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THE COURT: Okay. And then both parties’

attorneys can guesticn as they desire, And I don't care who
goes first. Wheever wants to come forward?

[WHEREUPON, after being administered the oath, Dr. Kyle
Steenland testified as follows, to-wit:]

DIRECT EXAMINATION

BY MR. JANSSEN:

Q. Well Your Honor, with the Court's permission I'll go
first.

Dr. Steenland, vyou were in fhe ccurtrocm and heard Judge
Beane's comments just before the brief recess that we had. We

can either start with your response to that, 1f vou have cne, or
I know that you -- because you met with all counsel here at a

lunchecn before we started today -—- T know that vou had prepared

in advance a short statement or presentation and perhaps you'd

rather start with that; you're choice.

A. I would. Am I free to do so, Judge?
THE COURT: [Nods head affirmative].
A, I understand that folks would like an answer to this

question as soon as possible and that time has gone by. And I
would like to say that we have been as diligent ag we can in
answering this question correctly, because you can answer
quickly and wrong or you can answer after adequate times gone by

and answer it the best that you can and hopefully be right. And
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| that's been our job from the beginning and that's what we've

been doing.

There are seﬁeral reasons that need to be spoken to about
the strengths and weaknesses of the Safe Health Project data
that is the basis for much of the work we've been doing.

First off, it's an extraordinary job -- Paul Brooks has
described it -- to collect that much data so quickly and
accurately. BAnd it has formed a basis for almost everything
we're doing. That said, there's, from an epidemiologic stand
point -- from a scientific stand point -- trying to figure out
whether you can determine probable links of disease in relation
to higher or lower PFOA levels, there's some weaknesses in that
data. And there's -- the two main ones are —- what we like to

do is know whether people with higher PFCA or C~8 have more

disease. &And so you need to know who's got disease but you also

have to know when they got it. And you have to know about what

' their PFOA levels, or C-8 levels in their blood, were likely to

have been before they got the disease, not afterwards.

So we know from the C~8 Health Project what people's levels
of PFOA in the blood were in 2005 and 2006. And we know pecple
have reported history of disease at the time of the Safe Health
Proiect. For example, they may say, I've had heart disease.
However, it does not tell us when they had heart disease nor

does it tell us what their likely PFOA level was before they had
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that heart disease. So if you say someone had heart disease in
1992 we need to know what we think the PFOA level in the serum
was before that, not after that. And so that depends on their
residential history -- that's where they lived -- how far they
lived from the plant; whether they were drinking public water or
private water. We spent quite a bit of time reconstructing
those residential histories and determining what direction the
wind blew from the plant with the particles of C-8 on them; how
long it took to get te the ground and how long it took to get
from the ground into the groundwater and into the public water
system so we can estimate what people have been drinking at what
peoint in time.

That is a major, major thing to do. I -- to go into all
the details of it would take a long time, but it is not an easy
thing to do. We have completed that effort. We've published a
couple and more things are in the pipeline. I think that would
stand as a model of how you figured out what happened in the
past from what you know in 2005. We had to figure out what the
emissions from the plant was in the air; what went to the river;
how much the river communicated with the groundwater supply
overtime, starting in 1950 when DuPont began manufacturing C-8.
And we had to determine how far the particles went before they
were deposed on the ground; how long it took to get from the

ground to the groundwater. We alsoc had to determine whether or
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not people were on private or public water, which is not an easy
thing to do because water companies only have some suggestions
about that; they can’'t tell you with accuracy. We had to
reconstruct where pipelines were laid. This has been a major
thing to do. And it's fundamental, determining whether or not
peocple -- what their levels of C-8 or PFOA were in their body
before they got sick, which is key.

The second thing you need to know is not only what water
they drank but how long it takes to get out of their body,
right? BRecause if you want to know what somebody had in their
body in 1980 before they got the heart disease you need to know
over time how much they drank and how fast it got excreted.

Well how do you figure that out? In the literature there was
some data about that based on about twenty-five people at 3M's
plants in Minnesota; it was not adequate. It tells us that in
three and a half years about half of the PFOA in your blood
disappears.

We thought that this was insufficient data to make a real
good conclusion so we -- we planned a study of two hundred
people which ~-- and to the credit of the community, all of those
two hundred peocple have consistently shown up and given us their
blood over a four-year period after those water filters that
DuPont installed went in. So after the C-8 went out of the --

out of the water we could see how fast it went out of the blood;
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that was also critical. So you need to know what people drink
and you need to know how fast it gets out of the body. These
things cannot be answered quickly and they can’t be answered
with the C-8 Health Project data.

So, that said, the C-8 Health Project data was key to us
because it gave us a list of pecople; it gave us a lot of self-
reported data on demographics; it gave us a lot of stuff on
cholesterol and blood measured by LabCorp. BAnd it gave us a
place to start, really. Because in our view, we had to follow
people further. We couldn't just rest on the laurels of the C-8
Health Project to answer these questions for the reascons I've
explained. We need to find out what people have had in their
blood in the past and find out when they got this disease. And
then we compare disease rates between those with high levels in
their blood and those with low levels in their blood over time,
not in 2005 but before they got disease.

Sco from a scientific stand point that is the only way you
can answer this question about probable link. That said, we
said once we get the data from Brookmar it's going to take us
three years to conduct these studies we're conducting. I'm
going to describe those studies because there’' s eleven of them.
There's a reason why there's eleven of them.

I've described two, the half blcod and the exposure study.

We got the data from Broockmar finalized after the re~analysis of
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the errors in the blood that Paul Brooks described, in April
2008. It is now May of 2011. We have finished ourx research
program and collected our data. We are now putting it all
together and analyzing it. And I believe we've done pretty much
what we said we were going to do. Furthermore, I think we've
done it in a pretty fast timeframe for the way these things work
in the worid.

So that said, let me describe what we thought had to be
done to figure this out. I mentioned the half life study, the
study of how fast it gets out of your blood. And I mentioned
the reconstruction of exposure over time. So what else did we
need to do? Well first of all, we felt we needed to go back and
interview these people again and determine what disease they
reported, similar to before, but alsoc when they got that disease
and any new disease they might have gotten since their
measurements in 2005 or what their PFOA was in their blood. And
so we did that; we interviewed thirty thousand community members
who are adults and we interviewed about five thousand workers at
DuPont plant. We've done it twice. We have also, in addition,
matched the records of those thirty thousand community residents
with both the West Virginia and Chio Cancer Registry, with the
National Death Index to find out who died and what they died of;
and with the United States Renal Data System to see if they had

kidney disease.
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We take all these sources of information plus the self-
report. We add to that the medical record validation that we
also are conducting =-- which has been mentioned, is a difficult
thing to do -- and which we expect to get the last data delivery
we're going to get which is in September, will be the medical
record wvalidation. So we've interviewed thirty-five thousand
people and we've matched their records to a variety of disease
sources. We'wve put that togethexr; we've estimated what their
past levels of PFOA were in their blood and we're going to try
and figure out and we're going to report to the Court which
chronic diseases show, if any, a higher rate of disease in
pecple with more PFOA if their blood over time before they get
sick.

I challenge -- I don't know if I'd say challenge -- other
epidemiclogist in this world -- but.I don't think you can do
this a wheole lot faster and get a descent answer than we've done
it. We are scheduled to report on time, I believe, what we
know.

Now let me address the cholesterol question which we've
heard some testimony about. We reported -- we got the data in
April 2008, final data, from Brookmar. And in the end of 2008
Tony was a —--

MR. FLETCHER: Cctober 3th was the status report.

BY MR. JANSSEN:

Page 63



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

Leach, et al v E.I. Du Pont NWemours & Company, et al; The
Honorable J.D. Beane, Chief Judge; Status Conference; Wood County Case
Wo. 01-C-6068; May 18, 2011
64

A On October 8th, which was what, five months later, a
report to the Court that there was an association between
cholesterol and PFOA, which we then published in 2009 or 2010.
Sco we brought this to light, as well as Alan Ducatman at WVU.
And the problem is that because you see in the blood of people
in 2005 that high cholestercl is related, correlated, associated
with higher PFOA you don't know which came first. You don't
know if the PFOA precede the elevation of cholesterol. That's a

fundamental thing you need to know, that exposure precedes

idisease. You can't tell that from that data. Therefore one of

the studies we designed was what we call the Callback Study. We
brought eight hundred people back in, two or three years later -
- well probably three or four years later -- after their blood
was measured in 2005; and Dr. Fletcher has headed this effort.
And we measured their cholesterol again after those filters had
been put in. So when the filters were put in the PFOA dropped.
So the question is: Did the cholesterol drop? Because if these
things are related in some way -- you've got to think about it,
if ~- if PFOA is higher in 2005 and cholestercl is higher in
those people, is that because they ~- they run together for some
reason we don't understand biclogically about how blood and
cholestercl works, or is it because the PFOA causes cholesterol
to go up? Well you can answer that by -~ by bringing these

eight hundred people back in and seeing where their cholesterol
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has dropped. We know their PFOA has dropped; we measured it
again. Those filters have taken it out of the water system. So
now the question is: Does the cholesterol drop at the same time?
That gives you a wheole lot better way to answer the guestion
whether there’'s a probable link between cholesterol and PFOA.

THE COURT: What happens 1if they're on
cholesterol medicine?

WITNESS: We take that into account. We
know whether they're on Statins and we take —- either take them
out or we analyze them separately.

So that's been our approach to that. So that half life
study -- excuse me, that Call Back study of eight hundred people
not only considers cholesterol but every kind of cross-sectional
thing that was measured in 2005 like immune markers, liver
enzymes, kidney function. So all that stuff, if it's been
elevated by PFOA -~ uric acid -- when that PFOA goes down, those
things will go down. That's the definitive way to find out
about that and that's what we've done. That data’s -just been
delivered to Tony. We'll be analyzing it and we'll be -- we'll
be using it and making a decision about whether these bio --
what we call biomarkers -- cholesterol, uric acid, things you
can measure in the blood, are related to PFOA.

I won't get into the question of whether

hypercholesterclemia is a disease. We -~ we'll get inte that
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but not at this moment. We will say whether we think
cholestercl is related to PFOA. And more importantly we'll say
whether heart disease is related to PFOA because cholesterol --
you can have high cholestercl and it increases your risk of
heart disease but you might not get heart disease. So the
guestion -- the bottom line is, from a health standpoint, did
you get heart disease from that high cholesterocl and did the
PFQA give you heart disease? And we'll answer that question.
We'll answer it based on the interviews of thirty thousand
pecple in the community and the five thousand people in the
workers.

THE COURT: When?

WITNESS: We'll answer it in July of 2012.
And if we have an answer before that we'll answer before that.
And for some outcomes, which do not depend on the cohort -- long
cohort follow-up studies with the interviews, we will make an
answer before on probable link. And I'm specifically referring
to the reproductive studies. Those studies are independent of
several things I've mentioned; they don't depend on these re-
interviews that we've done for thirty thousand community
residents and five thousand workers. And we should be able to
answer the probable link guestion on reproduction this year,
that’'s before Christmas. I think I'm under oath and I won't

swear to a specific date, but that's our goal. BAnd I believe
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that's possible.

Now I wanit to mention a few of the other studies that are
being done. I said we designed eleven studies and I've
mentioned a number of them but not all of them. And they're --
the reason that you can't do some studies -- one study that's
going to answer all these questions about these different
diseases. So, for example, we are doing the study of

neurcdevelopment where we look at cognitive testing and IQ

testing in children -~ David, correct me i1f I'm wrong, he's
leading that -- five to twelve in that age range. 2And we've
taken -- we've got -~ taken these vans out to folks houses and

measured, with great cooperation from the community, four
hundred kids, if I'm not mistaken. And that will give us a very
good answer on whether there's any neurcdevelopment relationship
between PFOA and =-- and these -- these -- these tests we're
conducting.

So there's also several other studies that we're doing.
We're doing a geographical study of cancer to see whether areas
with higher PFOA historically have had higher rates of cancer on
a global basis; that is to say within say a census block group
or a zip code. Have those ones with higher PFOA had higher
cancer rates? We've had some difficulty getting date from the
West Virginia Cancer Registry because they've changed staff.

And what I mean by a difficulty I mean a year, not months here.
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That difficulty, I believe, has been overcome. It's not been
easy to overcome.

I think I could go on to describe these studies but they
are on our website; you can read about them. And every time we
find something along the way we report it to the Court in what's
called a Status Report. We put that Status Report on the
website; it's public the moment we deliver it to the Court. We
try and provide information to the public as soon as we can,
consistently. And you can read about all these studies on our
webszsite. You can read all the Status Reports.

So where we going from here? As I mentioned, we have

almost all the data we need now. I think the last will come in

| September with the medical record validation. We are getting

medical record validation of approximately twenty thousand
pecple, which means you have to go to the Cleveland Clinic and
the Huntington VA Hospital and the Ohio State University
Hospitals and ask them to provide medical records. and they
might be a little busy. 2And if you have three hundred requests
that they might not honor them the next day. So that's been a
laborious process. It's key -- it's key because we need to know
as much details as we can about the disease in terms of the date
of diagnosis, again critical, and to validate those self-
reports.

So all that said, we hope to take all this data together
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and integrate it and then determine whether people with more
PFOA in their blcocod over time have more serious chronic diseases
and report on probabkle links by July, 2012 at the latest. And
we say report on probable links, we intend to provide data on
whether or not there's a probable link for all serious chronic
disease outcomes that have been discussed in the literature that
is possibly linked to PFOA.

THE COURT: Well let me ask vou something
about that, why is it all on that day? Why can't it be as you
determine it?

WITNESS: That's a fair question. I -- I -~

don't have an exact plan on July 1lth, 2012. It could be that

we get some done in May and some done in June and some done in

July and we will do that if we can.

But as far as the number of such reports, there will be one
on each of these chronic diseases that have been associated in
the literature, potentially, with PFOA. And I refer to all the
major chronic diseases that involve heart disease, stroke,
diabetes and cancer -- and cancers not one disease its many --
liver disease and kidney disease. So a lot of major disease
classes there.

In addition, we will -- so we'll summarize the evidence for
and against and we'll give a judgment that this probably linked

or not, in ocur view. And we will also do that for any findings
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along the way which are unexpected, which are not previously
discussed in the literature or suspected, but which pop out and
say yeah, there's something going on here. 8So I can’t tell you
exactly how many status -- probable link reports there will be
but they'll be a bunch. And along the way, as we've been doing
for the lagst three years, anytime we find something important
that doesn't -- isn’t sufficient to tell us the final answer but
it's an important piece of evidence and it's sitting in our
hands, we report it to the Court and that's called a Status
Report. &aAnd we will continue doing that until we deliver a
probable link. BAnd we will deliver that probable link as soon
as we know, as soon as we confidently can say this is what's
going on.

That's all I got to say.

BY MR. JANSSEN:

Q. Now Dr. Steenland, let me ask you just a few
questicns. Of course you and the other two science panel
members were selected Jolntly by the attorneys for the class and
by the attorneys for DuPont, basically me and lLarry Winter. And
since that time, over the last six years, during you -- during
the time that you and your companions have designed these
studies have there been any influence or attempt to influence
what studies, you do or the design of the studies by any of the

attorneys involved here?
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A. No, and I want to congratulate both sides of the
settlement for strictly maintaining neutrality. BAnd we are

strictly neutral. We don't have an agenda here. We are hired

inot to have an agenda. We still don't have an agenda. We're

not going to have an agenda. We're going to report what we
find.
c. Over the last six years since vyou've begun this

project, have -- from time to time have vou and your other

iscience panel members had face-to-face meetings with the

attorneys invelved here, both sides?

A, We have; we tried to continually report where we're
going, how we're doing it. There've been no surprises here.
Q. Yeah. And at that meeting -- and by the way, the

meetings are always with the attorneys for both sides together,
none ¢f us -- none of the attorneys meet with you separately or

privately, do they?

A. No.

0. Has that ever happensd?

A. No.

0. During the time that we had these meetings, and often

Times they're telephone conference calls --

A, Uh~-huh. [Indicating yes].

Q. -- among us, do the attorneys ask guestions much like

the Judge has asked nere? You know, what's going on; how long
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this is taking; why ig this taking so long?

A. Yes.

G. Why is it costing so much?

A Yes.

Q. nd you explain to us until we understand, just
basically like you're doing here?

A. Yes.

. Okay. So in a sense, none of the angst or guestions

that the Judge has asked or expressed are anything new to you
bhecause vyou'wve been hearing 1t from us, correct?

A, Yas,

Q. Okay. But vou keep telling us that taking this
ecroject on as you have, 1f you're going to do it by God you're
going to get it right?

A, Yas.

. Okay. That's it. Thank you.

CROSS EXAMINATION
BY MR. DEITZLER:

0. Dr. Steenliand, on the medical record validation, we,
meaning the attorneys and your group, have had some discussion
of some difficulties that you all had in getting medical records
and I'd like to take this opportunity to have you put on the
reccrd for the Court the importance of securing those medical

records and the fact that they will be kept de-identified.
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Bacause what will happen if -- 1f tThe facilities, the Cleveland
Clinic or Ohio University or whoever you need the records from,
if they decline to preduce the records based upon a consent from
the participant or a consent from the participant's executor if
the participant is dead, then what we would have to do is come
to the Court and present evidence as to why that information is
needed, why it is essential and how 1t will be protected in
return for which we would ask the Judge o enter an order
crdering the production of those records. And then we, the
attornevys, would have to take that order to the state where the
facility 1s ioccated, probably in the ccocunty where the facility
located, and ask a judge there fo give validity or enter an
order in that county ordering the facility to produce the
records. And I know from talking to the Cleveland Clinic
attorneys that they would -- they would cemply with such an
corder but to do that we really have to have some good factual
foundation upon which the Judge can make findings that the
records are one, necessary; that the production is lawful and
that the identities cf the persons will be protected the same as
with all the other data. In other -- the -- not only is it
important for this Court and this hearing for the purposes of
the type of data that you're gathering, it's impertant to the
public health of the werld. And so if you could address that.

And I know that was a really long guestion but vou're a lot
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smarter than I on these topics, so if you could lay that
foundation for the Judge in the event that we need that order,
then we might be able to come in and file for it later.

A. Harry, I'm sure you're a lot smarter than I am on

these questions, but particularly the jurisdiction of this

;Court, which I originally imagined Judge Beane could just tell

the Cleveland Clinic what to do, which turns out to be not --
not actually the case.
But no, we need the medical records. They're kept

confidential because we guarantee to our ethics review boards at

Fmory University and at Brown University and at the London

School of Hygiene and Tropical Medicine that we would keep them
confidential and that's how it works. It's -- and we need them
because, as I mentioned, we need -- we need to be able to
validate what people say and lock at those dates of diagnosis.
And that's -- that's fairly key to what we're doing., I think
we've been able to work around having to go ocutside of West
Virginia, say, and enter into judiecial proceedings to try and
get these medical records in other jurisdictions. Primarily
because, as you know in the case of The Cleveland Clinic, they -
- they said well go back to the participants and get a new
consent form, a different kind that looks better to us; and
we've done that. BAnd that's true of several other medical

facilities as well.
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And I think that that's laboricus because you have to go to
five hundred pecple and get them to sign something again. It
takes months. And you don't get them all. But we've gotten most
of them and I fully expect that the medical facilities that want
the special forms will comply when we deliver those forms to
them. So I'm thinking, I'm hoping, that this is not going to go
forward as a problem in the future. I think it's been resolved.

Q. Well in the event that 1t isn't and in the event that
you need those records, my recommended procedure would be that
you provide a sealed list of the participants from whom you need
records —-

A, Uh-huh. [Indicating yes].

Q. ~~ which would go to the Court for entry of the order.
But along with that, if you could explain in just a little more
detail, in the event that this would come up, so that you don't
have to come back and testify iive at that time, just exactly
what the -- what the actual necessity is other than -- than
speaking in the abstract, well we need them because il's
important. If you could just put a little bit more in the
record and --

A, Sure.

O. Because 1f you need that, that's the procedure that
counsel will follow to try to get you what you need.

A Appreciate it.
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Q. So 1f vyvou'd tell us a little more about why Lhey're
needed.

A. Oh. Well if a guy says they had diabetes in 1992 you
would like to know, if we went to the medical record, if there’s
one, they had adult onset diabetes or Jjuvenile diabetes and if
they had it in 1992 or they had it in 198% or whether they just
-- doctor told them they had high sugar in 1992 and didn't
diagnose that as diabetes exactly. So you know, you're going to
get false positives there where people report diseases that they
don't actually have. They may report the wrong disease. And
they are gquite likely to report the wrong date when they got it.

And as I mentioned, it's very critical to us to know the date

| that these diseases occurred. 8o I don't know if that answers

your question?
Q. That's a pretty good answer. And I appreciate that
yvou ceuld give a kind of Reader's Digest version; and I think

that would be sufficient.

1

¢

Emong the diseases that you menticned, and one of the
guestions that we get from a lot of people, is -- and I know
it's on your list but I just wanted to tell the Judge and the
people about the reduced lmmune function, for example, which is
not listed on the list of diseases but would affect a lot of
diseases. Can you assure everybody that that's being loocked at?

A It is. Well we -- in our intérviews we will ask,
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“Have you had an immune system disorder diagnosed?” BAnd so

again, I think Paul said a lot of these things are validated

well. Well immune system diseases are that's not because it's a

|bit vaguer., It's a -- you can say, you know, I had brain

cancer; you're pretty darn sure. But if you said I had immune
disorder, you know, irritable bowels syndrome or Crohn's
disease, you may not be totally on top of that. So that one's
one in particular where -~ where we need to -~ to get that
medical validation.

But ves, we will evaluate immune diseases and we will
evaluate immune system measurements in the blood, because
they're two different things. It's similar to the cholesterol
and the heart disease dilemma. One's something you measure in
the blcocod and the others a clinic disease., We will do both.

Q. T don't have any further guestiocns. Thank you for

vour time.

MR. JANSSEN: Nor do I, Your Honor. Thank you.
THE COURT: Okay. Thank you.
WITNESS: You're welcome. Now my other

panel members may want to chime in.

THE COURT: Okay.

DR. SAVITZ: I don't have anything to add
unless there's other questions specifically.

MR. JANSSEN: You might want to identify
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yourself for the Court and the folks in the room.
DR. SAVITZ: I'm David Savitz from Brown
University.
MR. JANSSEN: Yes, now walt a second. That's --
that's -- yvou're not going to get away that easy.
You're an eplidemiclogist?
DR. SAVITZ: That is true.
MR. JANSSEN: Yeah. And --
DR. SAVITZ: Want me to --
MR. JANSSEN: Why den't yvou —-
[WHEREUPON, after being administered the cath, Dr. David
Savitz testified as follows, to-wit:]
DIRECT EXAMINATION
BY MR. JANSSEN:
a. Shall I start again®?
Q. Yeah, state vour name for the record.
A Okay. I'm David Savitez.
Q. And IT'm g@ing to lead you in these questions. You're
an- epidemiologist?
A, Yas I am.
Q. You are now employed at the Brown University?
A, That's correct.
Q. In what capacity?
A. I am Professor of Epidemiclogy and also jointly with
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the Department of Obstetrics and Gynecology.
Q. Are you a medical doctor?
A. No I'm not.
0. At the time that Mr. Winter and I first communicated
with you, you were at a similar position at Duke Uhiversity?.
A. University of North Carolina.
Q. Ah.
A. That's an important distinction; let the record
refiect, please.
THE COURT: One has a footkall team, the other
doesn't.
BY MR. JANSSEN:
. ALl right and then you tock a similar position at -~
in New York Cifty?
A, Right, at Mount Sinai School of Medicine.
Q. That's right. And you've been a member of the science
panel from the -- from the beginning?
A. That's correct.
Q. And as I appreciate it, the, or a —-- cne of the main

focuses of your inguiry has been to look at reproductive and

birth issues?

A, That's right, reproductive and c¢hild development
issues.
Q. That's right. And you may be able to come to your
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findings, your prcbable link findings, one way oxr another before
July of 20127

A. That's right, we're anticipating that sometime ~- as T
said, I wish T could be more precise with it -- but sometime
this fall that we should be able to pull together all the
relevant information and that would be a sufficient volume and
quality of information to make a determination.

Q. And the -- the -- the point that Dr. Steenland was
making about the necessity of determining whether the disease
came before the exposure has lesser application when vou're
looking at what you're loocking at; is that correct?

A. Well that's not entirely true in the sense that we

were also dependent on the estimates of exposure, not just the

estimate of course, the -- you know, the measurement in 2005 orxr
2006, but we're locking at pregnancies that may extend back into
the 1970s or 1980s. And so we needed these historical estimates
to have an idea of what the exposure levels were at the time a
given woman was pregnant; that's both for the participants in
the C~8 Health Project but also then the community residents
more generally.

. Okay. And I appreciated that, I jﬁst wanted to
clarify that. So the fact that you're able to come up with your
findings this fall, perhaps as much as a half a year or more

before the others, isn't a matter of sinply you were the most
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diligent of the feam?

A. No, that -- that I cannot possibly ¢laim. I mean the
distinction is that for the adult -- just broadly speaking --
chronic diseases, everything from immune function,
cardiovascular disease, cancer and so on are all dependent on

the follow-up -- the following forward from the -- the folks

‘involved in the C-8 Health Project, that follow-up that Kyle

Steenland is leading and those are all, in a sense, dependent on
the same data resource. Foxr the reproductive health measures
and the child develcopment measures we are not dependent on that
component.
MR, JANSSEN: That'=z all I have, Your Honor.
Thank you.
CROSS EXAMINATION

BY MR. DEITZLER:

0. Thank vyou for taking your time to come down today, and
I want teo thank you on behalf of the many people of the
community that are dependent on your results. And I hope that
you understand the frustratlon level with them and the fact that
the case, from their perspective, has gone on and on and on and
they feel like they should have had a jury verdict six years
agce.  So I hope you all understand the concern about that.

A. And I ~- and I am sympathetic. It's the -~ it is -~

you know, each step of this obviously had its timeline
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associated and it's certainly not uncommon in deoing epidemiology
to ~- it's very hard to appreciate from the outside just what is
involved and these aspects of it that truly are not under our
direct control, that we can wake up in the morning and -- I do
wake up in the morning and say what can I do today to mowve this
along? &And it is -~ in doing the things I can do. And there are
issues of just the time to -~ to crganize the data; the time to
get medical record information and so on that truly is not, you
-- you know, subject to just the willful decision of the
investigators. There's a process, because we're doing research
in the real world, it's -- it's some of the real-world processes
that we simply can -~ have to allow for.

Q. Are there any speciflcs that you can add te what Dr.
Steenland already provided as to -- to the ~- why it takes so
ltong? And the other thing you might clarify, even though you
didn't get the final data until 2008, you all had been running

data and pretty much knew what direction things were going from

| the outset, didn't vyou?

AL Well we had -- you're right, as Dr. Brooks said, we

were getting partial data. But ultimately until we had the

clean data ~- and I don't mean to imply it was dirty before but
it is -- there's a lot of reconciliation and correction to be
done -- we really couldn’'t begin the analysis. We could plan

the analysis; we could think it through; we could anticipate,
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but until that final data set arrives and it is -— even by the
standards of epidemiology -- this is a massive data set. This
is quite unusual in its scale that the problems or challenges,
if yvou will, are magnified. That the management of the data,
understandably, took some time to get te that point. And there
are many parts, if you will, of -- the clock didn't start
running until that point, even knowing it was coming, there's a
number of things in the time segquence that couldn't be done
until that data arrived.

Q. I guess whaet I was asking you to assure the public of
was that even though vou didn't have the 2005 data vou knew what
additional data you had to draw prospectively and you were
already 1n the process of drawing that data so that the delay
until 2008 didn't delay your drawing of the other data that vou
needed to follow-up?

A. That's correct, the planning; the acquisition of some
of the data sources; the development of the background

information for exposure, there was a lot going on, but some

| things that could only go forward from that point, that's

correct.
Q. Thank you.
THE COURT: Anything else?
MR. DEITZLER: No further guestions. I'm sorry.

BY THE COURT:
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Q. T guess -- I'm just tryving to understand what each of
you do. I know you leave here and you go back to your
university; do vou work for the university deing other things or
are you exclusively dealing with your obligations under this
project?

A. We all have a mix of responsibilities, other projects
that might be funded by the National Institutes of Health or

other —-- other entities. And in each case we are -—- I mean

there's some similarities, we are —-- ultimately as principal

investigators we are the ones responsible for making the work go
forward, having it be done correctly. Having said that, and
again the -- obviously the invoices will reflect it; there are
many other people involved. There are academic collaborators

who have some expertise that we don't have but is important to

' the project. There are -- there are field staff that go out and

actually hands-on gather the data. People that, you know,
handle the data files and so on. And so we are managing a
serious of projects as well as teaching graduate students and so
on. And so that there's a -- we try to estimate a certain
proportion of our time that is needed to keep this project going
as well as it can go. BAnd again, I can see from the outside it
might seem gee, if we just devoted all of our time it would go
much, much faster. But in -- in the kinds of allocations we

make, whether it's twenty percent of our time or thirty percent
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-- and again the invoices would reflect that -- that's the
amount that we judged would let us efficiently do the things we
need to do to keep it going forward, hiring and supervising and
sometimes just pushing along. And so we are managing multiple
projects that way at any given time.

0. And have vyou or the other two members looked to get
any other grants or anything as 1t relates to C-87

A. We have not, so far, moved in that direction but we
are hoping to. That, as was mentioned -- there's an immediate
issue here, of course, of reaching these probable link
determinations and we're not let anything distract us from that.
But there are also important issues that Dr. Ducatman raised as
well about the health of this population generally. We
recognize that this probable link assessment and our
understanding and interpretation of it is a fairly, if you will,
modest level of certainty as science goes. It's not causality;
it's not, you know, beyond a reasonable doubt; it's -- we
understand the language, at least as we're interpreting it.
There will still be many questions when we are done about the
health effects of C-8 and other perfluorccarbon chemicals. It's

not that we have any illusion that we're going to end that or

' that that avenue of research will end and we would individually

and, you know, to the extent it works that way, collectively be

interested in pursuing some of those important scientific
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issues. BAnd I would hope that this population and this
community, if willing, could help in going beyond that even,
|beyond the ~- the -- the immediate bounds of focusing on the
probable link determinations, but to really try to address
important public health issues more -- more universally, if you
will.

0. And I guess 1T's Just my concern and I think you've at

least addressed some of 1t, that they're obstacles that you'wve
faced that caused delav, but I Just want to make it clear thaz
the delay is not caused by lack of time on your part or that
you're interested in other matters beyvond other issues as it
relates to C-8 other than looking to sse whether there's a
probable link or no prokable link.

A, That -- again, I can certainly understand that and
that's why I say that I think they're many -- maybe it's sort of
an usual jeob in that way ~-- where you look at it and if we'zre
spending twenty percent and it's taking us this long well why
not spend fifty percent and, you know, cut the time in half.

Q. And I understand that that's not the case --

A. Right.

0. -— but I just want to be clear that --

A. Yes.

Q. -- you all aren't looking at other issues as it
relates to C-8. I mean I think your main focus is to determine
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whether or not there is a prolkable 1link or there 1s not a
probable link -~

A, That's right.

Q. -— ag it relates to tThese various diseases that you'wve
outlined, and additicnally the other areas.

A. Well, and to be specific, one of the judgments we have
to make, and I spoke with the settling parties about this -- we
talked about it a little bit over lunch -- the judgment of when
do we have enough to make a probable link determination, which
is something that obwviously there may be varying opinions on.
But it's something that as the science panel we have asked
ourselves the question. Okay, with the completion of this
study, is it now time? Do we have a sufficient level of
confidence to be able to draw a conclusion here? And it's
something that we are collectively and individually trying to
make sure that we don't let -- again, if you will, interesting

scientific questions, important public health questions even,

| tempt us away or distract us from the question of do we have

enough under the terms that have been laid out for us -- as we
understand them -- do we have enough to make this determination.
And we are, again, in good faith doing our best to make sure

that we don't persist longer than is needed to make that

rassessment. It's a fair question and I completely understand;

and it is something that we do think about,
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THE COURT: Lny other follow-up?
MR. DEITZLER: I'm beginning to feel like Colombo
here, for thoss Lhat are old encugh to remember Colombo.
RE-CROSS EXAMINATION
BY MR. DEITZLER:
Q. You brought up one question that a lot of the pecple

that have called me have asked about. When vyou get done

lgathering the data on your focllow-up, will that be placed in the

public domain with the Court the same as the Brookmar data so

Ithat anybody else that wants to do fellow-up studies will be

akle to, if properly gualified, do follow-up studies as well?
A, It's something, again, I don't know if Kyle wants to

speak to that but we certainly will fulfill that obligation
subject to these issues from the institutional review boards and
those who have provided the data. The ~- managing the issue of
the de~identification and confidentiality to meet the standards
that -~ I guess federal standards that are applicable to that.
And so subject to the confidentiality concerns being managed
properly, yes we, of course, will comply with that part of the
agreement.

MR. JANSSEN: Are you finished?

MR. DEITZLER: Yes, sir.

RE-DIRECT EXAMTATION
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BY MR. JANSSEN:

Q. You're going to -- you all collectively or
individually -- intend to submit to scientific journals your
analysis and findings and the supporting data at the conclusion

of your work, do you not?

¢t

A Well again, Just to clarify, we will -- we will -~ we
have been and we will continue to generate s¢ientific reports.
There's not a plan, at least right now, specifically. The
probable link determinations per se are a matter for Court. I
don't -- again, there may be ways down the road that somehow
that makes its way in but we're sort of separating out the peer-
reviewed scientific reports from the probable link
determinations.

Q. That was the -~ that was the distinction that I was

trying to make.

A Okay.
0. Okay.
MR. JANSSEN: Now you're ready to move on, Your
Honor?
THE COURT: Yes.
MR. JANSSEN: If you weuld go back to the jury

box and there's something poetic about vou being in a jury box.
Dr. Fletcher would you take the stand?

[WHEREUPON, after being administered the cath, Dr. Tony
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Fletcher testified as follows, to-wit:]
DIRECT EXAMINATION
BY MR. JANSSEN:

0. You came all the wav from London for this, did you
not?

A. Tes T did.

Q. State your full name -~ we're going to let you talk.

A. Ckay. My name is Dr. Tony Fletcher from the London
School of Hygiene and Tropical Medicine. I'm an epidemiclogist
there.

0. Are you a medical doctor as well?

A I'm not a medical doctor, no.

Q. You've been a part of the science panel from the get-
go, correct?

A, Correct.

Q. All right. Now vou've heard -- you've been sitting
here and listening to Dr. Steenland and now Dr. Savitz so you
know what they said, and is there anything in addition to what
they sald that vou think wourd e useful te bring Lo the Court's

and these fcolk’s attention?
A. I'd like to just amplify one aspect of it which is

that we're both a set of individuals and a team. We're a set of

|individuals in that the eleven component studies that -- that

Dr. Steenland enumerated, have been subdivided for practical
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reasons so the job gets done. We have sole responsibility, one

for each of those activities. And —~- although we keep an eye on
each other. And then we also work as a team. The objective of

making a decision about a probable link for one or more diseases
is a team effort on the ~- that involves us working together to

synthesize and interpret that data.

So I thought maybe to give a specific example, one of the
categories of disease on the list is thyroid disease. Now
information is being collected on diagnosed thyroid disease.

The medical validation will provide confirmation that the
diagnostic category and the date given for the diagnosis is
correct and that can be linked to the incidents of disease as
reported and diagnosed and validated can be linked to potential
patents with previocous C-8 exposure.

There's also the large data set collected by -- by Brookmar
that we're in the process of re-analyzing to see whether or not
there are cross-sectional associations between elevation --
shifts in the thyroid hormones or the proportion of people with
-- with subclinical thyroid disease that you can only really
pick-up from looking at the clinical markers.

We're also re-testing a sample of the population to see
whether or not there's a time trend; whether or not there's a
longitudinal association. Now we're not doing -- we're not

doing that for kind of the luxury of scientific inquiry. That
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is part of the evidence that we need to accumulate to judge the
plausibility and therefore the degree to which we would assign
the probable link to an association. Particulafly weak
associations with disease, you rely more on the supplementary
information about the plausibility of the mechanisms that we get
from -- from looking at the clinical markers,

So -- so we're in -~ different members of us are leading on
different components of that information but we then bring it
all together and ~- and we had to wait -- in that example we
have to wait until the data that takes the longest to collect,
which is the -~ the cochort data -- is ready.

Q. And just 1in case folks are interested and they
probably are, what particular studies or aspects of this have

you taken on?

A I've been invelved in three studies of those ~-- those
eleven. One is a section of outcomes that we're locking at in
relation -- in the large data set, the C-8 Health Project data

set, focusing in particular on immune markers, thyroid disease,
liver disease -~ sorry, liver function, kidney function, immune
function. And the geographical cancer study looking at
geographical presence of cancer in relation to ~- to -- to
patents of C-8 in the community. And the third is this -~ this
repeated markers, calling in the eight hundred people to get --

to get repeated measures, focusing in particular on shifts in
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_____________ e

immune function.

MR. JANSSEN: That's all the guestions I have,
Your Honor.

I would like to point out something for the Court, 1f I

may, because it's often lost in the -- in the shuffle. When you
were reviewling the agreement -- the Settlement Agreement as I
know vou did. You told us vyou did. You saw a provision in here
about -- something about three years and the anticipated time it

would take and that was one of the bases for the settlement. If
~— if -- 1f -~ this fact scmetimes gets lost, This Settlement
Agreement, when 1t was negotlated and executed by the parties,
did not contemplate the -- the Brookmar data. It didn't --
Brookmar was not part of any discussion. What the Settlement
Agreement provided was that DuPont would pay, among other
things, seventy million deilars te the class. You know, for
class purpcses as described here. The counsel for the
Plaintifts decided, and I'm not arguing one way or another about
that, but declded that one ¢l the main purposes of the
Settlement Agreement would be o collect this broad data that
Brookmar did so that what would happen i3 that this Settlement

Agreement contemplated one thing in terms of studies and then

all of a sudden we -- wa are faced with -- and the scientists
are faced with -- the world's largest collection of data so far
as we know -- as you heard Mr. [sic] Brookmar say. And he
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described the logistic issues with that, but they were similar
issues for the -- for the scilence panel as epidemiologists.

THE COURT: And I guess my frustration was,
and T heard what Dr. Brooks said on behalf of Brookmar --

MR. JANSSEN: Yeah.

THE COURT: -— but I get the sense that -- 1
mean he was able to, through his company, accomplish a lot and
do very well in a short amount of time. And I'd almost —-- you
know, I just hate to say this, but I would think if i1t was
turned over to anybody else they might still be working on the
guestionnaire. And sco I guess that's my frustration. I feel
like, you know, I needed to hear what was happening and -- and,
you know, have an understanding. I think we need to set these
more coften. And I would encourage, because what they've been
able to share just in this short amount of time, that we have
ancther hearing and -- and I don't plan to participate but if
yvou could do something to allow the public to come forward and
ask the questions because I think that's what gets leost. You

know, I'm hearing that people are tired of hearing about C-8 now

[

because they Jjust feel like nothing is being done. And I
understand that frustration. And in my leooking at this, you
know, I question it and that -- that was why T wanted to share

that with all of counsel and the science panel. And I think

that's what the community wants to know because obviously, you
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know, the members here that are in this courtroom care and want
answers. And they've been able to understand at least part of
what's goling on. But I would suggest that -- that between you
two and the science panel members that you set something else up
here to allow the public to come forward and ask questions in
forum that can be administered in some way so that -- that you
all aren't fielding all these calls. And I appreciate knowing
that some of this infermation has been available online.

But I also would iike information from the Garden City as
are the expenditures. That’s another separate aspegt that --
that I would like to be able to see and know what's going on as
well.

MR. JANSSEN: Well Ycur Honor, thank you for

calling this. I think it's been very, very useful and I think -

- I think it’'s absclutely critical for all the parties and for

the Court not to -- to do -- do anvthing without really hearing
what they have to say that would in anyway immune the -- or
cause -- raise doubts about the integrity of the science panel

members, or the process or their work that they're doing.
Because the whole reason for dolng this is to get the right
answer for these people. You know, and -- and if these people
somehow lose confidence in it, they think 1t's not being done
right, then -- then that doesn't -- that just doesn't serve any

of us. So I didn’t want to preach but I feel strongly about
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this issue. We've collectively put a lot of our professional
lives into trying to do this right.
MR. DEITZLER: I had a guestion for Dr. Fletcher.
CROSS EXAMINATION
BY MR. DEITZLER:

Q. On the determination of the plausibility of the
mechanisms, vour probable link determination does not reguire
any peer review or publicatlion first, does 1t?

A, Not formally, but I would advocate that where we —-
where interim findings are coming out, that a part of the
evidence on which we would base the probable link and can be
made public as we do in a status reports as soon as -- as scon
as we know that. When they can be submitted for peer review, I
think it's a form of quality assurance that can instill extra
confidence in the validity of those results.

Q. T understand in The scientific community you have peer
review of causation, but is there such a thing as peer review of
probable 1ink?

A. No, I mean that -- the language of probable link I'wve
never met before and I haven't seen in any other context than in
these kinds of court cases.

Q. So you will not be walting for any peer review or
publicaticn befcore determining -- making your probable link

determination?
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A Correct, no I wasn't -- when I was talking about peer
review I was referring to specific statistical findings,
specific results --
Q. Olkay.
A. -- which would be part of the evidence on which we
based the probable link. But as I think we're ~- we're -- we're

clear in order to meet the deadline that we'we announced. But
we will, as soon as we have sufficient information to be able to
make a probable link, we will do so and you'll be the first to

know.

o

a. Orkay. Well thank you for making that clarification.
So basically when vou're talking peer review yvou're talking peer
review of the statistical analysis and not peer review of the
propable link?

A. Yeah, the specific papers like those that have been
already referred to, vyes.

o But the ~- but the probable link findings will not be
held up based on that and then --

A No.

Q. We're getting these questlons about, you know, why --
why 13 1t being held up and that's the only reason I was asking
that.

A, No

, it'’s not -- I'd like to emphasize that our work

program is not and will not be held up by the peer review
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process because that can take six months, nine months to -- to -
- to get a paper approved for publication as you can tell from
the time difference between the Status Report that you see and a
subsequent paper appearing. And I can imagine you could be

angry if you had to wait a year in between us knowing and you

knowing. And we will not be deoing that, no.

0. Have you ever done an epildemiologlical study before

where there was a large population and the entire population was

sampled?
A, This is unigue and it's no secret that the four
hundred dollar incentive is ~- is ten times or more higher than

the normal incentive payment offered to participants in any kind
of community study. And that, I guess, was part of the very
high take-up. But it's —-- it's extraordinary. I mean it was
ninety percent or more. And a common response rate in a
community study is twenty or thirty. So no, this -- this
provides a very high quality set of information because of that
high participation rate.

0. Sooin your -- your career as an epidemicloglst,
generally speaking, vyou den't get to study the whole population
like this, you only get a sample of the population which then is
limited by the statistical validity of the samples?

A. Well there's two issues with taking a sample. One is

that the number is smaller so there's a bit more uncertainty
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which is -- which is one form of limitation. But the other is -
- is -- is that it's -- there is a -~ there is a -- a refusal
rate which means that the sample won't necessarily be
representative. And here you've actually solved both of those
problems by having the whole population so that the size and
therefore the statistical precision is very low but also the
bias is very low because you have such a high participation
rate.

0. S0 what Larry Janssen has pointed out that you've got
a lot mcre data than we anticipated, that's a positive instead
of a negative?

A. Without a doubt; yves I agree.

0. Thank vyou.
THE COURT: Nothing else?
MR. JANSSEN: Nothing further, Your Honor.
THE COURT: Ckay. Thank you.
WITNESS: Thank vou.
THE COURT: Counsel have anything else?

MR. DEITZLER: UMNo Your Honor, thank you for
asking us to come and provide a status report. I think it's
been very heipful tc us as we fielid calils from not only our
eight hundred to a thousand clients Lhat are registered as
clients but we get calls from z211 members of the class, which

has been repcrted is estimated to be sixty to eight thousand
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pecple. We know there are sixty-nine thousand nine hundred
some, or whatever the number was, actual people and they're
calling and asking us what is going on. And -- and I just -- I

appreciate the Court having all of us appear before the Court

land report the status. 1 think it was important for them to

know what -- what the Brookmar pecple did with regard to -- to
thelr work with the money that was allocated. T think it's
important that they know that DuPont went far above their
initial estimate of what 1{ would cost to do the water
filtering. And -- and really DuPont has gone far above what the
estimates were for the science panel. I think the initial
estimate was that the science panel would cost about five
million dellars I think their -- their financial report, within
the corporation, which is over thirty million dollars, so ~-

MR, JANSSEN: It's more than five million. But
you'll -- you'll -- you'll see the exact amount when we get the
data from Garden City.

MR. DEITZLER: Did vyou want to give a timeline

for that? I assume Garden City can put 1t out pretty guick?

Should we Just Jointly file 17
MR, JANSSEN: I think what we do, Mr. Deitzler,
1s we'll do it the way we customarily do 1it. One of us -- we

will take the burden of doing that. We'll communicate with

Garden City, copy to you, making the reguest. And we'll hear

Page 100



16

11

12

13

14

15

16

17

18

19

20

21

22

23

24

Leach, et al v E.I. Du Pont WNemcurs & Company, et al; The
Honoraple J.D. Beane, Chief Judge; Status Conference; Wood County Case
No. 01-C-608; May 18, 2011

101

what they have to say? And T assume that theyv'll say here 1t
is,

MR. DEITZLER: I always appreciate it when the
hourly attorneys take the lead.

THE COURT: And if there's & problem with -~
with them furnishing it then we'll invite them here. But

hopefully 1t will be forthcoming.

MR. JANSSEN: I don't anticipate a problem.
THE COURT: Okay.
MR. JANSSEN: It's -- there's -- there's no -~

there's nc secret about it. It’s Jjust that I didn't think that
it would be something that would be of interest to the Court.

But I understand what you're asking and why.

THE COURT: Okay. Thank you. Thank all of
counsel.
MR. JANSSEN: Okay.
THE COURT: A1l right. We're adjcurned.
Thank vou all
-—-clo——=
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STATE OF WEST VIRGINIA,
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Virginia, hereby certify that the foregoling 1s a true and
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I certify further that I am neither counsel to nor attorney

for any of the parties herein and have no pecuniary interest in
the outcome of the same.
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