks that on Saturday
af t ernoons and evenings she is going to sort of do

research, genetic research, is not what we are driving at.
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We are really tal king about the bigger repositories where
if you have got 10,000 or 100,000 sanples that it is going
to be tough to link no matter who does the unlinking.

M5. CHARO Bernie, are you suggesting that --

DR. LO | have got Alex all upset.

M5. CHARO | just want to understand your
bottomline. Are you suggesting that in our discussion,
inthe text that wll follow, and if there is a
recommendati on, any other recomendation that follows,
that the focus should not be on the precise specific
requi renent that there be an independent -- a person
i ndependent of the investigator who severs these links in
order to render the sanples into a condition where they
can be treated as not, you know, a human subject but
instead to pick up on Steve's |anguage that focuses on
appropriate procedures, guarantees, sonething that is as
of yet unspecified?

DR. LO No, no. | think the general should
be unlinked sanples are those the investigator receives in
a format that does not have identifier codes.

MS. CHARO  Ckay.

DR LO So it is changing from supplied by --
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CHARO  Ri ght.

LO -- to received by or sonething.

5 3 B

CHARO R ght.

DR. LO Then we say there is a special tough
case where the sanme person is both the supplier and the
reci pient and you have got to think about it a little bit
because in sone cases it may be trickier than in others to
actually carry this out. And | think that, you know,
given that it seenms to ne that nost of the tine -- | nean,
tome it is still an exception. It is not the general
case. So the general rule is nost of the tine when you
have got the sanme person both being the repository and the
investigator it is a little trickier and that deserves a
little discussion but I amjust saying nmake that
di scussion a little discussion and not the predom nant
di scussi on.

MS. CHARO Al ex?

MR, CAPRON. Two points. | amnot clear from
Steve's coment whet her your assunption that this is a
little infrequent occurrence is correct. | mean, he
describes situations in which the repository becones a co-

i nvestigator with the genetics or nol ecul ar bi ol ogy group.
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s that not correct, Steve?

MR, HOLTZMAN. |If you are tal king about |arge
scal e genetics kinds of studies, nore and nore you are
going to find in the major nedical centers that the
pat hol ogi sts are clinician researchers and they have a
tremendous interest in collaborating all of our studies.
Having said all that, all of our studies are done not in
unl i nked but in coded and we end up getting | RB approval
anyway.

MR. CAPRON: But | amnot worried about
whet her or not you are doing it in a legitimte way but
you are doing it inaway in which if the word
"investigator"” nmeans anything it includes the person who
was originally holding the materi al s.

The second thing, Bernie, is the exanple that
-- the reason ny hair stood up at the end of your exanple
was, well, we are concerned about these big pathology | abs
and we are not concerned about the pathol ogist with 50
sanpl es who decides in the evening that she is going to do
genetic studies on them and she knows who those 50 sanpl es
are. | amconcerned about that person and the notion that

t hat person woul d proceed on the basis that she is not
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dealing with human subj ects when she knows who those 50
sanples are and so forth, it just does not satisfy ne at
all.

DR. LO Let ne -- on the second point |
agree. | amvery concerned about it. | do not think it
is going to happen that much. So the total nunber of
peopl e harned because their privacy has been invaded |
think is relatively small. | agree it is egregi ous when
my next door neighbor, the pathologist, starts
rumragi ng - -

MR CAPRON: Ckay.

DR. LO Absolutely. So | m sspoke and I
meant it in nunerical terns and not in sort of --

MR CAPRON: Ckay.

DR. LO -- severity of the insult and the
wWr ong.

MR, CAPRON: If that is the case | would agree
with you that we ought not to do sonething that totally
distorts what nmakes good public policy sense for that one
rare case.

(A) I have no basis for knowing howrare it

woul d be and (B) since it is easy to anticipate that it
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woul d not occur | believe we can address it in a way which

does not distort it. | thought that is what we were doing
when we canme into the neeting today. | |iked
recommendation 2. | understand the view that as witten,

particularly using the word "unidentified" and not using
the word "unlinked" as well, it was confusing.

I f we think of our recommendations -- our
descriptions rather of the four categories as eventually
regul atory | anguage, which seens to ne the only way they
make sense, then | think we should be fairly precise about
what goes in there and we cone down to the issue -- and |
do not know where you stand on this issue. | heard Bette
say that basically if you are dealing with the sanpl es
that you have col |l ected about your own patients you ought
to treat themas coded or identifiable to you and you
shoul d not have this out.

| do not understand the word "supplied to" as
suggesting self supply. |If people read it that way then
amnot satisfied with the change in | anguage. | would
want to clarify supplied by sone third party, a repository
or otherwi se, to the investigator.

The notion that you supply to yourself what
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you al ready possess -- we could have angel s danci ng on the
head of a pin around that but it does not seemto ne at
that point you are supplying it to yourself. You already
possess it.

Therefore, to ne the question is, is the
description of |ack of independence going to be overcone
by some unspecified procedures that we are now goi ng to be
witing in for the first tinme here?

And | am back to what Alta said a while ago.
Show ne sone well worked out |anguage in the definitions
and in the commentary and | can decide then. | cannot
decide in the present confused kind of state of this
di scussi on.

M5. CHARO  Steve?

MR. HOLTZMAN: Actually I think we can decide
because | do not think it is really that confused because
| think what everyone cares about is that when the
investigator has it that it be true -- if it is going to
be called and treated as unlinked that it is truly
unlinked and that the investigator cannot tie the results
to the person.

And it seens to ne it is a very sinple
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guestion. Do we wish to nmandate that the delinking is
done by a third party or not? | think we intellectually
recogni ze that a third party does not ensure true
delinking. W also recognize that self -- the
i nvestigator delinking thensel ves can genui nely delink
t hem But having said that, one can neverthel ess say we
believe it should be done this way and it just really
comes down to whether the comm ssion sinply wants to
specify the what or wants to specify the how

M5. CHARO  Larry?

DR MIKE | actually now agree with Steve.
| msinterpreted what he was proposing. Because the
definition by the change to investigator still retains the
fact that whether you are the investigator or the
repository, if they are different or the sane, still has
difficulty or a nmere inpossibility in being able to link
it. So |l think it would cover the situation that Steve is
tal king about. |If Steve is talking about | am at the
pat hol ogy |l ab and | have 10,000 breast cancer cases and |
pull out 1,000, strip themall and then pick it out, as
long as it neets the test that that repository still is

unable to do it, then it is an unlinked situation.
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Because when we are tal king about unlinked we
were tal king even in an independent repository that sends
to an investigator, even that repository should not be
able to link it.

So | feel confortable with the change from "by
repository to investigator."

M5. CHARO  What about the question, however,
of -- as Steve was putting it -- whether we are going to
i nsist on the |anguage of a person independent of the
i nvestigator when we are tal king about a situation in
whi ch an existing collection, which is coded or
identified, is going to be transfornmed into one that is
unlinked? This is probably not, in fact, exceptional. It
i's probably somewhat common so it is worth being rea
clear if we are going to, as Steve put it, to put how are
the -- the how or the whom | amnot really sure they are
all that specifically separated but --

MR, CAPRON. Steve, would you think it was
responsive to the kind of direction you want to go for us
to have an explicit recomendation in addition to what is
here identifying the responsibility of the IRB to ensure

that the process used fulfills that objective and further,
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either in the recommendation or in conmmentary, to note
that the IRB may -- | do not knowif it is a matter of
presunption but where the investigator is also the
repository and is taking the responsibility on rather than
giving it to soneone el se of devel oping a nethod of the
strip -- followng the stripping process through --

M5. CHARO Alex, | amsorry. | do apol ogi ze
for interrupting you but I think that there may be a
m sunder st andi ng here because there will not be an
opportunity for the RB to have that oversight since by
delinking we are saying it is not a human subjects
experinment and the IRB will have no role.

MR, CAPRON: Well, | amglad you rem nded ne
because we have actually had that discussion before and
what we are then saying is that there really is not
assurance in the process that the standard of extrene
difficulty is going to be fulfilled and | go back to
Kathi's comment that there will be a lot of joy in
Mudvi | | e or whatever when this change occurs because a | ot
of people will either think that we do not care about it
anynore or we put it sonewhere in the commentary and they

just do not have to really worry about it.
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So it is not the onerousness of the process of
del i nking, whether it is by soneone else, it is really
that they -- that this just falls off the radar and that
they can say | had a list of 100 sanples, | ripped them
off, I nunmbered them 1 through 100 and | now no | onger
know -- oh, by the way, the list fromwhich | took it was
al phabetical to start off wth.

M5. CHARO Bette?

MR. CAPRON: It still is al phabetical.

M5. KRAMER | amtrying to think about the
exanpl e that you just raised where the investigator is
wor king with sanples which are identified or |linked and
now wants to strip themof identifiers to what -- escape
the regulations. 1Is it a valid assunption that if he --
the investigator has been working with themin a |Iinked
fashion --

M5. CHARO  They may not have been worKking
with themalready. It may be that this is sinply a
collection. For exanple, the Departnent of Oncol ogy w il
probably have a collection of tunor sanples that they --
or specinens, sorry, that they have collected over the

years and a nenber of the departnent would like to do
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research on them The nenber of the departnent does not
need to have the sanples coded or identified -- coded or
i nked for her purposes, right, and so would like to
sinply sever the links and work with the sanples -- with
sanpl es taken fromthese specinens.

W are now in a situation in which we are
si nply asking ourselves what is the responsible way to
handl e that know ng that as we currently have structured
this, right, at the nonment at which an investigator takes
away those identification tags and those codes, we are
decl aring that her subsequent work on the sanples is not
work on a human subject and, therefore, she will never go
to the IRB. She wll not even have to go to her
departnment chair to ask for an exenption fromIRB review.
She will sinply nake a judgnent in her own case that what
| have done now neans | am not working with human
subj ects. Renenber the process of stripping identifiers
off initself research. So that does not trigger a need
to go to the IRB

M5. KRAMER  But, Alta, aren't those specinens
going to be -- | nean, in that case is the investigator

and -- are the investigator and the holder of the
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speci nens one and the sanme because if it is the oncol ogi st
aren't the specinens going to be in pathology and there is
going to be a separation?

M5. CHARO Bernie?

DR. LO There are a nunber of issues that may
be worth trying to sort out. Steve raised the question of
whet her we are nost concerned with the objective or the
goal as opposed to the neans of a process. Should we be
nost concerned? Should we focus nore on whether, in fact,
when the researcher gets the sanples they really are
virtually -- extrenely difficult to link back or are we
going to be concerned nore with the process by which they
got to that alleged state?

And | guess | would put ny vote for trying to
| ook at the outconme rather than the process because it is
-- you know, that is the goal you are trying to get and
the process is not in exact congruence with that.

Al ex raised another question that is extrenely
inportant and that is what is the verification that, in
fact, this is actually happening and he views the IRB as
an inportant procedural safeguard to make sure that just

because | call it unlinked it really is unlinked to sone
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obj ective consideration and | think that is an inportant
concern because there are certainly ways of doing it that
do not neasure up and | should be held accountabl e of

whet her it has been done in a way that really renders them
unl i nked.

CHARO  Steve?

LO Then -- let me just finish.

CHARG | amsorry.

T 5 3 D

LO There is a third issue because we are
using terns, and | think the public comentators used
terms that | think cover a vast variety of situations.
When we say, you know, | have sanples and | am an

i nvestigator, what does that nean? | nean, | may have
sanples in that | amthe chair of pathology and I am you
know, responsible for all the slides and the sanpl es at
UCSF hospital. | do not -- it seens to ne that is very
different than a nuch small er operation where | have
personal |y been involved in the clinical care of that
patient and particularly | think with pathol ogy have a

vi sual nmenory of what those, you know, that associ ates
slides with individuals.

So | think that, you know, we need to sort out
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the extent to which people can link sanples that do not
have, you know, nane, social security nunber or anything
el se because of information that is actually in the sanple
and readily obtained wthout fancy genetic anal ysis.

And sonewhere it says now | am an
investigator. |In what sense am| an investigator? There
are honorific investigators.

| would, | guess, say to Steve that if ny role
in your research project is that | have supplied you a
1,000 or 10,000 sanples fromthis data bank | have built
up and we nmake an arrangenent, and | want to further ny
career and | want to get ny nane on a | ot of papers but
all | have done is supplied you with the sanples and did
not really participate in the analysis of the research
which | think is what is neant, frankly, by a lot of
peopl e who hold a | ot of specinens. | nean, frankly, |
think they supply the raw data, either patients or
sanples. They are not really part of the investigation.
| am | ess concerned about that than if | amactually
involved with the analysis of the data and goi ng back and
saying, "Ch, actually by the way, nunber, you know, 374 |

actually renenber --"
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(Si mul t aneous di scussion.)

DR LO Right, exactly. | nean, see, that is
to me the real concern. It is the -- in the process of
what | am doing, is sonmething going to be |ike that?

MR. CAPRON:. (Not at m crophone.)

THE REPORTER  Your m crophone, please.

DR. LO Then finally let me just say in terns

of i ndependent of the investigator, | amnot sure what
that neans either. | nmean, if | am headi ng a huge
departnent -- | nean, you know, we are talking about

| arge, | arge departnents here and not sonething where | am
the chief of pathology and | have one poor adm nistrative
assi stant who does everything else. If it is a large
departnent, in sone sense they are not independent of ne
because, you know, | amtheir boss in sone ultimte sense.
It does not nmean | can sort of put the screws on them and
say, you know, slip ne that list or else, you know, you
are never going to get pronoted or you are going to take a
pay cut.

Whereas, | would say, you know, a very smal
unit where there is only that other person and ne there is

alot of -- there is a lot nore concern about kind of
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letting things slip.

So | think | amnot sure what the public
commentators had in mnd. If it is a big organization it
seens to ne, yes, there ought to be -- it just does not
make sense to do the kinds of projects Steve is talking
about without a | ot of procedures and there ought to be
soneone whose job it is to prepare these sanples and do it
i ndependently. Just |ike you have biostatisticians who
| ook at your data in a relatively confidential way seal ed
off fromthe principal investigator.

So | just think we sort of sort out, you know,
Steve's coment about is it the process versus the final
outconme. We need to address Al ex's concern about is there
sonme oversight on a claimof an investigator that | have
stripped them and now they are really unlinked and now t he
| RB does not have to look. And I think we need to sort of
try and sort out what people are really, you know,
concerned about when they make these public comments.

M5. CHARO  Steve, you had a hand up?

MR. HOLTZMAN: Partly in answer to a question.
In a typical case the pathologist we are working with

genuinely is a collaborator so it is not just the
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honor ary.

Again | think the idea of a third party is a
typical kind of way to try to achieve the goal. Okay.
And it is because | whol eheartedly agree with Alex's
coment about anonym zation gets you outside and you are
no | onger dealing with human subjects research and you are
no | onger subject to IRB so you ask who is the police
person.

Again | keep com ng back and sayi ng have we
pai d enough attention to this report to institutional
mechani sms and safeguards? And if we noved it up to there
and had sone recomrendati ons about that, | think we m ght
-- we could include if we wanted to about third parties
but we m ght have sonething even stronger than just this
one place where we are saying there is a third party.

| nmean, it is -- clearly if any one of us was
running a hospital and you read this rec and it did not
even say anything about third parties and you cared about
it and you thought it was inportant you woul d be sending
out to your investigators, "By the way if you have got
sanpl es and you are going to use themin an unlinked way

you better be using themin an unlinked way, here is the
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policy in the hospital to ensure that it is unlinked."

M5. CHARO Al ex?

MR. CAPRON: | want to suggest that despite
the fact that the regulations do not presently contenpl ate
this since we are maki ng other recomrendations that they
do not contenplate that we have separate recommendati ons
on unidentified and unlinked. And as for the unlinked
that the recommendation is that they presunptively do
i nvol ve human subjects until the IRB has concluded. And
if Steve has in mnd other bodies within the institutions
that woul d be nore adapt at providing the necessary
certification that they have nmet the standard of extrene
difficulty, fine.

Steve, | would be open to --

M5. CHARO Well, actually, Steve, can
intervene just for a nonent?

MR. HOLTZMAN: Can | just ask a question? Al
unl i nked woul d be presunptively not unlinked?

M5. CHARO No, not at all.

MR CAPRON. Not all --

M5. CHARO Actually, Alex, please, because

what you have suggested now is a discussion exactly on the
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guestion of the status of exenpt as opposed to nonhuman
subject. | do not know if you realize you recreated that
conversation that had not yet been shared with everybody.

MR CAPRON: Ckay.

M5. CHARO  Was that your intent?

MR. CAPRON: | think we have to get into that
but probably not at 5:00 o' cl ock.

M5. CHARO What tinme is it exactly?

MR. CAPRON: It is 5:00 o'clock.

M5. CHARO What tinme were we supposed to end
t oday?

MR. CAPRON. 5:00 o' cl ock.

DR MIKE Alta, are you saying -- am|
correct that what you just said is that we are going to
have a di scussi on about that specific --

M5. CHARO Let ne -- let ne give a headline
news version of sonething people can contenpl ate overni ght
and then we can discuss it tonorrow at the tine that
Harol d sel ects.

During the course of the comenting on all the
recommendati ons many of us sent our conmments directly into

staff. We did not send themto the whole e-mail |ist. [
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had sent in a coment suggesting that we actually should
be treating unidentified and unlinked, category 1 and
category 2, slightly differently. That category 1 is
genui nely no human subjects. Nobody has a clue which
human being on the planet is being studied.

Category 2, we know the class of peopl e being
studied. W know that it is these 50 particul ar peopl e.
We have got -- you know, we know who they are but we do
not know whi ch sanple goes with which person. And that
that really is the study of those 50 people. They are
human subjects but that they should be -- but research on
their sanples should routinely be exenpted by -- fromIRB
revi ew because it neets all the qualification -- it neets
all the criteria for exenption and that has to do with the
personal identities not being readily ascertai nable.

It allowed for us to have sone flexibility
with regard to the question of small groups where you
actually can figure out who it nmust be. It allowed for
sone better consideration of group harms. And exenptions
are granted in institutions by different people dependi ng
on the particular institution's choice as explained in

their nmultiple project assurance.



10

11

12

13

14

15

16

17

18

19

20

21

22

171

It could be the departnent chair. It could be
the president of the school. It could be the IRB
admnistrator. It could be the IRB chair. Institutions

have a choice of how they want to construct it.

And when this suggestion was nmade and then it
was di scussed wth a couple of other people on a cal
having to do with the recommendati ons the concl usi on was,
well, this is conplicated enough and it is kind of a
change | ate enough in the gane that you do not want to
necessarily get right into it.

You mght want to hold it and | was holding it
until later on after we had gotten through the
recommendations but since it was raised now it does in
this particular case as well offer an avenue for
addressing Steve's suggestion, which is for unlinked stuff
-- sonebody wants to unlink their stuff, all they have got
to do is just have their departnent chairs sign off that
this is away to do it that is responsible.

That is not to say it is a good
recomendation, this whole idea, but we should probably
talk it out when there is nore tine.

St eve?
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MR, HOLTZMAN. Just a question for someone who
has been asking for nmonths and nont hs and nont hs bet ween -
- about the OPRR interpretation, this is a way of
di stinguishing the 101 or 2(f) versus the 104.

M5. CHARO  For those of us who find it hard
to believe that two phrases that say different things can
mean exactly the same thing it was satisfying to find a
subtle distinction in nmeani ng between the two provisions
of no human subject and exenpt from | RB revi ew but
nonet hel ess - -

MR, HOLTZMAN. Human subj ect research

M5. CHARO  Human subj ect research which is
exenpt but that is just intellectual satisfaction. It is
not necessarily good policy.

DR. LG Just so we are clear on this, does
this mean that sone tinme tonorrow when we have a little
nore tine we are going to readdress this issue that Al ex
originally raised and | take it was discussed in
conference calls? |If sonmething -- what assurance do we
have that sonething that is clainmed to be outside the
purview of IRB review really ought to be outside the

purview in an individual case?
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M5. CHARO  You know, when | raised it there
was a conference call anong the people who had given a | ot
of comments on the reconmmendati ons and when | raised it on
the conference call, interestingly enough, it was Al ex who
actually seened to be not conpletely enthusiastic about
the suggestion at the tine in that context. As a result
the idea was maybe it is not going to be worth di scussing
or maybe it will not be worth doing. | think it is
Harold's call tonmorrow. It is certainly not the nost
essential thing for us to discuss with regard to the
reconmendati ons.

MR. CAPRON: As long as we have the

i ndependent investigator -- of the investigator |anguage
in 102 -- in our recommendation 2 | was satisfied in our
not drawing the two categories separately. If we -- once

we take that out | think it nakes sense to say if we are
going to take Steve seriously and say there should be an
institutional nmechanismfor certifying that the unlinking
process is a good process then that has to -- then the
unl i nked sanpl es need to be addressed separately fromthe
uni dentified sanples.

DR MIKE Ata --
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M5. CHARO Larry and then Trish.

DR MIKE -- since | was on that call -- but
you raised the issue about treating them separately even
wi th the independent investigator |anguage.

M5. CHARO Yes. This was not the provision
that triggered ny thoughts on this.

DR MIKE Yes. So, | nean, but -- so that
is quite a different scenario.

M5. CHARO  Trish?

M5. BACKLAR: And it seens to ne that if you
go that route then you take care of the disparity of the
different kinds of issues that nmay cone up froma very
smal |l group to a very large group that sonebody is seeing
t hat because ot herw se --

M5. CHARO Right.

M5. BACKLAR: -- | amconcerned what Bette is
sayi ng and what Al ex was sayi ng, and what you were saying
about the confusion between the investigator and the
repository or the investigator and the clinician, and back
to all those old problens. So | amfor that and woul d be
concerned if we do not do it.

M5. CHARO Wuld it nmake sense perhaps to put
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this off until tonorrow because to get into it now -- it
seens late in the day to do it and it is being sprung on
peopl e out of no where and it will give you tine overnight
to consider the inplications of it because it has
inplications for nultiple parts of the report to have an
opportunity for unlinked stuff to have sonebody at an
institution have to sign off and go it is correct, you do
not need to see the IRB after all. R ght?

We convene again tonmorrow norning at 8:00 a. m
in this same room

DR MIKE Can | ask sonething? Can you just
sort of ask us right here whether we are going to be
havi ng sonme maj or problens with the rest of the chapter?

M5. CHARO W --

DR MIKE  That will give us an idea how nuch
time we have on this.

M5. CHARO Ckay. Knowi ng already that we
have got chapter 4 -- is that the ethics chapter? --
chapter 4 that was never discussed today, and we al so have
one detail having to do wth the expedited reviews, are
peopl e anticipating major problenms with the remaining

recommendati ons? You can never tell because | would not
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have predicted that recommendati on 2 was going to wi nd up
taking an hour's worth of tine. Ckay.

Are you still willing to cone to the neeting,
Larry?

Eric, do you have any closing comments before
we di sm ss people for the evening?

DR. MESLIN: | was only going to say that it
is not absolutely essential that there be a | ong
di scussion of chapter 4 since it sounds |ike the
di scussion of chapter 4 wll --

MR. CAPRON:. There we go again.

M5. CHARO No, that was nme. | amsorry.

That was a piece of paper on ny m crophone.

DR. MESLIN. -- will in sonme ways determ ne
changes that we will be making so do not |let that be your
di si ncenti ve.

We al so have sone other materials that | think
we W ll just pass out tonorrow rather than now. | think
will just stop tal king and see you all tonmorrow at 8:00
o' cl ock.

DR. CHI LDRESS: And, commi ssioners, if we can

gather at 5:30 just outside the door here.
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(Wher eupon, the proceedi ngs were concl uded at

5:06 p.m)
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