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Monday Morning Session
Sept enber 24, 2001
8:30 a.m

PROCEEDI NGS

(I'n open court with a jury present.)

THE COURT: Be seated, please.

Good norni ng, everybody. You |ost one of your
nunber. There is nothing wong, nothing -- just
that he had a personal problem or personal situation
that he had to be excused.

Al right. W are in the mddle of
Dr. Gaziano's cross-exani nation?

MR, NEWBOLD: Yes, sir.

THE COURT: |s he here?

MR SEGAL: Yes, he is, Your Honor.

THE COURT: Doctor, step forward, please.

Is there a desire to readninister the oath to
Dr. Gazi ano?

MR NEWBOLD: No, Your Honor.

THE COURT: Doctor, step forward, please, sir.
Pl ease consi der yourself under the oath that was
admi ni stered to you on Wednesday, | believe it was.
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1 THE WTNESS: All right, sir

2 THE COURT: Al right. M. Newbold.

3 MR, NEWBOLD: May it please the Court. Good
4 norning, |ladies and gentlenen of the jury

5 - - - - - -

6 DOM NI C GAZI ANO, M D.

7 being first duly sworn by the Cerk, testifies and
8 says as foll ows:

9 - - - - - -

10 CROSS- EXAM NATI ON ( Cont ' d)

11 BY MR NEWBCOLD:

12 Q Good norning, Dr. Gaziano.

13 A.  Good norning, M. Newbold.

14 Q Dr. Gaziano, since we have been away from

15 each other and fromthe jury for several days, the
16 Court has allowed nme to sinmply ask you a few
17 questions to refresh the jury on your testinony of

18 last week, which is what 1'mgoing to do now. |Is
19 that okay, sir?

20 A Yes, sir.

21 Q Gkay. The substance of your opinion in

22 this case is that the detection of |ung cancer and
23 COPD through nedical nonitoring -- that's what you
24 testified about?
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1 A Yes, sir

2 Q Gkay. And we have agreed, Doctor, that you
3 have not witten anything on the subject of mnedica
4 nonitoring?

5 A Yes, sir

6 Q Gkay. And we have agreed that you have

7 nothing that's been peer reviewed or published in a
8 peer-reviewed journal on the subject of nedica

9 nonitoring?

10 A Yes, sir

11 Q In fact, you have witten nothing

12 whatsoever on the subject of medical nmonitoring; is
13 that correct, sir?

14 A. That's correct.

15 Q And you have taught no class on nedica

16 nmonitoring?

17 A, No, sir

18 Q And you have never |ectured on nedica

19 nonitoring?

20 A, No, sir

21 Q Al right. You have never been in charge

22 of the design of a nedical screening programor a
23 nedical nonitoring progranf
24 A, No, sir

http://legacy.library.ucsfedufiid/ydzr5a00/padf



1445

1 Q Al right. And you have never conducted a
2 screening programof snokers to determ ne whether or
3 not they have |lung cancer?

4 A, No.

5 Q Al right. And when you first fornulated

6 your opinions in this case, when your deposition was
7 taken, you had no scientific opinion on the

8 feasibility of the nedical nonitoring program

9 reconmended by the plaintiffs?

10 A Yes, sir

11 Q Gkay. And when you first fornul ated your

12 opinions in this case, you had not evaluated the

13 rmethodol ogy set forth in the Guide to Cinica

14 Preventive Services, which was this blue book, on
15 how to assess whether a nedical nonitoring program
16 or screening programis safe and effective?

17 A At that time, yes, sir, that's correct.

18 Q Gkay. And you now know, however, that

19 contained within this book is the criteria that the
20 United States Preventive Task Services uses to

21 assess whether or not screening is reasonably

22 necessary?

23 A, Yes, sir. But | just want to add that sone
24 screening tests fall outside that particul ar
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1 particular reconmendati on. But other than that, |

2 have no personal experience with it.

3 Q Gkay. And Doctor, we had tal ked about the
4 difference between di agnosi ng and nedi ca

5 rnonitoring, and you do not hold yourself out to be
6 an expert on medical nonitoring?

7 A. That's correct.

8 Q Ckay.

9 Now, Doctor, the plaintiffs in this case during
10 opening argunent -- opening statement, |'msorry --

11 used a board wherein they described the nonitoring
12 recomendations that they are proposing for this
13 class of plaintiffs, which is, age 40, spirometry
14 for COPD

15 And then age 45, spironmetry for COPD, and then
16 a spirometry test every two years thereafter. |Is
17 that correct, sir?

18 A Yes, sir

19 Q And insofar as long lung cancer is

20 concerned, what the plaintiffs are proposing is a CT
21 scan, or sonetimes called a CAT scan, starting at

22 age 50 and then once every year, and that's for the
23 early detection of lung cancer; is that correct, sir?
24 A Yes, sir
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1 Q And you understand of course, that this

2 particular programwas designed by a particular

3 doctor whose nane was Dr. Burns?

4 A Yes, sir

5 Q Gkay. Now, you have never spoken with

6 Dr. Burns specifically about this program have you?
7 A. No, sir. | have never spoken

8 specifically. 1 did recall a teleconference that

9

was a year and a half ago with the law firmcalling
10 the conference in which I was a participant, and
11 believe Dr. Burns was in the tel econference as well.

12 Q But you had no input into the program

13 before it came into existence, did you, sir?

14 A. | had no input, no, sir

15 Q Al right. So you have never met Dr. Burns?
16 A, No, sir

17 Q And to your know edge, Dr. Burns' program

18 as proposed by the plaintiffs, has not been
19 published anywhere?

20 A.  Not specifically that way, because it's a
21 uni que program
22 Q Well, that's ny question, sir. This unique

23 program of giving spironetries to people with a five
24 pack year history of smoking at age 40 and then
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1 every two years thereafter, and then, age 50, for a
2 CAT scan and every year thereafter, specifically has
3 that program been published anywhere?

4 A.  Not that very specific program no, sir

5 Q Gkay. Now -- and when | talk about this

6 program | nmean this program

7 A | see.

8 Q Gkay. Now, Doctor, this program the

9 programthat the plaintiffs are recommendi ng for al
10 the West Virginia people who have a five-year

11 pack -- five pack year history of snoking, has not
12 been peer reviewed either, has it?

13 A. | don't think so.

14 Q Gkay. And to your know edge, this

15 particular program the programthat they want for
16 West Virginia snokers, has not been published in any
17 peer-reviewed journal, has it?

18 A, No, sir

19 Q To your know edge, Dr. Burns' program

20 which is the programthey recommend for these

21 plaintiffs, has not been tested through any

22 random zed trial or cohort study, has it, this

23 particul ar progranf

24 A Wll, it's a very strict definition of a
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program But simlar ones have been tested.

Q I'mnot asking you about simlar

A. But this one has not been tested, no, sir,
not this specific program

Q Gkay. And this specific program the one
that they want to have for the residents of West
Virginia, has not been subject of any case contro
study, has it?

A. Not that |I'maware of, no, sir.
10 Q In fact, this program has not been the
11 subject of uncontrolled experinents, has it, sir?
12 This particular program --
13 A. No, sir, it hasn't.
14 Q In fact, for this specific program there
15 are no data that support or even reflect upon the
16 safety and efficacy of Dr. Burns' proposed program
17 this program five pack year history, spironetry at

©CoOo~NOOOUTA~,WNPE

18 40 --
19 A. Wuld you repeat that question, please?
20 Q Yes, sir. In fact, there are no data

21 supporting or that even reflect upon the safety and
22 efficacy of Dr. Burns' proposed program as a

23 program that's true?

24 A. | amgoing to say that that's not true,
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1 that there is in evidence a body of literature that
2 does speak to the safety of -- and effectiveness of
3 these prograns.

4 Q You know, Doctor, you recall when your

5 deposition was taken on August the 22nd. Do you

6 recall that, sir?

7 A Yes, sir.

8 MR, NEWBOLD: Do you have a copy for the other
9 side, please, and a copy for the Court.

10 May | approach the bench, Your Honor?

11 THE COURT: Al right.

12 MR, NEWBOLD: And | have a copy for the

13 witness, Your Honor. Shall | hand it to himor --
14 THE COURT: Well, here, it will be alittle
15 easier.

16 THE W TNESS: Ckay.

17 BY MR NEWBOLD:

18 Q Sir, I wuld like to direct your attention
19 to your deposition of August the 22nd.

20 A Al right.

21 Q Do you have that, sir?

22 A Well, I"'mnot sure what you are referring
23 to.

24 Q Page 364, Lines 15 through 19. Wuld you
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1 put that on the screen please, Jason. Could you

2 blow that up, please

3 Doctor, | have this up on the board so that the
4 jury can see it as well. And, when | took your

5 deposition on August the 22nd, | asked you the exact
6 question that | asked you:

7 Question: 1In fact, there are no data

8 supporting or that even reflect upon the safety
9 and efficacy of Dr. Burns' proposed program as
10 a program that's true?

11 And on August the 22nd of |ast year, you

12 answered: | believe that's true.

13 I's that correct, sir?

14 A. That's what it says here, and | believe

15 that's correct as far as that data is concerned.

16 But --

17 Q Thank you, sir. That's the question

18 asked you, whether or not you gave ne that answer to
19 ny deposition question on that day?

20 A | nodified my answer a little bit this

21 norning, which | think is appropriate, an

22 appropriate response. But did | say that.

23 Q You did say that on August 22nd when

24 asked you that under oath; is that correct, sir?
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A Well, I'mstill under oath, and, in fact,
nmy response is truthful today that this specific
test is not been subject -- the specific age and the

speci fic individual and the specific group of
i ndi vi dual s has not been tested.

It would be unusual for it to be because this
is unique, this is the first tine. But that doesn't
nmean that studi es haven't been done that are sinilar
and which you can transfer at |east sone experience
10 with to get an idea of safety. And that's the way |
11 answered it today.

©CoOo~NOOOUTA~,WNPE

12 Now, you know, however that comes out, that's

13 ny answer today based upon ny know edge today.

14 Q Thank you, sir

15 But this is a unique program This is a

16 programthat has never been tested before as it sits
17 here right now Is that correct?

18 A Yes, sir

19 Q Gkay. Now, Doctor, insofar as this

20 particular test is concerned, which is a CAT scan at
21 age 50 to detect lung cancer, you testified on

22 \Wednesday that nobody says that a single CT, that

23 nobody says that a single CT will separate malignant
24 cancers from benign nodules in the first sweep; is
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1 that correct, sir?

2 A Yes, sir

3 Q Al right. So that, after you do the first
4 sweep, the first cut, this one CT scan that the

5 plaintiffs want to give to these 270, 000 West

6 Virginians will not tell you which of the nodul es
7 that are seen are benign and which of the nodul es
8 are malignant; is that correct?

9 A Yes, sir. | think | testified to that

10 earlier.

11 Q Gkay. The thing that the CAT scan | ooks

12 for, it sinply |looks for a noncalcified nodules of a
13 certain size; is that correct?

14 A Yes, sir.

15 Q So with this first CAT scan, the only thing
16 that the plaintiffs are proposing once a year with
17 that CAT scan, all you know is whether or not they
18 have nodules. At this point, you can't say that

19 they are cancer, can you, sir, at this -- is that
20 right?

21 A. No. Well, for the nost part, yes, sir

22 Q GCkay. So at this point with a single CAT

23 scan, you could not tell everyone in this class who
24 tested positive that they had cancer based on this
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CAT scan alone; is that correct, sir?

A. That's correct.

Q \What you can say is that the CAT scan picks
up nodul es, about 10 percent of which may be actua
cancers; is that correct, sir?

A. That means that it is a low sensitivity
test -- yes.

Q That's correct, okay.

A.  And a high specific test, at that stage --
at that phase, at that phase.

Q At that phase, at that stage. So what you
woul d have to do then in order to either diagnose or
det ect which of those nodul es are cancer, you would
have to have a foll ow up procedure to determ ne what
is cancer and what is not; is that correct?

A.  Absolutely, yes, sir

Q Absolutely.

Doctor, neither you or any qualified doctor in
the State of West Virginia would tell any of their
pati ents, based upon this single CT and this CT scan
only, that they have lung cancer?

A. No, sir, | would not.
Q You would not?
A, No.
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Q Gkay. And the reason that you would not is
t hat because you woul d have to take further steps to
say, okay, what | see now may be and may not be, but
now | ' mgoing to have to take some further steps to
determi ne which of these nodules is cancer and which
is not; is that correct?

A Yes, sir.

Q Al right. And that's just a part of the
standard care of practice in the State of West
10 Virginia when you see a suspicious lung nodule; is
11 that correct?

©CoOo~NOOOUTA~,WNPE

12 A. | think that's probably a world standard,
13 certainly a national standard, yes, sir

14 Q Now, the CAT scan procedure that -- let ne
15 strike that.

16 Now, these follow up procedures that you woul d

17 have to do in order to say that you detected |ung

18 cancer or that you have di agnosed |ung cancer, those
19 followup procedures would vary fromindividual to
20 individual, would they not?

21 A Yes, sir

22 Q Now, the plaintiffs' nedical nonitoring

23 program you understand that all they are

24 recomendi ng i s one CAT scan at age 50 and then one
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CAT scan every year thereafter, no followups? You
understand that, sir?

A. | take your word for what it is. | haven't
specifically gone into the specifics, but that's ny
i npression. But | haven't seen or read the
particul ar --

Q That's your inpression?

A, Yes, sir. | take your word for it.

Q So then with no followup studies, in this
10 particular plan, it would be inpossible to say to
11 any of these class nenmbers who went through the
12 first CAT scan, You have cancer; is that correct?

©CoOo~NOOOUTA~,WNPE

13 A. There is one -- if | may answer with a

14 nodification.

15 Q Gkay. Your answer is yes; is that correct?
16 A Yes. Wth a nodification. That this

17 test -- I'mnot sure if it is to be organized in a

18 way that there is followup. But, if you say that's
19 all that is possible, a yearly CT, there is sone

20 Dbenefit, but it's not as recommended -- as one would
21 recomend, as | understand the literature because,
22 if you get a CT scan in a year, that becones a

23 followup on the nodul es you found the first year

24 And that will give the clinician sone idea of the
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1 nature of the lesion, particularly if it's grow ng.
2 So it has some value. It is not -- it is not
3 what has been proposed by people who do this as

4 screening operations, particularly Mayo Cinic and
5 Col unhi a.

6 Q But Dr. Gaziano, surely, if you saw

7 somebody who had a suspicious nodule on this first
8 CAT scan, you wouldn't wait for one year to test

9 themagain, would you?

10 A, No, no. No, | would not.

11 Q Thank you.

12 Now, this study is... One nonent, please.

13 MR, NEWBOLD: May we have one second, Your

14 Honor?

15 THE COURT: Sure.

16 BY MR NEWBOLD

17 Q ©Dr. Gziano, | would nowlike to turn to
18 some other topics.

19 VWhen you testified on Wednesday, you tal ked

20 about sone various articles. You tal ked about a
21 JAMA article, | believe, Journal of the American
22 Medical Association, and you tal ked about an article
23 fromthe New Engl and Journal of Medicine; is that

24 correct, sir?
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1 A. | may have, yes, sir

2 Q Al right. And the essence of both of

3 those articles was the fact that sone doctors had

4 witten in to these journals, these nedica

5 journals, and basically said that they disagree with
6 the National Cancer Institute and sone of the other
7 major health organizations, they disagree, and they
8 think that lung screening for cancer should go in

9 right now, whereas, national public health

10 organizations like the NCI feel that it's too early
11 to tell; is that correct, sir?

12 A Yes, sir

13 Q Al right. And you testified to us that,

14 in order to formyour opinions in this case, that

15 vyou have spent hundreds of hours review ng various
16 peer reviewed nedical journals within your specialty
17 and within the topics that we are tal king about

18 today; is that correct?

19 A Yes, sir
20 Q Al right. And you told the jury that
21 there are these various peer-reviewed articles, like

22 in JAMA or the New Engl and Journal of Medicine that
23 doctors rely upon in fornmng their opinions; is that
24 correct, sir?
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1 Yes, sir.

2 Q And of course you know that the reason we

3 are here today is -- and and tonorrow and tonorrow

4 and tonorrow, is that we are going to hear a | ot of
5 opinions fromexperts |like yourself, and the jury

6 wll make the decision on what they think. You know
7 that, don't you, sir?

8 A Yes, sir

9

Q And you also then would agree with me that
10 it's inportant that the jury hear both sides of

11 these issues; is that correct?

12 A Yes, sir

13 Q Now, there is a debate right now in the
14 country. There are sone doctors who believe that
15 there should be helical CAT scans right now to

16 detect early lung cancer; is that correct, sir?

17 A.  Yes.

18 Q But on the other hand, there is no mgjor
19 health organi zation, at |east according to

20 Dr. Petty, who would recommend -- well, let ne
21 strike that question. Let me do it this way.

22 The first article that you tal ked to us about

23 is the JAMA article which is called Screening Stages
24 For Early Detection of Lung Cancer. And although we
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Judge, may | approach the bench so | can give
you a copy of this?

THE COURT: Sure.
10 MR, NEWBOLD: | assume you have this. | have
11 got copies, Scott.
12 BY MR NEWBOLD:
13 Q Gkay. This is, for the |adies and
14 gentlenen of the jury, this is a JAVA nagazine; is
15 that correct, sir?

1 didn't have the entire article with us at the tine,
2 | actually have the book.

3 MR, NEWBOLD: Do we have another copy of this?
4 THE WTNESS: | have the article nyself,

5 somewhere.

6 MR, NEWBOLD: | have the whol e book.

7

8

9

16 A Yes, sir.

17 Q And this is a magazine -- do you subscribe
18 to this?

19 A, Yes, | do.

20 Q It conmes out how often?

21 A Wekly.

22 Q It's a weekly, all right. And you were

23 quoting fromthe, Screening Strategies For Early
24 Detection of Lung Cancer, right, sir?
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1 A Yes, sir.

2 Q Wich is on Page 19777

3 A Yes, sir.

4 MR, NEWBOLD: Could you put that put that up
5 for ne, Jason. Could you dimthe lights, please.
6 That's tab 31.

7 BY MR NEWBOLD:

8 Q This is the article you tal ked about to the
9 jury; is that correct, sir?

10 A Yes, sir, it is.

11 Q And inthis article, this is witten by a
12 man whose name is Richard Petty?

13 A.  Thomas Petty.

14 Q Thomas Petty, |'msorry.

15 THE COURT: Richard is the race car driver.
16 MR, NEWBOLD: Well, now you know where ny real

17 expertise lies, Your Honor; it's not this.
18 BY MR NEWBOLD:

19 Q Gkay. Now, Dr. Petty, he acknow edges in
20 the very first paragraph of this --

21 MR, NEWBOLD: Could you blow up the third

22 sentence, which says "no major nedical

23 organization." Can you do that on the small one or
24 not?
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W will do it on the next one.
BY MR. NEWBOLD:
Q Take a look at your article. Dr. Petty states
inthis article that no mgjor medi cal organization
in the United States recomends any form of
screening for lung cancer.

Did | read that correctly, sir?

A. Wiere is that? You have to point it out.
It's a three- or four-page article. You have to
10 direct ne to it.

©CoOo~NOOOUTA~,WNPE

11 Q Co to Tab 32.

12 A, I'msure he said that.

13 Q well, if you go down to the third sentence?
14 A. Wi ch page and which sentence?

15 Q Can you bl ow up that highlighted portion?
16 A. kay. That's at the beginning.

17 Q I'mon Page 1977; okay?

18 A Al right.

19 Q And it says -- and | have blown it up for
20 the jury -- it says:

21 Current know edge and avail abl e technol ogy

22 coul d change the outcome of |ung cancer. But
23 screening and even case finding in patients at high
24 risk is still not recormended. No major nedical
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1 organization in the United States recomends any
2 formof screening for lung cancer

3 Is that what Dr. Petty says?

4 A. My | just continue reading fromthat

5 sentence?

6 Q You may.

7 A. Yes, all right. For this reason --

8 Q Take it up, will you?

9 A.  For this reason, lung cancer is not

10 diagnosed until it is synptomatic and usual ly when
11 it is in advanced and incurabl e stages.

12 That's the basis for his rethinking this

13 screening business.

14 There is one slight nodification in terms of

15 major organizations. The Anerican Cancer Society
16 has changed fromno screening to we are going to
17 think about screening. They haven't decided one way
18 or the other, but they have nodified their position

19 And so there is one organi zation who is

20 beginning to nove in the direction -- or at |east
21 rethinking it. Let's just put it that way.

22 Q Gkay. | understand that, sir

23 As a matter of fact, if you will take a | ook at

24 the very top of the article, what it says is
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1 "controversies." There is a debate going on in the
2 medical comunity; is that correct, sir?

3 A.  Yes.

4 Q See, it says "controversies."

5 And Dr. Petty is a doctor who thinks that,

6 let's do it now, let's not wait; whereas, he adnmits
7 that no major public health organization is

8 recommending it at this time. |s that correct?

9 A Yes, sir

10 Q Now, and what you have told nme is that the

11 Anerican Cancer Society is thinking about it, but

12 not quite yet; is that right, sir?

13 A.  They are thinking about the idea of no

14 cancer screening for lung cancer with the idea that
15 maybe it's time to change. But they haven't changed.
16 Q Gkay. Now, public health organizations

17 Ilike the National Institute of Health and the

18 Anerican Cancer Society, et cetera and so forth,

19 they are the guardi ans of the public health; they

20 are the ones who | ook at tests and nake a

21 determ nation whether or not they are safe, accurate
22 and effective. |Is that correct, sir?

23 A. | think that's their purpose, yes, sir

24 There are individual doctors who are in the capacity
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to make those deci sions.

Q And one of the things the public health
organi zati ons want to make sure of before they
recommend a test is they want to nake sure it does
nore good than harm You would agree with that,
woul dn't you, sir?

A Yes, sir.

Q Let's go back to this article on the
controversy. There was actually another article
10 that was right behind that one, wasn't there, sir?
11 A, Yes, sir, there was.

12 Q And that was on Page 1980

13 MR, NEWBOLD: Could you put that up for ne,

14 please? And turn to page 1980, please. R ght

15 there, okay, thank you.

16 BY MR NEWBCOLD:

17 Q Now, that's an article that was witten in
18 the exact same publication, JAMA, that you told the
19 jury about?

©CoOo~NOOOUTA~,WNPE

20 A Yes, sir

21 Q Right. But you didn't tell the jury about
22 what Dr. Frane had to say, did you?

23 A You didn't let ne tell the jury about a |ot

24 of what | had to say in this particul ar regard,
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M. Newbold. So, to be fair to nme, don't hold ne
responsi ble for not getting out the word. There is
a body of literature, but I was limted in what I
coul d express.

So having said that, I was aware of that, and
knew of that, and | have no problemw th giving the
pros and cons of this particular issue.

Q Ckay.

MR, NEWBOLD: Could you blow that up for ne,

10 please, the routine screening for |ung cancer
11 ©Maybe sonme day but not yet, right here
12 BY MR NEWBCOLD:

©CoOo~NOOOUTA~,WNPE

13 Q So what Dr. Franme is doing, he's taking the
14 other side of the argunent. He's saying maybe it

15 will work, but the evidence is not quite in yet. |Is
16 that correct, sir?

17 A, Yes, sir. That's what he is saying.

18 Q Al right. Let's see -- now, do you know
19 who Dr. Frane is?

20 A. | read that article, and his position is at
21 the end of it, and | can't recall

22 Q You know that he's a nmenber of the United

23 States Preventive Services Task Force who wote this
24 book?
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A | didn't know that, sir.

Q Let's see what Dr. Frame has to say about
this particul ar controversy.

MR, NEWBOLD: Let's blow up the first
par agr aph.
BY MR NEWBOLD

Q Dr. Frame is an honest doctor, so he starts
off with what you said: Lung cancer is the |eading
cause of cancer death worldw de and accounts for 28
10 percent of all cancer deaths in the United States.
11 It is largely a preventable disease. 1In the United
12 States, nmore than 90 percent of |lung cancer cases
13 are related to cigarette snoking.
14 Next paragraph, please, that's highlighted.
15 He says then: It is not surprising that
16 screening for the early detection of |ung cancer at
17 a curable stage has been a research priority for
18 many years.
19 I ndeed, 8 prospective studies of screening for
20 early lung cancer either by periodic chest
21 radiographs or by sputum cytologic tests have been
22 reported in the past 40 years.
23 Unfortunately these studies have all reached a
24 comon conclusion: Early screening does not lead to

©CoOo~NOOOUTA~,WNPE
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reduced nortality fromlung cancer

Is that what he says, sir?

A.  He should have added one other word to
that. Early screening by chest x-rays does not |ead
to reduced nortality fromlung cancer, because
that's what they were | ooking at.

Q Let's go to the next paragraph, please.

A.  So that's what he was saying, actually.

Q GCkay. At present no nmjor organizations
10 recommend any form of routine |ung cancer screening
11 for either the general popul ation or snokers.
12 Next subject, please.
13 Lead-tine bias, |length bias, and overdi agnosis
14 are three explanations for why screening can
15 superficially appear to be beneficial and yet not
16 inprove nortality.
17 Screening for lung cancer is the classic
18 exanple of a situation in which screening detects
19 early cancers, and patients whose cancers are
20 detected by screening have | onger survival, yet
21 screening does not inmprove nortality.
22 Is that what he says, sir?
23 A. He said that in referring to the chest
24 x-ray screening, which is not the CT screening, yes,

©CoOo~NOOOUTA~,WNPE
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1 sir.

2 Q Next paragraph, please

3 Now we are going to get to what you are talking
4 about, sir.

5 A | see.

6 Q You see, you have to read the whole

7 article, not just part of it.

8 A. | read the whole article. | just want to
9 rmake sure you are quoting the whole article.

10 Q I will, sir, you know that.

11 The npst inmportant new technol ogy with

12 potential to screen for lung cancer is |ow dose
13 helical conputed tonography, CT

14 That's what we are tal king about in this case,
15 right, sir?

16 A Yes, sir

17 Q Recent studies fromthe United States,

18 Canada and Japan have shown | ow dose helical CT to
19 be nuch nore sensitive than traditional radiography
20 for the detection of small noncal cified nodul es and
21 early lung cancers. However, it is not very

22 specific. The positive predictive value for

23 lowdose helical CT scan in the early |lung cancer
24 axons project, ELCAP, study was 12 percent. That's
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G audi a Henschke; right?

A.  Yes.

Q 20 percent of the cohort underwent further
eval uation, including at |east serial traditional CT
scans, because of a false positive | owdose helica
CT scan result.

Next slide.

No control |l ed studies have been reported using
| ow- dose helical CT or inproved cytol ogic screening
10 denonstrating reduced nortality related to screening
11 for lung cancer
12 Next slide, please.

13 There are several potential harnms fromlung

14 cancer screening. First, there are direct adverse
15 effects of screening and foll ow up, such as

16 radiation exposure, surgical norbidity and

17 nrnortality, and conplications occurring from bi opsy.
18 Now, those harnms they are tal king about is what
19 may happen to you in the foll ow up procedures; is
20 that correct, sir?

21 A. It may happen, and those issues have been
22 taken up by those who advocate this type of

23 screening and pointing out the very limted nature
24 of it.

©CoOo~NOOOUTA~,WNPE
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G ven the | ow positive predictive value of the
screening test, the direct adverse effects from
screening and followup will nost often affect
persons who do not have cancer

That means peopl e who have a fal se positive and
now they are trying to figure out if they really
have cancer; is that right, sir?

A Yes, sir. I'mnot sure | would call it
fal se positive, though. | just say the test is
10 not -- the first test is not to find cancer, but to
11 find nodules, and it does find nodules. So if we
12 are to say the test is to find nodules, it finds
13 nodul es inmnently.
14 Q Then the people who have the foll ow up
15 procedures, those are the ones who this author
16 thinks is the nost likely to suffer harm is that
17 correct?

©CoOo~NOOOUTA~,WNPE

18 A Well, certainly that's true, but --

19 Q Go on to the next one.

20 A Al right.

21 Q A ssignificant potential harm of screening
22 is that -- no, the one before that.

23 G ven the I ow positive predictive value of the

24 screening test, the direct adverse effects of
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screening and followup will nost often affect
persons who do not have cancer

Is that what he says, sir?

A Yes, sir.

Q Next, please?

Here is another problemthat he sees about
screening:

A significant potential harm of screening is
that snokers will interpret negative results of
10 screening tests as assurance that they are di sease-
11 free and will be less notivated to quit snoking.
12 Snokers may al so interpret w despread screening as
13 an indication that lung cancer is a curable
14 di sease

©CoOo~NOOOUTA~,WNPE

15 Is that what he says, sir?

16 A Yes, sir

17 Q Next, please. He concludes by saying

18 Screening for lung cancer should not be part of
19 a rational evidence-based screening program

20 Next, please? |Is that the last on this one?
21 And then this is the end of it:

22 These reconmendations call for research

23 primary prevention, and honest dial ogue between
24 physicians and patients, but they do not call for
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1 routine screening of high-risk persons. A

2 reconmendation for routine screening at this tinme
3 would inpede efforts to understand the best

4 strategies for the early detection and treatnment of
5 lung cancer.

6 So that's another side of this story, right,
7 sir?

8 A Yes, sir

9 MR. NEWBOLD: Take it off, please.

10 BY MR NEWBOLD

11 Q Now, you showed the jury another article
12 and that's Tab 50. This is from Chest magazi ne.
13 MR, NEWBOLD: Could | see Tab 50, please.

14 MR FURR Bill, take it off, please.

15 MR, NEWBOLD: Your Honor, we have a technica
16 problem here.

17 THE COURT: Al right. Wat do you want to
18 do?

19 MR, NEWBOLD: |I'mgoing to try to figure it
20 out.

21 THE COURT: Do you want time to fix it?

22 VMR NEWBOLD: Well, I"'mnot too sure | can fix
23 it on the run here. |In fact, | know | can't.

24 BY MR NEWBOLD
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1 Q Doctor, do you recall testifying about an
2 article fromthe New Engl and Journal of Medicine
3 and it was called The Lung Cancer Overdi agnosis

4 Bias?

5 A.  That was in Chest, | believe.

6 Q In Chest, I'msorry.

7 A Yes, sir

8 Q You recall that?

9 A. | believe it was. Can you hold it up and
10 let me look at it to see what you are tal king about.
11 Q Well, that's the issue
12 MR, NEWBOLD: May | approach the bench, Your
13 Honor?

14 THE COURT: Sure.

15 (At sidebar:)

16 MR, NEWBOLD: The problemis it hasn't been
17 shown up. | don't want to show this, but

18 nonetheless | have to refresh his nenory.

19 THE COURT: Do you want himto --

20 MR, NEWBOLD: Yeah, he can see that.

21 (I'n open court:)

22 BY MR NEWBOLD

23 Q You recall testifying about that in Chest

24 nmagazi ne?
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1 A Yes, sir

2 Q And that was an article witten by -- what
3 was the doctor's nane, please?

4 A.  Gannis, Frederick Gannis.

5 Q Gkay. And Dr. Grannis at that time was

6 anot her individual doctor who was disagreeing with
7 the National Cancer Institute and the fact that the
8 National Cancer Institute does not recomend these
9 types of helical CAT scans for the early detection
10 of lung cancer; is that correct?

11 A Yes, sir

12 Q Gkay. Can you speak into the mcrophone a
13 little nore, please, sir, or pull it towards you.
14 A Yes, sir

15 Q Now, | want to make sure that everybody in

16 this room understands who the National Cancer

17 Institute is. So | want to ask you a few questions

18 about the National Cancer Institute because, now, we
19 have had two individual doctors who are di sagreeing

20 with the National Cancer Institute.

21 So the National Cancer Institute is an

22 institution of the National Institutes of Health, or
23 the NIH, is that correct?

24 A Yes, sir
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1 Q And the NIH is part of the Departnent of
2 Health and Human Services; is that correct?

3 A Yes, sir

4 Q So that nmeans that the NCI, the National
5 Cancer Institute, is part of the sane agency of the
6 federal governnent as the office of the Surgeon
7 Ceneral of the United States?

8 A Yes, sir

9 Q Al right. And you would agree with ne
10 that the NCl is reputable --

11 A Yes, sir

12 Q -- highly regarded organi zation in its

13 efforts on tobacco use and | ung cancer?

14 A Yes, sir

15 Q And is one of the forenpst authoritative

16 institutions working on the causes of cancer, the
17 prevention of cancer, and the treatnent of cancer?
18 A Yes, sir

19 Q Al right. Now, did you know that the

20 National Cancer Institute has a budget that exceeds
21 3.3 mllion -- billion, billion, $3.3 billion a

22 year?
23 A I'mnot famliar with their budget, sir
24 MR, NEWBOLD: Put up Tab 47, please. Dimthe
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1 lights, please. Can you zoomthat in a little bit.
2 BY MR NEWBOLD

3 Q Gkay. This is the National Cancer

4 Institute, the NCl, it's the 2002 NCl budget. Cur
5 total fiscal year 2002 budget request is five

6 billion thirty million dollars. This represents an
7 increase of $1,524,928,000 fromthe previous year

8 Are you famliar with that?

9 A. | don't keep track of the expenditures of
10 the agencies. No, | wasn't famliar with it.

11 Q Do you know that the National Cancer

12 Institute intends to spend $67 mllion next year on
13 cancer tobacco research al one?

14 A | knowit's significant, yes, sir

15 Q Gkay. And you know that the NCI supports
16 literally thousands of cancer researchers across the
17 country?

18 A Yes, sir

19 Q And you also know that it publishes one of

20 the leading authoritative journals on cancer

21 research, which is called the Journal of the

22 National Cancer Institute?

23 A Yes, sir

24 Q And you are famliar with that, aren't you?
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1 A Yes, sir

2 MR, NEWBOLD: Could you give me Tab 48,

3 please?

4 BY MR NEWBOLD

5 Q This is the cancer net. Now, you testified
6 to ne on direct examination or -- on direct

7 examination by M. Segal that you also go on to the
8 internet fromtime to time to do your research or

9 1look up things?

10 A Yes, sir

11 Q And you understand of course that the

12 National Cancer Institute -- can you blow this up
13 please -- the National Cancer Institute has

14 something called CancerNet, where they put out their
15 wvarious announcenents and their pronouncenments and
16 their findings fromtine to tine.

17 Are you aware of that, sir?

18 A Yes, sir

19 Q And I'msure you have seen that, have you
20 not?

21 A. | don't think I have | ooked that up

22 Q You have never used that?

23 A. Not this particular source, no.

24 Q Can we go to the next highlighted area
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pl ease?

The editorial board for the -- can you make
that bigger? | can't read it.

The editorial boards are responsible for the
mai nt enance and accuracy of the PDQ cancer
i nformati on summaries. There is a separate
editorial board to cover each type of PDQ summary.
Treatnment summaries for adult cancers, treatnment
summaries for chil dhood cancers, cancer screening
10 and prevention sunmaries -- that's what we are
11 tal ki ng about now, cancer screening?
12 A.  Yes.
13 Q Supportive care summari es, cancer genetics
14 summaries, and cancer conplementary and alternative
15 nedici ne sumari es.
16 Go down, pl ease.
17 Each editorial board is nultitiered and has
18 nmenbers representing various cancer and ot her
19 related specialties for each area. There is a core
20 editorial board that neets to discuss and nodify
21 cancer information sunmmaries based on revi ew of
22 recently published data.
23 Next, pl ease.
24 Go down to the next one.

©CoOo~NOOOUTA~,WNPE
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1 Go down to the last one, please.

2 The nmenbers of the screening board that comnes

3 up with these recommendations are in the fields of
4 oncol ogy, cancer prevention, statistics,

5 epidem ol ogy and econonics. The screening and

6 prevention board currently neets six times a year to
7 wite and update information on cancer screening,

8 early detection -- that's what we are tal ki ng about,
9 isn't it, sir?

10 A Yes, sir.

11 Q -- and prevention of cancer.

12 So that's what the NCI does, is that right,

13 sir; they are very interested in cancer screening,
14 would you agree with ne?

15 A. That's one thing that they do; that board
16 specifically looks at that area, yes, sir.
17 Q Are you famliar, do you know the fact that

18 they even have a special group within the NCl that's
19 called the "early detection research group,” which
20 is a part of the NC's Division of Cancer

21 Prevention? D d you know that?

22 A, No.

23 MR, NEWBOLD: Tab 49, please. Can you bl ow up
24 early detection research group.
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Okay, now, go down to their m ssion statenent
or what they do.
BY MR NEWBOLD

Q Sir, were you aware that, within the NC
that they are specifically focused on the topic that
is before this jury, and it's called the Early
Detecti on Research Group. It develops scientific
i nformati on and concepts for dissem nation of
know edge regardi ng early detection techniques,
10 practices and strategies to reduce nortality and
11 rnorbidity from cancer?
12 Manages and supports clinical trials of early
13 detection, clinical trials of early detection and
14 biorepository related to prostate, lung, colon and
15 ovarian cancer and annualizes research results for
16 screening for breast and other cancers.
17 Supports clinical trials for other appropriate
18 research, fosters technol ogi cal devel opment and
19 statistical nmpdeling of new technol ogi es and
20 encourages the publication of specific findings and
21 adoption of early detection practices. Wre you
22 aware of that?
23 A. | was aware they were active in that.
24 Q So you would agree with ne then that the

©CoOo~NOOOUTA~,WNPE
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1 NG, withits billions of dollars, is an

2 authoritative and -- an authoritative group when it
3 cones to whether or not CTs should be used for the
4 early detection of cancer?

5 A. | believe they are authoritative, yes, sir

6 Q Thank you.

7 Were you aware of the fact that the nationa

8 institute -- the National Cancer Institute is

9 currently in the process of trying to deci de whet her
10 or not helical CT screening does nore good than harnf?
11 A, Yes, sir, I'maware of a study to that

12 effect.

13 Q Al right. Wll, let's see what the

14 national institute has to say in a press release of
15 April the 11th of 2000 about spiral CT scans for
16 lung cancer.

17 MR, NEWBOLD: Tab 52, please. Wuld you bl ow
18 that up.

19 First of all, go to the top, at the very top
20 BY MR NEWBOLD

21 Q Right here, the National Cancer Institute,
22 press rel ease.

23 Press releases is one of the ways that the

24 National Cancer Institute let's its feelings ands
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opi ni ons be known to doctors; is that correct,
doct or?

A Yes, sir.

Q So here, they are tal king about exactly
what we are tal king about, spiral CT scans for |ung
cancer.

It starts off again, Lung cancer, which is npst
frequently caused by cigarette snoking, is the
| eadi ng cause of cancer-related death in the United
10 States, claimng alnpbst 157,000 lives in 2000.

11 Spi ral conputed tonography, CT or CAT scans are
12 being advertised as a new way to find early |ung

13 cancer in snokers and former snokers. However,

14 questions about the technology's risks and benefits
15 remain unanswer ed.

©CoOo~NOOOUTA~,WNPE

16 Is that what that says, sir?

17 A Yes, sir

18 Q Next paragraph, please

19 Prom si ng evidence from several studies

20 shows that the scans can detect small |ung

21 cancers. But detecting these early tunors has
22 not been proven to reduce the likelihood of

23 dying fromlung cancer, the gold standard for

24 any cancer screening test.
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1 The National Cancer Institute is

2 designinv a | arge study that should

3 concl usi vely answer whet her spiral CT does in
4 fact reduce nortality.

5 So the NCI is now | ooking into this issue, and
6 it's going to issue its opinion as to whether or not
7 this is a good idea; is that correct, sir?

8 A.  Yes.

9 Q Al right. Next.

10 VWil e spiral CT scans may eventual ly

11 prove to be an effective |lung cancer screening
12 tool, they can trigger unnecessary invasive

13 testing or even chest surgery.

14 Scarring from snoki ng and ot her

15 noncancer ous changes in the lungs can mmc

16 tunmors on CT scans, challenging the

17 radi ol ogi sts who read them Interpretations of
18 the scans can vary, |eading to confusion about
19 recomendati ons for follow up care
20 Next, pl ease
21 Christine D. Berg, M D, chief of the Lung
22 and Upper Aerodigestive Cancer Research G oup
23 at the National Cancer Institue, estimates that
24 20 percent to 40 percent of CAT scans of
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1 snokers wi Il show abnormalities that are not

2 cancer.

3 I's that correct, sir?

4 A Yes, sir

5 Q Next, please.

6 The physician nmay al so advi se an i medi ate | ung
7 biopsy, a potentially risky procedure that involves
8 the renoval of a small anobunt of tissue, either

9 through a scope fed down the wi ndpipe,

10 bronchoscopy -- that's one of the foll ow up

11 procedures we tal ked about, sir?

12 A.  Yes.

13 Q Soret hi ng sonmebody m ght have to do to find
14 out whether they actually have cancer; is that right?
15 A. That's what all screening tests have to go

16 through. Al those who are screened have to go

17 through that, whatever it is, yes, sir

18 Q O with a needle through the rib cage --
19 they stick a needle through your rib cage? Wy do
20 they do that?

21 A. Because they see a spot on CT that nay or
22 may not be cancer, and you can |localize that by CT
23 and stick a very fine needle, after numnbing the

24 skin, and get into that and get a few cells and
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snear it on a slide and send it to the pathol ogi st
to determine if he sees cancer cells on that slide.
And that's one of the intermediate steps to evaluate
a CT that may show a lesion that could be cancer.

Q Possible conplications from biopsies
i nclude partial collapse of the lung, bleeding,
i nfection and pain and di sconfort.

I's that correct, sir?

A, Yes. | think we discussed sone -- nost of
10 those before.
11 Q Depending on the size and | ocation of the
12 nodul e, chest surgery, thoracotony, to obtain a
13 larger biopsy may be recommended. Thoracotomy is a
14 major surgery that renoves substantial anpunts of
15 lung tissue; the procedure can damage nerves in the
16 chest and may lead to chronic pain

©CoOo~NOOOUTA~,WNPE

17 I's that correct, sir?

18 A Yes, sir

19 Q Next, please.

20 But recently sone hospitals have begun

21 pronoting spiral CT scans to snmokers for early

22 detection of lung cancer, despite the lack of solid
23 evidence.

24 Next, pl ease.
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1 Sone experts worry that this marketing may | ul
2 snokers into falsely believing that they can

3 continue smoking wi thout increasing their risk of

4 dying fromlung cancer. But the only proven way to
5 reduce the risk of lung cancer is not to snmoke. 85
6 percent of all lung cancers are caused by snoking.
7 For people who do snoke, quitting reduces the risk
8 of lung cancer considerably over the course of

9 several years.

10 Is that what the NCl says, sir?

11 A Yes, sir

12 Q Next, please.

13 The NCI study will track several thousand

14 smokers and former snokers to see if those who are
15 screened with spiral CT scans have a |lower nortality
16 rate than those who do not undergo the scans.

17 Next, please. That's it.

18 Now, Doctor, in addition to the National Cancer
19 Institute, there are other national public health
20 organizations that are | ooking into whether or not
21 CT screens for the early detection of cancer is a
22 good thing to do; isn't that correct, sir?

23 A.  Yes.

24 Q And one of those organizations is the
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1 American Lung Association; is that correct?

2 A Yes, sir

3 Q And are you famliar with the Anerican Lung
4 Association?

5 A Yes, sir

6 Q Is that a reputable organization?

7 A Yes, sir

8 Q Is that an authoritative organization?

9 A Yes, it is.

10 Q Is the Anerican Lung Association commtted

11 to the prevention and cure of various |ung di seases,
12 such as lung cancer, COPD and enphysema?

13 A Yes, sir

14 Q And the lung -- and the American Lung

15 Cancer al so publishes articles about their opinions
16 as to whether or not helical CT scans are a good

17 thing; is that correct, sir?

18 A Yes, sir

19 MR, NEWBOLD: Tab 51, please.

20 BY MR NEWBOLD

21 Q Let's take a | ook at what the Anerican Lung
22 Associ ation says about screening.

23 Ameri can Lung Associ ation statenent on new CT

24 screening technique for lung cancer, July 13, 2000.
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1 Next, pl ease.

2 A study recently published in The Lancet
3 predicted that death rates fromlung cancer

4 could be greatly reduced if snokers and forner
5 snokers were routinely given CT scans of their
6 l ungs.

7 The researchers used a new techni que

8 called a helical |ow dose CT scan, which is

9 much nore sensitive than conventional chest

10 X-rays and can detect tunors when they are

11 smal |

12 It is generally believed that smal

13 tumors are nore likely than |arge ones to be
14 cur ed.

15 Next, pl ease.

16 The American Lung Associ ation believes
17 this is an inportant study which may represent
18 a significant advance, and that finding |ung
19 cancer early should increase cure rates.

20 However, it is prepremature for the |ung
21 associ ation to endorse screening of all at-risk
22 patients with this method.

23 So in other words, the American Lung

24 Association says it's too early, all the evidence is
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1 not in. 1Is that correct, sir?

2 A. That's their position, yes, sir

3 Q The technique is not wi dely avail able yet,
4 and its use requires specialized know edge --

5 doctors using the CT technique nmust be able to

6 distinguish cancerous nodules in the lung from

7 noncancerous nodules. Further, patients and contro
8 groups have not yet been followed up to determ ne
9 whether, in fact, the CT technique will lead to
10 higher cure rates.

11 That's what the Anmerican |ung cancer (sic)

12 says, right, sir?

13 A.  Anerican Lung Association

14 Q | mean the American Lung Associ ation?

15 A Yes, sir

16 Q Now, a fellow who wote this is normal H

17 Edelman, M D, scientific consultant for the American
18 Lung Association; is that correct, sir?

19 A Yes, sir

20 Q And the reason these articles are put out

21 as one of two official journals published by the

22 American Lung Association through its nedica

23 section, the American Thoracic Society, its purpose
24 is to provide pul nonary physicians and researchers
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1 with state of the art information on the causes and
2 treatnment of |ung di seases.
3 That's why they are sending these things out;
4 is that right?
5 A Yes, sir.
6 Q Another public health organization is the
7 Anerican Cancer Society; is that correct, sir?
8 A Yes, sir.
9 Q And you have heard of the American Cancer
10 Society?
11 A.  Yes, | have.
12 Q That's a public health organization?
13 A Yes, sir.
14 Q They are concerned with cancer?
15 A Yes, sir.
16 Q They are concerned with the link between
17 cigarette snoking and cancer?
18 A Yes, sir.
19 Q They are concerned with finding early
20 detection techniques for cancer?
21 A Yes, sir.
22 Q They have the best interest of the Anerican
23 public at heart?
24 A Yes, sir.
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1 Q They want to do everything that they can to
2 detect cancer as early as possible if they think

3 that it's the thing to do and that it's worthwhile?
4 A Yes, sir.

5 Q Let's see Tab 55, please.

6 Let's take a | ook and see what the Anerican

7 Cancer Society says about the early detection of

8 cancer.

9 Woul d you bl ow this up, please.

10 Ameri can Cancer Society guidelines for the

11 early detection of cancer.

12 Next .

13 This is by Robert A Smith, Ph.D., Curtis J.

14 Mettlin, Ph.D., Dr. Davis, and I can't read the

15 rest.

16 Next, pl ease.

17 Dr. Smith is a director of cancer screening for

18 the American Cancer Society in Atlanta. Dr. Mettlin
19 is a professor of epidem ol ogy at Rosswell Park

20 Cancer Institute in Buffalo. Dr. Davis is currently
21 the senior scientist researcher at Triangle Park,

22 North Carolina, and Dr. Eyre is the executive vice
23 president for research and nmedical affairs for the
24 American Cancer Society in Atlanta.
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Next. Just go to the next highlighted portion,
pl ease.

Go to the next one.

MR, NEWBOLD: Your Honor, we obviously have a
technical glitch. My we have a mnute to | ook at
the hard copy?

THE COURT: Well, you have sonething on there
now. That's not what you wanted?

MR, NEVWBOLD: Ckay.

10 BY MR NEWBOLD:

11 Q Now, Doctor, the Anerican Cancer Society

12 looks not only at lung cancer; it |ooks at all types
13 of cancers to determ ne whether or not screening

14 tests are worthwhile; is that correct?

©CoOo~NOOOUTA~,WNPE

15 A Yes, sir.

16 Q For exanple, they look at the early

17 detection of breast cancer. |Is that correct?

18 A Yes, sir.

19 Q Next slide, please.

20 And the ACS reconmends that women shoul d begin
21 annual screening at the age -- next, please -- of

22 18, or after the onset of sexual activity, whichever
23 cones first. After three consecutively negative Pap
24 tests, screening may be performed | ess frequently at
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the discretion of the physician

Then they tal k about -- so in other words, they
are recommendi ng a screening test for breast cancer
is that correct, sir?

A Yes, sir.

Q Al right. Nowwe go to the early
detection of prostate cancer. Next slide, please.

And the American Cancer Society -- | won't read
this whole thing, but they are reconmending that the
10 PSA bl ood test and DREs be offered annually
11 beginning for nen at age 50 who have at |east a
12 ten-year life expectancy, as well as to younger nen
13 who are at high risk. So they are recomendi ng
14 cancer screening?
15 A | would like to nake a conment about the
16 prostate cancer screening. This was one of those
17 screens that was not recomrended by the cancer
18 society, and the public and the physicians went
19 ahead with it. Now they recomend it because they
20 found that it saves lives.
21 And the same thing can be said for the Pap
22 smear in the female genital system that it was not
23 studied in a randomi zed controlled trial, but it
24 was -- but it is now probably one of the best tests

©CoOo~NOOOUTA~,WNPE
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for saving lives.

So the American Cancer Society recomends two
tests, the Pap snear and the PSA for prostate, for
cancer screening, and neither one of these tests
underwent the fire and brinstone that the early,
early national groups are considering. So | just
want to nake sure that we speak -- we get these
recomendati ons i n perspective.

Q Next, please.

10 This is the recommendation for colorecta
11 surveillance or screening that the American Cancer
12 Society recomrends; is that true, sir?

©CoOo~NOOOUTA~,WNPE

13 A Yes, sir
14 Q Next, please.
15 Now we get to lung cancer. And the American

16 Cancer Society says: At this tine, no organization

17 recomrends routine screening for lung cancer either

18 anong the general adult population or in individuals
19 who are at higher risk due to tobacco or

20 occupational exposures.

21 That's the American Cancer Society's position
22 on screening, sir, for lung cancer?

23 A, Yes, sir. But | believe, sonewhere in that
24 article -- and I'mnot sure if it's there or nore
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1 subsequent, recommendation is that we cannot -- they
2 retreated fromthat sonewhat to state that they have
3 an open mind in this particular issue, and | think

4 it's in that article, but I'"'mnot sure. There may

5 be another one.

6 Q Next, please.

7 A. kay. They brought it out.

8 Q Recomend - -

9 A. Did you a good job. | appreciate you --

10 Q | want to make sure that everything you

11 want is in these articles I'mgoing to show you and
12 the jury; okay?

13 A \Well, okay.

14 Q In spite of the imtations of existing

15 data, it is generally accepted that a |ung cancer
16 screening is not effective. Wereas it would be
17 nore appropriate to regard the current evidence-

18 based situation as one in which there are

19 insufficient data to recomrend for or against |ung
20 cancer screening.

21 That's the American Cancer Society's position
22 at this tinme, insufficient evidence for or against;
23 yes, sir?

24 A Well, my we go back to that just one
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1 nrmonent, please?

2 Q Sure, absolutely.

3 A | think it's very inmportant. | think it's
4 generally accepted |ung cancer screening was not

5 effective using chest x-rays, and that is really
6 what they are saying.

7 But the current issue of CT is after they went
8 to the Varese conference in Italy, they could see
9 the potential of it and had to rethink that issue,
10 vyes, sir.

11 Q Now, they are saying there is insufficient

12 data to recomrend for or against |ung cancer
13 screening. That's their position?

14 A. That's what it says, yes, sir
15 Q Next, please.
16 At this time, the Anerican Cancer Society does

17 not recomend routine screening for |lung cancer

18 anong the general adult population or in individuals
19 who are at higher risk due to tobacco or

20 occupational exposures.

21 That's the American Cancer Society's position?
22 A Yes, sir

23 MR, NEWBOLD, Your Honor, may | fill ny water
24 glass. |'mjust about dry.

http://legacy.library.ucsfedufiid/ydzr5a00/padf



1498

1 THE COURT: Sure can

2 MR, NEWBOLD: Let's go to Tab 57, please.

3 BY MR NEWBOLD

4 Q The article which I amgoing to put on the
5 board now is fromthe New Engl and Journal of

6 Medicine. | believe -- can you show ne that,

7 please. And | believe you have already testified
8 that the New Engl and Journal of Medicine is the

9 nunber one nedical journal in the United States; is
10 that correct, sir?

11 A Yes, sir

12 Q And you consider it to be authoritative?
13 A Yes, sir

14 Q And you rely upon it in form ng your

15 opinions; is that correct, sir?

16 A Yes, sir

17 Q Al right. Let's see what the New Engl and
18 Journal of Medicine -- as a matter of fact, one of

19 the articles that you used in direct exani nation was
20 fromthe New Engl and Journal of Medicine; is that

21 so?
22 A. It may have been. | don't renenber.
23 Q Gkay. | think you still have it in front

24 of you, but | believe that it is.
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Vell, let's let's see what the New Engl and
Journal of Medicine has to say about this topic,
screening for lung cancer.

First of all, this is areviewarticle; right?

A Yes, sir.

Q And areviewarticle is where doctors don't
have all the tine in the world to revi ew everything
so that very prestigious journals |like the New
Engl and Journal of Medicine will sort of put
10 everything and put it together and have a review, is
11 that right?

©CoOo~NOOOUTA~,WNPE

12 A. By an author.

13 Q By an author?

14 A Yes, sir.

15 Q GCkay. So let's see who the authors are.

16 Let's take a look at the authors. This is Edward
17 F. Patz, Jr., MD.; philip C Goodman, MD., and

18 Cerald Parker MD., Ph.D. Let's go at the bottom
19 and see who they are. They are fromthe Depart nment
20 of Radiol ogy, Duke University Medical Center, and
21 the Departnments of Medicine and Cancer Cenetic,

22 Rosswel |l Park Cancer Institute, Buffalo, New York.
23 Let's go to the first paragraph.

24 Lung cancer is the |eading cause of death
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1 from cancer anmong nmen and wonen in the United
2 St at es.

3 Next .

4 VWhat is the date on this? Let's go back to the
5 date on this, please. R ght here at the bottom

6 Okay this is fromlast year, right, the date?

7 kay. Let's goto the first item In fact,

8 it's Novenber 22nd of |ast year

9 There has |l ong been interest in screening
10 to detect lung cancers when they are smaller
11 and presunmably at earlier and nore curable

12 stages, as witnessed by the support for

13 previous screening trials using chest

14 radi ography and cytol ogi c exam nati on of

15 sput um

16 Unfortunately, these studies failed to
17 reach the ultimate goal of a diagnostic

18 screening test, a decrease in disease-specific
19 nortality.
20 The screened groups had the sane nunber
21 of deaths fromlung cancer as the contro
22 groups, and screening was effectively
23 abandoned.
24 Next, pl ease.
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1 Wth the devel opnent of newer forms of

2 technol ogy, there has been a resurgent interest
3 in screening for lung cancer, and patients have
4 requested the exam nation after |earning of the
5 new possibilities through the nedia.

6 Dat a obstained fromsubjects at the tine
7 of study entry, preval ence screening data, from
8 recent trials using | ow dose conputed

9 t omogr aphy, CT --
10 That's what we are tal ki ng about today;
11 right?
12 A.  Yes.
13 Q -- suggest that this technique could save
14 lives in persons at high risk. These data, however,

15 are often confusing. Before any new screening

16 recomendations are made, detailed analysis of the
17 CT trials are needed, including anal yses of

18 norbidity and nortality data, as well as a cost-
19 benefit study.

20 We review screening for [ung cancer, including
21 prior trials, ongoing early-detection studies,

22 potential limtations, and reconmrendati ons based on
23 published data.

24 Next, pl ease.
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1 So they start off as kind of like a primer on
2 screening.

3 Sone fundamental s about screening:

4 Screening is performed to detect disease at a
5 stage when cure or control is possible.

6 Persons with a positive result on

7 screening can be further evaluated to deternine
8 whet her they actually have the disease.

9 I deal ly, once the diagnosis is established,

10 early intervention should change the course of
11 the di sease, resulting in decreased nortality,
12 t he nunber of disease-specific deaths relative
13 to the total number of persons eval uated.

14 Al t hough survival fromthe tine of

15 di agnosi s of the disease is comonly reported
16 in screening trials, it is not an appropriate
17 nmeasure of a diagnostic screening test and can
18 be m sl eadi ng because it is subject to |ead-
19 time bias, length-time bias, and overdi agnosis
20 bias. An effect on nortality rather than
21 survival is necessary to validate potentia
22 screeni ng met hods.
23 Next, pl ease.
24 The principles of screening can be
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1 applied to lung cancer, but success depends on
2 several basic assunptions. There nust be

3 effective treatnent at the preclinical

4 asynptomati c stage that can reduce nortality in
5 t he screened group as conpared with the

6 unscreened group

7 In addition, the sensitivity,

8 specificity, accessibility, cost, and

9 associ ated norbidity of the screening tests

10 nmust be reasonabl e.

11 Next, pl ease.

12 The true clinical significance of the

13 smal |l tunmors found by screening is unknown, and
14 their effect on nortality awaits future

15 i nvestigation

16 Next, pl ease.

17 The ability of CT to identify smaller

18 nodul es than those routinely seen on chest

19 radi ographs has generated interest in this
20 techni que as a potential screening tool
21 However, the size of the nodul e at
22 di agnosi s does not necessarily correlate with
23 the clinical outcone. It cannot be assuned
24 that the biol ogi c behavoir of [ung cancer, the
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1 the result of a variety of genetic changes,

2 paral | el s anat om cal size.

3 This is hard to say. It says it cannot be

4 assumed that the behavior of lung cancer, the result
5 of a variety of genetic changes, parallels

6 anatom cal size.

7 Next, pl ease.

8 The assunptions that size correlates with
9 bi ol ogi ¢ behavi or and that small |esions are

10 equi valent to early-stage di sease have not been
11 confirmed for lung cancer. Tunors may already
12 have denonstrated their potential to remain

13 | ocalized or to netastasize by the tinme they

14 are visible on CT imaging.

15 Next, pl ease.

16 Now we get to the current recomendati ons. So

17 these are these doctors witing in the New Engl and
18 Journal of Medicine as to what they think

19 Al t hough there is public and politica

20 pressure, based only on | ow dose CT preval ence-
21 screening data, to change clinical practice

22 rapidly and to offer mass |ung cancer

23 screening, there should be no conprom se or

24 shortcuts in the rigorous scientific process
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1 required to determ ne whether this practice is
2 justified.

3 Too often, presumed sol utions have

4 premat urely become standard nedical care before
5 t he appropriate studi es have been conpl et ed.

6 We strongly reconmend that well -desi gned

7 studi es be conducted, conpleted, analyzed, and
8 val i dated before a mass screening programis

9 i mpl enent ed.

10 Until these trials clearly confirma

11 reduction in nortality fromlung cancer, only
12 careful Iy monitored studi es should enrol

13 patients for |ung cancer screening.

14 So once again, what these doctors are saying,

15 it may be good, it nmay not be good; what's necessary
16 is to do the necessary tests to nake sure that it

17 does nore good than harm Isn't that correct, sir?

18 A. My | answer, because | think this requires

19 a little bit of an analytical review of this

20 particular Dr. Patz and what he is saying. My |

21 answer to critique this particular reference,

22 Dbecause there are better minds than | have who have

23 taken these points and says he is incorrect?

24 But if I"'mable to hit upon what some of the
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1 other opinions related to this, | think it would be
2 appropriate based upon this study --

3 Q Sir, let me do it this way --

4 A-- this article, | nean.

5 Q -- because in order to, so we can nmove al ong
6 and get this thing done a little earlier. M. Segal
7 wll have an opportunity to ask you questions on

8 redirect exam nation.

9 But at this tinme all | would sinply like to ask

10 you is to confirmthat this is the opinion of these
11 doctors that are contained in the New Engl and

12 Journal of Medicine; is that correct, sir?

13 A Yes, sir.

14 Q GCkay. | want to go nowto Tab No. 59. I'm
15 going to show you now what | think mght be the

16 latest update fromthe National Cancer Institute,
17 and this is an update from July of 2001.

18 This is, | think, the [atest word fromthe

19 National Cancer Institute about whether or not we
20 should do CT scans. So it's fromthe Cancer Net,

21 which is the NCI, Screening for Lung Cancer,

22 Screening Detection.

23 Next, pl ease.

24 There are intensive efforts to inprove
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1 | ung cancer screening with newer technol ogists,
2 for exanmple, |ow radiation dose conputed

3 t omogr aphy, and nol ecul ar techni ques whi ch

4 al t hough prom sing, have not been validated in
5 | arge controlled studies.

6 Hel i cal conputed tonography, spiral CT

7 is a new nodality of potential use in

8 screening. Lack of appropriate nortality data
9 and the high probability of overdiagnosis,

10 identification through screening of tunors with
11 l[ittle to no clinical significance, argue

12 strongly agai nst i mmedi ate acceptance of this
13 new test into clinical practice.

14 That's the |latest word fromthe National Cancer
15 Institute; is that correct, sir?

16 A Yes, sir

17 Q Now, finally, Doctor, in our search through
18 the literature, I want to show you -- and |I'm not

19 going to put it on the board quite yet, but |I'm
20 going to show you the consensus statenent of the
21 Society of Thoracic Radi ol ogy.

22 And it's about whether or not there should be
23 screening for lung cancer with helical CTs. And the
24 reason | think this is so inmportant -- strike that.
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1 You testified on direct about C audia

2 Henschke's studies; is that correct?

3 A Yes, sir

4 Q And d audia Henschke is the wonman who did

5 the ELCAP studies, and she was the one who first

6 came up with this idea about using helical CTs to

7 see whether or not they should be used generally to
8 detect lung cancer; is that correct, sir?

9 A.  Yes.

10 Q Al right. Let's see what C audi a Henschke
11 has to say about that.

12 Next slide, please. Can you blow this up

13 pl ease.

14 This is a consensus statenent of the Society of

15 Thoracic Radi ol ogy, Screening for Lung Cancer wth
16 Helical Conmputed Tonography, and it's witten by
17 Denise Aberle, Dr. CGordon Gansu, Dr. C audia

18 Henschke, who we just tal ked about, David P

19 Naidich, Doctor, and Stephen J. Swensen, M D

20 Next slide, please

21 And this is current. This is what C audia

22 Henschke, who invented this, has to say about

23 whether it should be used generally.

24 Thi s consensus statement by the Society of
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1 Thoracic Radiology is a sunmary of the current
2 understandi ng of | ow dose conputed tonography, CT,
3 for screening for lung cancer
4 Lung cancer is the nost common fata
5 mal i gnancy in the industrialized world. Unlike
6 the the next three npbst conmpn cancers,
7 screening for lung cancer is not currently
8 recormended by cancer organi zations.
9 | mprovenents in CT technol ogy make | ung

10 screening feasible. Early preval ence data
11 i ndi cate that about two-thirds of |ung cancers
12 that are detected by CT screening are at an
13 early stage.

14 O her data support the postul ate that
15 patients with lung cancers detected at this
16 early stage have better rates of survival.
17 VWhet her this will translate into an i nproved
18 di sease specific nortality is yet to be

19 denonstr at ed.

20 Next slide, please

21 It is the consensus of this committee -- and
22 that includes C audia Henschke -- that nass

23 screening for lung cancer with CT is not currently
24 advocat ed.
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Sui t abl e subjects who wi sh to participate
shoul d be encouraged to do so in controlled
trials, so that the value of CT screening can
be ascertained as soon as possible.

But right now, Dr. Gaziano, you would agree
with ne that Dr. Henschke says that mass screening
for lung cancer with CT is not currently advocated;
is that correct, sir?

A Yes, sir.

MR, NEWBOLD: May we approach, Your Honor

THE COURT: Al right.

(At sidebar:)

MR, NEWBOLD: | don't know what your pleasure
is. 1'"mabout to switch topics. Should I keep
goi ng?

THE COURT: W need to go till 20 after so the
one juror can take her shot.

MR, NEWBOLD: kay, thank you.

(I'n open court:)

BY MR NEWBOLD

Q Doctor, | would Iike to go to another topic
now, if | may.

A Al right.

Q You testified on direct that you believe
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that there was an increased risk of |lung cancer and
COPD for people who have a five pack year history of
snoking; is that correct?

A Yes, sir.

Q Gkay. Now, Doctor, there never has been a
study that has denpnstrated an associ ati on between
snoki ng and COPD and | ung cancer using as study
subj ects persons who have a five-year pack history?

A. | believe that's correct, yes, sir
10 Q No study?

11 A. | think there are sone inferential studies,
12 but I'mnot aware of any | ooking at those specific
13 two diseases as it relates to that. There are sone
14 inferential studies that indicate that snoking a few
15 cigarettes a day, there is a significant health

16 hazard.

17 There are studies that indicate that househol d
18 contacts of smokers have an increased risk of cancer
19 and respiratory synptons. Those are published in

20 the Surgeon Ceneral's reports. But looking at it in

©CoOo~NOOOUTA~,WNPE

21 that particular way, five pack years, |I'mnot aware
22 of any particul ar study.
23 Q There is no study that | ooked at people who

24 only have a five pack year history, and there is no
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1 study that determ ned that, because of that five

2 pack year history, that it had any link to cancer

3 lung cancer or COPD; is that correct, sir?

4 A As | said -- that's correct. But as | said
5 previously, there are studies that indicate

6 increased nortality figures for people who snoke at
7 that level, and that there are associated nortality
8 wth people who are exposed to relatively limted

9 anount of snoking -- snoke.

10 Q Doctor, if you quit snoking, if a person

11 quits smoking for ten to fifteen years, the Surgeon
12 Ceneral of the United States says that that person's
13 risk for lung cancer is about the same as a
14 nonsmoker. Wuld you agree with that, sir?

15 A.  Yes. The Surgeon General says it's al npst
16 that, but it doesn't quite reach that of nonsnokers.
17 Q And that's not what | said. | saidis

18 about the sane as nonsnokers; is that correct, sir?
19 A Well, | wanted to clarify that a little

20 bit.

21 Q Wwell, as a matter of fact, when your

22 deposition was taken, your clarification was, when
23 soneone has quit snoking for ten to fifteen years,
24 that their risk of lung cancer is slight?

http://legacy.library.ucsfedufiid/ydzr5a00/padf



1513

A. To be specific, the Surgeon General's
report is that it's twice that of -- it goes from
ten tines that of a never-snoker to twice that of a
never snoker.

MR, NEWBOLD: Could you give ne Tab No. 20,
pl ease, Jason.

Next, please. Next, page, please.

Bl ow t hat up, please
BY MR NEWBOLD
10 Q The Surgeon Ceneral said in his 1979 report
11 that ex-snokers experience decreasing |ung cancer
12 nortality rates which approach the rates of
13 nonsmokers after ten to fifteen years of cessation

©CoOo~NOOOUTA~,WNPE

14 The residual risk of devel oping |lung cancer in
15 ex-snmokers is proportional to the overall dosage of
16 lifetine cigarette snmoking exposure and inversely
17 related to the interval since cessation

18 Is that what the 1979 Surgeon General's report
19 said, sir?

20 A. That's correct, yes, sir

21 Q And what you told ne -- take that off,

22 please -- when your deposition was taken, that you

23 believe that, if a person has quit snoking for ten
24 to fifteen years, that his or her chance of getting

http://legacy.library.ucsfedufiid/ydzr5a00/padf



1514

1 lung cancer was slight. Do you recall that, sir?
2 A. | said "slight," and today | said that

3 slight transfers into two tinmes background ri sk.

4 Q Now, Doctor, if you quit snoking before you
5 get COPD or enphysemm, you won't get it; right?

6 A. That's correct.

7 Q Gkay. And if you quit snoking and then

8 have a spironetry test done, and that spironetry

9 test is normal, there is no point in retesting the
10 person; is that correct?

11 A. | have said that probably in public forums
12 several tinmes, yes, sir

13 Q Al right. So, if you have a 25-year-old

14 person who is in this class, and he or she has a

15 five-year pack history, okay, and now she quits for
16 fifteen years, and now she is 40, okay, if she

17 didn't have COPD before she quit -- strike that.

18 If she quit snoking in this fifteen years

19 between being 25 and 40, and she tests normal on her
20 first spironetry test, then there is no reason for
21 her to ever be tested again; is that correct?

22 A.  That's ny opinion
23 Q Now, she still doesn't snpke, and she stil
24 doesn't snoke, and she still doesn't snoke, and she
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1 hasn't smoked for 25 years. And now she is 50 and

2 she gets her first CT scan, her risk of |lung cancer
3 is very, very, very slight, isn't it, sir, if she's
4 quit snoking for 25 years?

5 A.  Yes.

6 Q And yet you think she should be tested

7 every year for the rest of her life?

8 A.  You know, this five pack year level, if you
9 are going to drawnme into it -- you don't let me be

10 involved in certain aspects, and then you want ny
11 opinion for certain aspects.

12 But what | would like to say, the five pack

13 vyear, as as | understand it, and I wasn't involved
14 in the evolution, is to pick up every potentia

15 person at risk.

16 That doesn't mean the group for five pack

17 vyears. That's where it begins. The group includes
18 people who snmoked significantly longer. So if you
19 want to talk about the five-year as being sone

20 issue, you may, and you can take that up with

21 Dr. Burns.

22 But as far as -- it's a starting point and somne
23 people may start at a different place, and sone

24 people start at that point. And |I'mnot going to
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1 get into what is a proper place to start.

2 Q But you understand, don't you, sir, that
3 soneone can be in this class with as little as a
4 five pack year history, just that?

5 A, Yes, sir, and there is good -- and if it's
6 a person as you described, it would be very | ow,

7 vyes, sir.

8 Q Gkay. Doctor, a snoker cones into your

9 office when you were still practicing in 1997, no
10 spirometry, you tell himto quit smoking?

11 A Yes, sir.

12 Q Gkay. A snoker cones into your office, you
13 give hima spironetry, and it's normal. You tell
14 himto quit snoking?

15 A Yes, sir.

16 Q A snoker cones into your office, and you

17 give hima test, and he has COPD. Do you tell him
18 to quit smoking?

19 A Yes, sir.

20 Q A snoker cones into your office, and you
21 give thema spironetry test, and he has enphysena.
22 Do you tell himto quit?

23 A Yes, sir.

24 Q So regardless of if he comes in and gets
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1 the test or he cones in and comes in and gets a test
2 or doesn't get a test, your advice to a smoker is
3 always the sanme, and that is to quit; isn't that

4 right?

5 A.  Not necessarily. The urgency --

6 Q There are sonme people you say, Keep

7 snoki ng?

8 A, No.

9 Q You tell themto quit?

10 A. You tell themto quit in different manners
11 and different -- the purpose of a spirometry is to

12 give someone the inforned consent to |let them know
13 they have a disease. And how they react to that

14 know edge is a conbination of what the doctor does
15 for the patient and what he perceives that he should
16 do.

17 And so to find the disease is inportant for a

18 doctor, and | think it's inmportant for the patient.
19 And what one does with that information is -- by the
20 doctor and the patient, is a variable thing.

21 Q Is there any circunstance that you can ever
22 think of that a patient of yours has cone in and has
23 tested either negative or positive on a spironmetry
24 where you would tell them go on and keep snoki ng?
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1 A Well, heck, no.

2 Q Thank you, sir

3 MR, NEWBOLD: | have no further questions of

4 this wtness.

5 MR, SEGAL: Your Honor, can we approach for a

6 noment, please.

7 THE COURT: Al right.

8 (At sidebar:)

9 MR SEGAL: | realize the 48-hour rule doesn't
10 apply to articles which will be used in cross, but |

11 was wondering if | mght be favored with them

12 because it's a little difficult to track the ones
13 that, if you don't know -- sonetinmes you can't see
14 the dates and all that. And I kind of need that to
15 be sure that the years of the articles and what |
16 need to redirect himon

17 I have themon ny desk, | think, but | don't

18 want to take a quote out of something and say he

19 didn't read this, let's read this now and not know
20 what I'mdealing with

21 THE COURT: \What are you asking for?
22 MR, SEGAL: |'m asking for copies of that --
23 MR NEWBOLD: | will be nmore than happy. The

24 reason | didn't do it that way, Your Honor, it is so
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1 cunbersome to come back and forth. 1 have copies of
2 the articles.

3 THE COURT: From now on, that's what you are

4 asking for. \What are you asking for right now?

5 MR SEGAL: | didn't want to interrupt him |
6 would like copies of the articles.

7 MR, NEWBOLD: He may have them

8 THE COURT: And then what do you want?

9 MR SEGAL: | want to take a break

10 THE COURT: That's what | thought. Get right
11 to the chase. | can take it. |'ma big boy. You
12 can give it to me straight.

13 MR, SEGAL: | can get started for ten or

14 fifteen mnutes.

15 THE COURT: Do you have about that, and then
16 you want to take a break?

17 MR, SEGAL: Because you want to go as close to
18 10:30 as you can

19 THE COURT: And you let ne know when you are
20 ready.
21 MR, SEGAL: Ckay.
22 (I'n open court:)
23 THE COURT: Do you want to | eave the |lights on?
24 MR SEGAL: You can leave themon. If I'm

http://legacy.library.ucsfedufiid/ydzr5a00/padf



1520
m ssing sone, | may need themto bring it up.

THE COURT: Al right.

MR, SEGAL: Can you | eave the book?

MR, NEWBOLD: All right.

REDI RECT EXAM NATI ON
BY MR SEGAL:

Q Good norning. W have gone over several
articles this nmorning, and I think we need to talk
10 about some of the statements that were quoted to you
11 and what's in them But before we do that, | want
12 to know sonething. You have been screening people
13 for black lung disease in the State of Wst Virginia
14 for how |l ong?

©CoOo~NOOOUTA~,WNPE

15 A. Thirty years.

16 Q And for whom have you been screening those
17 people for over thirty years?

18 A. Mostly the federal governnent, the

19 Departnent of Labor.

20 Q Have you also --

21 A. | have done other screens for groups and
22 individuals, patients.

23 Q D d you need this book to tell you howto

24 screen thenf
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A, No.

Q D d you ever see this book in your thirty
years of practice before they handed it to you at
your deposition?

A. No. But I went through it over the weekend
and found it interesting. Actually | had revi ewed
it before, but not since the previous deposition

Q Wth regards to asbestos, people who have
wor ked around asbestos, would you give these fol ks
10 sone idea of the different tradespeople you have
11 seen over the years both in your practice --

©CoOo~NOOOUTA~,WNPE

12 MR, NEWBOLD: (bjection, Your Honor

13 bjection, Your Honor. This is -- may we approach
14 or shall | nake ny objection standing here?

15 THE COURT: What's the objection?

16 MR. NEWBOLD: The objectionis, it's clearly

17 outside the scope of direct; it's outside the scope
18 of cross.

19 THE COURT: The objection will be overrul ed.
20 BY MR SEGAL:
21 Q Wuld you tell these folks the types of

22 tradespeopl e you have screened over the years for
23 the presence or absence of asbestos-related
24 diseases?
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1 A, Well, | have screened steel mllwrkers in
2 this particular part of the country, in the upper

3 Ohio Valley. Boilermakers, steanfitters,

4 pipefitters, janitors, electricians, just about npst
5 construction trades who have worked in the

6 construction industry in the United States,

7 particularly West Virginia.

8 Q D d you need this book to tell you howto

9 do those screening tests?

10 A, No.

11 Q Tuberculosis, are you particularly invol ved
12 in the early detection or diagnosis of tubercul osis?
13 A Yes, sir

14 Q Could you explain to the jury howit is you

15 are involved in the screening for people who are

16 suspected of suffering fromtubercul osis?

17 A. Well, | have been for 28 years the Kanawha
18 County clinician for TB, which nmeans that nmost TB in
19 Kanawha County is referred to ny clinic in the

20 public health area. So | see people who have

21 established disease.

22 | also screen people for disease who have been
23 exposed to a bus driver in Kanawha County. Five
24 thousand -- | nean, not five thousand, five hundred
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children were exposed, and we screened all those
children. So that's how | get involved with it.

Q Do you need this book to tell you how to do
t hose screeni ngs?

A, No, sir

Q M. Newbold showed you an article, and
want to show the jury sonething about these
articles. Can we go to ELMO, pl ease.

Now, if you recall -- or let me ask you, do you
10 recall that M. Newbold read you a quote this
11 rnmorning fromthe article he said was witten by
12 Dr. Frame, Routine Screening for Lung Cancer, Maybe
13 Some Day But Not Yet. Do you renenber he showed you
14 that article?

©CoOo~NOOOUTA~,WNPE

15 A Yes, sir

16 Q And did you read you the quote that said
17 I ndeed, 8 prospective studies for

18 screening for early lung cancer either by

19 peri odi ¢ chest radiographs or by sputum

20 cytol ogic tests have been reported in the past
21 forty years?

22 Is that a quote you were read today and asked
23 about?

24 A Yes, sir
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Q Now, what | want the jury to understand
about these articles --

MR SEGAL: Do we have that here?

BY MR SEGAL:

Q -- when a scientist or a physician makes a
statenment, if they want to back it up, they can put
alittle footnote right there which in this case
says three to ten.

Tell the | adies and gentl enmen of the jury when
10 vyou see those footnote nunbers three to ten, what
11 the doctor is saying about the previous statenent he
12 nade?

13 A. Well, basically it means that that
14 statement is based upon articles in the literature
15 and you could look in the back where they are

©CoOo~NOOOUTA~,WNPE

16 listed, and article nunber three or ten were
17 articles he used.
18 Q And those articles are articles that are

19 listed right on the back page of this very paper
20 three through ten, to support that statement about
21 retrospective studies that was quoted to you today;
22 is that right?

23 A Yes, sir

24 Q Well, why don't we | ook at, Doctor, the

http://legacy.library.ucsfedufiid/ydzr5a00/padf



1525

1 date of the articles, the date of the articles three
2 through ten, let's take a peak at that, to support
3 that statement.

4 Three through ten -- what did | do with that --
5 those articles were witten in 1966.

6 By the way, you would agree that the Cancer of
7 Respiratory D seases --

8 A.  Cancer Research.

9 Q Cancer Research is an authoritative

10 journal ?

11 A Yes.

12 Q \What's this one?

13 A. British Medical Journal.

14 Q The British Medical Journal, that's an

15 authoritative journal?

16 A Yes, sir.

17 Q Chest, certainly very authoritative in your
18 view?

19 A Yes, sir.

20 Q These are all journals you would rely upon;
21 right?

22 A Yes, sir.

23 Q But the articles that he was citing were

24 published in 1966, 1968, 1969, 1984, 1986, 1986, and
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1986.

So the nost recent was 1986 and the ol dest was
1966.

A, Yes, sir. That's what | was trying to get
across when we are tal king about studies fail to
support. They are old studies and they don't take
i nto account the nodern technol ogy.

Q well, we will go to Dr. Henschke, but just
gi ve them an i dea, when was Dr. Henschke's work and
10 the other doctors who they have seen their nanes,
11 when was that work done?

©CoOo~NOOOUTA~,WNPE

12 A It was in 1999.

13 Q '99?

14 A It was done a little earlier, but it was
15 published in '99.

16 Q So alnpbst a decade and a half after the
17 nost recent of these?

18 A Yes.

19 Q And there was an interesting quote he

20 showed you and it doesn't have a footnote. Look at
21 this quote he showed you.

22 MR SEGAL: It's like working with a mrror

23 Judge, |'msorry.

24 BY MR SEGAL:
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Q Now, you were read this sentence:
A significant potential harm of screening

is that snmokers will interpret negative results
of screening tests as assurance that they are
di sease free and will be less notivated to quit
snoki ng.

There is no footnote there, is there, Doctor?
A, No.

Q In your review of the literature, are there

articles to support that statenent by this
Dr. Frane?

A.  That's an opinion, no, sir.

Q There are no published articles to support
that kind of statenment, are there, Doctor?

A, No.
Q And you were shown -- | need the Henschke
article, please, and then -- may | just see the

Henschke article you showed the conposite

st at ement ?

NEWBOLD: Yes. The thoracic society --
SEGAL: It was their statement.

NEWBOLD: The | ast one | showed?
SEGAL: Yeah.

NEWBOLD: May | have Tab No. 607

25335
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Is that it, Scott?

MR, SEGAL: Yes, thank you.

BY MR SEGAL:

Q You were shown, Doctor, this article, a
consensus statenent and there is Dr. Aberle, CGordon
Ganmsu, Dr. Henschke is on there, Dr. Swensen,

Dr. Naidich; okay? Do you recall seeing that?

A Yes, sir.

Q And you wanted to respond to that, but
10 before you do, Dr. Henschke's published in this
11 article quite a bit in the past two years, hasn't

©CoOo~NOOOUTA~,WNPE

12 she?

13 A.  She has.

14 Q | want to show you now an article --

15 THE COURT: Do you need time to get that

16 ready?

17 MR SEGAL: Gve me two -- | just want to point
18 out this one conclusion and I will sit down, Judge,
19 | promse.

20 THE COURT: Ckay.

21 MR, SEGAL: Just give me two seconds. This

22 wll be the |ast one.

23 THE COURT: Al right.

24 BY MR SEGAL:
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Q She's also witten an article recently on
the Early Lung Cancer Action Project: A Sunmary of
t he Findings on Baseline Screening. And she wote
that with MCaul ey, Yankel evitz, Naidich
McGui nness, M ettinen, Libby, Pasmantier, Koizuni,
Altorki and Smith; is that correct? That's a 2001
article, isn't it?

A Yes, sir.

Q And Dr. Gaziano, am| correct that the
10 conclusion in that 2001 article that they reached,
11 all those doctors, in that 2001 article:

©CoOo~NOOOUTA~,WNPE

12 Concl usi on: Baseline CT screening for

13 | ung cancer provides for detecting the disease
14 at earlier and presumably nore conmonly curable
15 stages in a cost-effective nmanner

16 That was their conclusion, was it?

17 A.  Yes.

18 Q That was published in The Oncol ogist in the
19 year 20017

20 A Yes, sir

21 Q And The Oncologist is certainly a reputable

22 scientific journal which you and ot her physicians
23 rely upon in fornul ati ng your opinions?
24 A Yes, sir
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MR, SEGAL: Thank you, Dr. Gazi ano

| have a bit nore, Judge --

THE COURT: | know you do. Let's take the
nmorni ng break now. Al right.

(A recess is taken.)

(I'n open court with a jury present.)

THE COURT: Be seated, please

Al right.

MR, SEGAL: Thank you, Your Honor
10 BY MR SEGAL:
11 Q Dr. Gziano, | want to talk for a noment
12 about the article that you were shown, screening
13 strategies, this is the Petty article. That's the
14 one that you were tal king about both on direct and
15 cross. And one of the statenments you were shown
16 today which I want to talk to you about was that it
17 said that no maj or nedical organization in the
18 United States recomends any form of screening for
19 lung cancer.

©CoOo~NOOOUTA~,WNPE

20 For this reason, lung cancer -- that being the
21 lack of screening -- lung cancer is not di agnosed

22 until it is synptomatic and usually when it is in

23 advanced and incurabl e stages.

24 That's what you were saying on direct --
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1 A Yes, sir

2 Q -- when you were here with the jury | ast

3 week?

4 A Yes, sir

5 Q Now, let me ask you this: Based upon

6 Dr. Henschke's work and all those articles that you
7 were shown this nmorning, is the early detection, if
8 that's the question, is early detection of |ung

9 cancer possible with this new nodality? Does

10 everybody agree it is?

11 A.  Absolutely, yes.

12 Q The question that they are debating is not
13 whether early detection is possible, it's whether
14 that will reduce nortality?

15 A.  That's what sone peopl e questioned,

16 although sone people think that -- because the

17 overwhelmng sensitivity of this test -- and | did
18 look up sensitivity and specificity and positive
19 predictive value -- the early sensitivity of this
20 test has gotten everybody's attention
21 And the fact that these problens that we have

22 seen, about several people who are tal king about the
23 problenms with patients knowi ng about it, has been
24 shown that both in Mayo Cinic and Colunbia, it is
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1 small and nanageabl e.

2 So there is a body, a strong authoritative

3 body, out there saying there is enough evidence now,
4 let's go ahead with it.

5 Q Al right. But even those who are saying

6 they want nore evidence, they don't want nore

7 evidence that it can early detect. Wat they want
8 nore evidence about is will it reduce nortality?

9 A Yes, sir

10 Q Al right.

11 Because nobody is suggesting that the machines
12 won't early detect the condition?

13 A, No, sir

14 Q Now, the other thing is that M. Newbold

15 asked you about, all these -- having a needl e stuck

16 through your ribs and having your chest cut open for
17 biopsy and all that.

18 Here is my question: Although he showed you

19 quotes of people who said that may happen, based

20 upon the ongoing studies, are there any reports that
21 it is happening?

22 A. Well, the thing that he alluded to,

23 certainly needl e biopsies are happeni ng, and

24 certainly needl e biopsies can produce what's called
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di sconfort and norbidity.

The fact that it -- if it produces death, it's
exceedingly rare, well within the acceptable follow
up of cancer. \Wen you are wei ghing the death of
one out of five hundred people that you have
screened versus saving a hundred individuals wth
i ncurabl e lung cancer, you have to wei gh these
t hi ngs.

And the evidence, according to the studies, if
10 done according to a certain manner -- and we hope
11 it's done according to a certain manner -- that
12 wultimately it is safe. It puts the patient through
13 sone disconfort, but it's essentially a safe
14 procedure. And | feel that the literature is very
15 strong in that regard.

16 Q How about also with regards to the -- that
17 that accounts for a very small segment of those who
18 are going to benefit fromthe early detection?

19 A, Well, you know, it depends on cost and what
20 the patients have to go through. Cearly, you have
21 to evaluate those.

©CoOo~NOOOUTA~,WNPE

22 If | can speak on spirometry. Spirometry is
23 safe, it's cheap, it has a -- because it is -- the
24 gold standard defines it. It is very specific and
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Q Is it safe and that the group that
ultimately has to go to these --

A. kay. Basically the studies have shown
10 that the Mayo Cinic can handle this. Colunbia can
11 handle this. They are not worried about all these
12 bogey nen that is being up upon the screen; they
13 could handle it.
14 And they are saying, we go through a systenmatic
15 way, and no nore than any other test that you m ght
16 go through. |If you go to the Mayo Clinic and you
17 get screened for sonething else, they can handl e
18 it.
19 And the nost inportant thing is that Mayo
20 dinic doesn't kill people, and C audi a Henschke
21 hasn't killed any one. The worst thing that
22 happened -- and it's a mracle. The worst thing
23 that happened is that they have had 28 peopl e that
24 they operated on -- and that's where the norbidity

1 very sensitive and has a positive predictive val ue

2 of over 90 percent.

3 So basically | hope -- and we have an enor nous

4 ampunt of authoritative sources supporting that. As
5 far as the lung, CT scanning, we have -- what was

6 the question, I'msorry? |'msorry.

7

8

9
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1 and nortality mght come from

2 Even thoracotomnmy in current nodern nedicine is
3 exceedingly safe. They had one death -- | nean, one
4 false positive, one person who didn't have cancer

5 27 had cancer, and none of themdied. Nobody died
6 in that study.

7 So -- and so, when you are tal ki ng about

8 sensitivity and specificity, if you are |ooking at
9 the end point of opening the chest, it's 90 percent
10 sensitive and 90 percent plus specific.

11 Q Wth regards to the Petty study, | want to
12 show you two ot her things about that.

13 You were shown that study, but here is one nore
14 of those -- one of those quotes. It says:

15 The NLHEP -- would you tell the | adies and

16 gentlenen of the jury what that is.

17 A. Well, that's the National Lung Health

18 Experinental Project.

19 Encourages all primary care practitioners
20 to performspironetric testing in snokers ol der
21 than 45 years and in anyone w th cough

22 shortness of breath, wheezing, or nucus

23 hyper secretion

24 Q And the citation for that, so people wll
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know who is saying that, that is 34 that was
published in Chest in the year 2000.

A.  Yes.

Q Fromthe National Health Lung Education
Program correct?

A. Correct.

Q And in fact, as of the year 2000, for a
current snoker, with regards to spironmetry, okay,
except for the one test when you are 40, for people
10 over 45, that's exactly what they are suggesting,
11 who are current snokers?

©CoOo~NOOOUTA~,WNPE

12 A Wll, that's what | neant. | said, the

13 specific of this screening is not -- but there are
14 other authorities who say that it is close, yes,

15 sir.

16 Q To sumup your opinion

17 Conput ed tormography will provide a higher
18 yi el d of detection than standard chest

19 radi ogr aphy.

20 And there is a footnote ten and without

21 blinding everyong, that's Dr. Henschke's origina

22 1999 study; correct?

23 A.  Yes.

24 Q Followup of patients with noderate to high
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degrees of dysplasia will identify even nore
| esions. What does that nean?

A.  That means studying the sputum cytol ogy.

Q Hopefully this new nati onwi de effort plus a
change in attitude about screening will identify
many nore patients with lung cancer so a higher cure
rate can be expected, compared with the disma
out come when |ung cancer is diagnosed as incidental
finding or on the basis of synptoms, which usually
10 represents advanced and often netastatic stages of
11 di sease

©CoOo~NOOOUTA~,WNPE

12 That's your view, isn't it, Doctor?

13 A Yes, sir

14 Q The sane thing you said when you were here
15 [last week?

16 A Yes, sir

17 Q Finally, you were shown this article that

18 you told the jury about. Well, that's got to do,
19 part of it, with a -- part of it has got to do with
20 an Italian study. And | want to read a coupl e of
21 things. Is this the article you were shown, the

22 American Cancer Society guidelines for the early

23 detection of cancer?

24 A.  You have apparently a computer print out
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1 but, yes, it's the same article.

2 Q You talked about a little bit about breast

3 screening. | just want to go through their findings
4 in that very sane article. And changes which occur
5 over tine as we learn nore and nore.

6 You were nentioning breast cancer. Let's |ook
7 at what they say. The early detection. Since 1977,
8 the American Cancer Society guidelines for the early
9 detection of breast cancer have been updated five
10 times, nost recently in 1992 and 1997.

11 The genesis of the 1997 update was

12 i ncreasing evidence in the literature that the
13 det ect abl e preclinical phase, the sojourn tinmne,
14 for breast cancer had a shorter duration in

15 pr emenopausal women conpared wth

16 post menopausal woren.

17 Data fromthe two-county study estimated
18 mean sojourn tines for wonmen between the ages
19 of 40 and 49 at 1.7 years conpared with nore
20 than 3.3 years for wonen ol der than age 50.
21 These findings, coupled with accumul ating
22 data on the val ue of screening for
23 pr emenopausal wonen indicated that the
24 recomendation originally nade in 1983 --
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1 nanel y, that wonen ages 40 to 49 undergo

2 manmogr aphy every one to two years -- should be
3 reconsidered as it was not consistent with

4 accunul ati ng evi dence.

5 And indeed, isn't it also true, Doctor, that a
6 lot of that accumul ating evidence in these

7 reconmendati ons were made before they ever had

8 nortality studies; isn't that true?

9 A Yes, sir

10 Q And with regards to nortality studies,

11 want to talk about the early detection of prostate
12 cancer. I'mafraid I'mgoing to have to go read it
13 because | can't get it any bigger

14 It says here:

15 The inmpact -- first of all, it says the

16 principal strenghts of the PSA test -- that's the
17 one for prostate cancer; right?

18 A.  The bl ood test, yes, sir

19 Q ~-- are its superior sensitivity, reasonable

20 cost and high patient acceptance. The principle

21 drawback of the test is its inperfect specificity
22 owing to the fact that common conditions such as

23 benign prostatic hyperplasia and prostatitis can

24 cause borderline or even markedly abnormal test
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1 results.

2 Doctor, does that nean that people who have

3 this test may get told by their doctor, You may have
4 prostate cancer, when really all they have got is

5 prostatic hyperplasia or prostatitis?

6 A Wll, yes, sir

7 Q That's exactly what it is saying, isn't it?
8 A.  Absolutely.

9 Q And these two conditions are not fatal, are
10 they?

11 A, No, sir.

12 Q But your doctor nmight tell if you have this
13 test, which nost American nales do after a certain
14 vyear, | think you have got prostate cancer, but what
15 do they have to do before they tell you they are

16 sure?

17 A.  They have to biopsy the prostate, stick a
18 needle init. |It's unconfortable, it's not

19 pleasant, you are on your head, et cetera.
20 Q The false positive results can lead to

21 expensive diagnostic evaluations an unwarranted
22 patient anxiety.

23 That means the patient is scared?

24 A.  Yeah
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Q At the other extrene, the high sensitivity
of the test can result in overdi agnosis, the chance
that small, indolent tunors which mght require no
treat ment and which may never have surfaced
clinically, would be gathered in the same net as an
aggressive, potentially life-threatening cancer

Now, how does this explanation equate to what
you have been telling these fol ks about the early
di agnosi s of |ung cancer?
10 A Well, I think the thing that | wanted to
11 stress is that there is no such thing as an
12 indol ent, quiescent |lung cancer. One of the
13 statenments he nade, which is very well contradicted
14 in the literature is, people with lung cancer found
15 in an early stage, two studies indicate that, within
16 a few years, 95 percent are dead if they have not
17 had surgical renoval
18 A study of the failed screening of -- that we
19 have tal ked about in the United States, and the
20 successful screening they have in Japan, people who
21 don't want to have surgery with Stage 1, early lung
22 cancer, die.
23 Okay. Now, we don't have that in prostate
24 cancer. This is -- presents sone sort of dilema to

©CoOo~NOOOUTA~,WNPE
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1 the urologist, who will get an elevated CBC and a
2 positive diagnosis.

3 They have to go through the -- actually it's a
4 wenching decision as to whether to go aggressive
5 treatment with soneone with prostate cancer

6 Q But they go on to say:

7 Despite all that, the inpact of the PSA
8 and related testing on nortality was not

9 i medi ately apparent fromthe early studies.
10 So they were doing that w thout know ng whet her
11 it would reduce nortality early on, weren't they?
12 A Well, it was a good screening test.

13 Q No random zed controlled trials of

14 PSA-based prostate cancer screening had been
15 perforned before it becane a w despread practice.

16 Is that a true statement?

17 A, Yes, sir. And it's recomended by that

18 organization.

19 Q And are these random zed controlled trials

20 the same thing M. Newbold was readi ng you quotes

21 from people saying that's what we ought to do before
22 we recomend this for fol ks?

23 A Yes.

24 Q The observed increase in detection and the
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stage shift at diagnosis -- is that stage shift, is
t hat what you have been telling us about all al ong?

A. That's the other thing Dr. Patz is real off
the base in saying, if you find |ung cancer early,

maybe if you leave it alone, nothing will happen,
and the patient will die 50 years later of a car
acci dent.

Well, there is good evidence that, again, that

just isn't so. People with lung cancer at any stage
die within a few years --

Q And let's look at --

A -- or a few nonths.

Q \Wat they reported in the very article
M. Newbol d showed you this norning.

The observed increase in detection and
the stage shift at diagnosis, w thout eventual
i mpact on nortality, would be evidence that
prostate cancer screening was actually
i nef fective.

However, evidence is now accruing that
nortality has, in fact, been reduced. Between
1990 and 1995, the prostate cancer death rate
inthe United States for white nen younger than
75 years of age fell nore than 14 percent.
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1 This may be coincidental to the preceding
2 increase in PSA use, but there are few other

3 changes in treatment or diagnosis that would

4 account for the decline in the death rates.

5 So what they are saying there, Doctor, is that,
6 although you m ght have thought it was going to be
7 ineffective, the prelininary data between '90 and

8 '95 because they do the test would indicate that it
9 may reduce nortality?

10 A Yes, sir

11 Q Now, they also in here nentioned that these
12 fol ks, based upon this Italian nmeeting --

13 A. | wish you would stop calling it an Italian

14 nmeeting. World neeting, because Americans were
15 there in full nunber.

16 Q It was held in Italy. That's what | should
17 say.

18 A. | know.

19 Q This is the quote he read you this norning

20 where they are tal king about they are not going to,
21 as they leave the conference in Verase, ltaly, the
22 international conference on the prevention and early
23 diagnosis of lung cancer, they are not going to

24 recomend one way or another whether or not to do
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1 the screening.

2 Do you recall him showi ng you that quote?

3 A Yes, sir.

4 Q Gkay. Well, I had M. Guenloh pull the
5 actual consensus statenent fromthat neeting.

6 That's the actual consensus statement fromthe

7 International Conference on the Prevention and Early
8 Diagnosis of Lung Cancer. Am| right about that?
9 A Yes, sir.

10 Q And let's look at, if we can --

11 MR, NEWBOLD: Could I have a copy of that,

12 please, sir?

13 MR. SEGAL: This is the only one I have, I'm

14 sorry. But | can show you what |'m going to read
15 before | read it.

16 MR, NEWBOLD: Thank you.

17 BY MR SEGAL:

18 Q And you have read this paper before,

19 Doctor, right? This is something you relied upon?
20 A Yes, sir.

21 Q For those who devel op |ung cancer, outcone

22 is dramatically better when the disease is detected
23 at an early stage and surgically treated.
24 You agree?
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A.  Yes.

Q Unfortunately, at this time, the majority
of lung cancers are di agnosed when the disease is
overtly synptomatic, and in an advanced stage when
prognosis is extrenely poor

That means you are probably going to die?

A.  Yes.

Q Available clinical data denpnstrate that
the vast mpjority of curable |lung cancers are
10 currently detected by chest x-rays and CT scan
11 although there is no proven strategy to assure early
12 detection.

©CoOo~NOOOUTA~,WNPE

13 That's what they were saying when they left the
14 international conference?

15 A Yes, sir

16 Q The conference encourages nhationa

17 governnents and public health organizations invol ved
18 in cancer prevention and control to nore

19 aggressively address tobacco control and to urgently
20 consider the issues surrounding the early detection
21 of lung cancer. The conference recogni zes that

22 current and forner snmokers nust be advised of their

23 continuing risk of lung cancer

24 That's peopl e who snoke and peopl e who used to
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1 snoke have to be advised of their continuing risk of
2 lung cancer; right?

3 A Yes, sir

4 Q In order to address these issues,

5 organi zations nust support research on new

6 diagnostic techni ques?

7 Let me ask you something. |In your review of

8 all this literature -- let ne ask you sonet hi ng

9 else.

10 Were you aware that the tobacco conpani es who

11 are here in the courtroomtook an ad out in the 50s
12 that said they put the health of their consumners
13 paranount to every other --

14 MR, NEWBOLD: bjection. This is totally

15 outside the scope.

16 THE COURT: |'msorry?

17 MR, NEWBOLD: CQutside the scope.

18 THE COURT: Al right.

19 MR. NEWBOLD: He's not been offered for this
20 purpose either, Your Honor. He's beyond --

21 MR SEGAL: Can | --

22 THE COURT: Al right. The objection will be

23 sustai ned.
24 BY MR SEGAL:
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1 Q Doctor, let me ask you this, in all those
2 articles that you have gone over with the jury that
3 you read in preparation, they talk about who

4 supports that research, don't they?

5 A.  Someti mes.

6 Q And in fact, | think one of the articles

7 you were shown today was supported by the Eastnan
8 Kodak Conpany, wasn't it?

9 A. | don't renenber.

10 Q Al right. Have you seen any of this

11 research on the new di agnostic techni ques being

12 funded by Lorillard, RIR Philip Mrris, Brown &

13 WIllianson? Have you seen any research being funded
14 by those people in these areas of the new techni ques?

15 A I'mjust going to say | don't know because
16 | don't look into who sponsored it with that nuch
17 interest.

18 Q Finally, one last thing about this, where

19 they are tal king about that we need -- they

20 recognize that current and former snokers nust be
21 advised of their continuing risk of lung cancer; in
22 that regard, let me ask this.

23 Thi s paper and what they were recomendi ng back
24 then, that was before Henschke published her very
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1 first article, nmuch less her followup articles,

2 wasn't it?

3 A | don't -- if you show nme the date, and I
4 have forgotten whether it was --

5 Q Sure. | believe it was Decenber 9th, 1998,
6 conference?

7 A. Oh, yes. That was before.

8 Q I will showit to you.

9 A.  She published in Lancet in -- | trust you.
10 Q So they were nmking this reconmendation

11 well before?

12 A.  Yes.

13 Q Ckay. Last area.

14 We have tal ked a | ot about what it will early
15 detect, what spirometry will early detect. You were
16 finally asked sone questions about quitting. WII
17 quitting, if you quit right now, will it elimnate
18 vyour risk of devel oping a lung cancer?

19 A, No.

20 Q WII it stop COPD if you have al ready

21 devel oped COPD or enphysema?

22 A It won't stop it, no, sir. It will slowit
23 down, but it won't stop it.

24 Q It will slowit down.
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1 WIIl quitting early detect the presence of a
2 lung cancer?

3 A, No.

4 Q WII quitting early detect the presence of
5 COPD?

6 A, No.

7 Q WII quitting early detect the presence of
8 enphysema?

9 A, No.

10 Q And in each of those three conditions, is

11 one of the problens you face as a clinician that, by
12 the tine people get to your office with synptons,
13 it's normally too |ate?

14 A. Well, basically for COPD and | ung cancer
15 that's very much the problem yes, sir

16 MR SEGAL: If you will give ne two seconds,
17 Doctor.

18 Thank you, Dr. Gaziano. Thank you, Your Honor
19 THE COURT: Recross-exam nation?

20 MR NEWBOLD: Yes, Your Honor

21 .- - -

22 RECROSS EXAM NATI ON

23 BY MR NEWBOLD

24 Q Quitting snoking, we are going to talk
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1 about quitting snmoking a little bit.

2 A ay.

3 Q If you have enphysema, there is no cure for
4 enphysema; right? There is no cure?

5 A Yes, sir, that's correct.

6 Q But if you -- and enphysema sort of

7 progresses, it gets worse; the nore you snoke, the
8 nore enphysema gets worse or your problens breathing
9 get worse; is that right?

10 A Yes, sir.

11 Q But if you quit smoking, then it doesn't

12 get worse any nore, does it?

13 A It gets worse only as a factor --

14 Q Right.

15 A. It gets worse only as an aging factor of

16 age, but not due to cigarettes.

17 Q Everybody has problems with aging with

18 their lung capacity, right, sir?

19 A Yes, sir.

20 Q W are all in that sane downhill slope as
21 far as our lung capacity and whet her we snmoke or not?
22 A Yes, sir.

23 Q So what you are saying is, if you smoke,

24 the ski slope is steeper. |If you quit smoking, it
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1 wll then level out and won't progress any further
2 other than what it would have progressed sinply by
3 getting older?

4 A. That's correct, yes, sir

5 Q Gkay. W covered this a lot, but I just

6 want to nake sure that we all understand it. Wen
7 you say -- you know what |'m going to ask you.

8 A | think I do.

9 Q You do.

10 A.  Unh-huh

11 Q Wen you tell M. Segal and this jury that
12 a CAT -- a CT scan can detect lung cancer only,

13 that's not what you mean, because a CT scan al one
14 does not detect or diagnose |lung cancer; correct?

15 A. That's correct.

16 Q Gkay. You have to do all these foll ow up

17 procedures that are not included in this plan; right?
18 A Well, you know, as | have said before, |I'm

19 not sure of the absolute specifics of the plan, what
20 it include and what it doesn't include, so |I'mnot
21 going to get into it.

22 I"mnote going to get intoit. Al |I'msaying
23 is, that test requires followup. And what plan is
24 involved with it, I"'mnot here to say, and | don't
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1 know.

2 Q But this CAT scan al one at age 50 does not
3 detect or diagnose |lung cancer; correct?

4 A.  Specifically, no.

5 Q Gkay. You tal ked about prostate screening
6 nethods?

7 A Yes, sir

8 Q VWich are now recomended by these various
9 public health organi zations; correct?

10 A Yes, sir

11 Q But CT scans are not recommended by these

12 organizations for the early detection of cancer, are
13 they, sir?

14 A. No, sir. | think it's a bit early, but

15 they are not.

16 Q Thank you.

17 Now, sir, | want to talk about -- could |I have
18 Tab 32 up, please.

19 Now, in Tab No. 32, you tal ked about the fact

20 that they had sone footnotes that were fairly old in
21 that article.

22 Go to the second -- yeah, on the second
23 paragraph that's highlighted? GOkay. Go to the
24 next -- do you see those footnotes three to ten
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which the plaintiffs tal ked about and was critica
because they were ol d footnotes, because it tal ked
about some ol d tests.

But that was really just a setup, was it not,
Doctor, to tal k about the new technol ogy, which is
on Page 19827

MR, NEWBOLD: Jason, right here
BY MR NEWBOLD

Q Tal king about the new devel opnents. So the
10 Frane article was not stuck in the past. He was
11 tal king about the new | ow dose helical CT scans and
12 specifically about the Henschke study; correct?

13 A Yes, sir

14 Q Al right. And then -- | always hated

15 footnotes when | was in college, but now we are back
16 into footnotes. Let's go to the sone of footnotes
17 in the back of the article. Let's go down to |ike
18 19.

19 kay. That's the footnote where he's actua

20 footnoting, not ancient history, but he's actually
21 footnoting the Henschke study, itself, 1999.

22 Go down to the next one, Jason.

23 Then we have got a footnote, 1998, which is the
24 Japanese study.

©CoOo~NOOOUTA~,WNPE
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Ckay. Thank you.

So you woul d agree Dr. Frame was al so
footnoti ng and quoting nore recent sources?

A Yes, sir.

Q Gkay. Now, you were shown -- and | don't
have this on ny tab. This is the early lung cancer
axons project, summary of findings on baseline
screening, which was a O audi a Henschke article.

And | think the indication was is that it
10 contradicted her consensus statenent that screening
11 was not recomrended. So | want to show you
12 somet hing about these two.

©CoOo~NOOOUTA~,WNPE

13 First, I want to show you Tab No. 60. Let's do
14 it this way.
15 MR, NEWBOLD: Tab No. 60, Jason? GCkay. Blow

16 that up, please, in the mddle.
17 BY MR NEWBCOLD:

18 Q Gkay. This is the article that | showed
19 vyou where Cd audi a Henschke says that:

20 Unli ke the next three nost conmon

21 cancers, screening for lung cancer is not

22 currently recomended by cancer organizations.
23 And then she goes on to say they should

24 continue to |look at the val ue.
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1 MR, NEWBOLD: Pl ease go down, Jason, to the

2 bottomof this so | can show the jury the date -- to
3 the top, I'msorry. Right at the top

4 That's 2001. So she said it is not recomended
5 in 2001. |Is that correct, sir?

6 A Yes, sir

7 Q Al right. Now --

8 A. According to that statement, yes, sir

9 Q Now, take that off.

10 Let's go to the ELMO, please. | avoid the ELMO
11 at all cost.

12 THE COURT: | see why.

13 MR, NEWBOLD: | could never figure these things
14 out to save me. Wiich way do | go to make it go

15 up? | want to put this on it right here, down

16 here.

17 Al right.

18 BY MR NEWBCOLD:

19 Q This article -- thank you, Scott.
20 This article was actually received in 2000. So

21 she actually wote that which M. Segal showed you
22 in 2000, and then it was published in 2001; is that
23 correct, sir, received Cctober 10, 20007?

24 A | see it there. Oh, yes, it's 2001, yes.
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1 The oncol ogi st.

2 Q But she wote it and she subnitted it in

3 2000; is that correct, sir?

4 A Yes, sir

5 Q So therefore she wote and subnitted this

6 Article one year before she published her consensus
7 statement where she did not reconmend helical CTs

8 for nass screening; isn't that correct, sir?

9 A. | believe that's correct, although I don't
10 have the specific dates of the other article.
11 Q Now, |I want to turnto -- look at that, |
12 did it -- her conclusion, O audia Henschke's
13 conclusion in that article, was that:
14 The accruing evidence fromthe ELCAP and
15 others, while still insufficient, is continuing
16 to heighten the prospects for cost-effective
17 screening for the cancer that is now the main
18 cause of cancer deaths in both genders.
19 So d audi a Henschke hersel f, once again, is

20 saying that the evidence as to whether or not this
21 should be recomrended for everybody is stil

22 insufficient; isn't that correct, sir?

23 A. That's what she says, yes, sir

24 Q Thank you.
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this w tness, Your Honor.

excused, not subject to recall?
MR SEGAL: | would so npve, Your
MR, NEWBOLD: Yes, Your Honor.

THE WTNESS: | appreciate it.

©CoOo~NOOOUTA~,WNPE

10 (Wtness excused )
11 THE COURT: Al right. Call your
12 or whatever you are going to do next.

MR, NEWBOLD: | have no further questions of

THE COURT: Thank you very nuch, Doctor.

THE COURT: You may be excused, sir.

1558

THE COURT: Al right. My this wtness now be

next w tness

13 MR SEGAL: Your Honor, at this tine |
14 like to nove the adm ssion -- Your Honor, at this
15 time, | would |like to nmove the adm ssi on of what

16 M. Baker assures nme is the correct |ist,
17 Plaintiffs' NM 6746, Plaintiffs' Exhibit

18 Plaintiffs' Exhibit 1518, Plaintiffs'
19 Plaintiffs' Exhibit 1521, Plaintiffs'

20 Plaintiffs' Exhibit 11015, Plaintiffs'
21 22948, Plaintiffs' Exhibit 11389, and Plaintiffs'
22 Exhibit 75204.009. | nobve those into evidence at
23 this time, Your Honor, and be requested that

24 allowed to publish themto the jury.
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1 THE COURT: Any objection?

2 MR. NEWBOLD: No objection, Your Honor

3 THE COURT: Al right. Plaintiff's Exhibits --
4 are they all NM numnbers.

5 MR SEGAL: Yes, Your Honor

6 THE COURT: NM 6746, 16756, 1518, 12762, 1521
7 11026, 11015, 22948, 11389, and 75204.009 all wll
8 be admitted in evidence and made a part of the

9 record in this proceeding, may be published to the
10 jury at the conveni ence of counse

11 (The exhibit is so adnmitted.)

12 MR, SEGAL: Your Honor, may | approach?

13 THE COURT: Yes.

14 MR SEGAL: This is the Novenber 26th, this is

15 the Novenmber 26th, 1973, press rel ease by the
16 Anerican Tobacco Conpany. And we can see this is a
17 press rel ease,

18 It is the Anerican Tobacco Conpany in New
19 York. It's dated Novenber 26, 1953, and it says:
20 Paul M Hahn, president of the American Tobacco

21 Conpany, took issue today with what he called | oose
22 talk on the subject of snmobking in relation to |ung

23 cancer.

24 The public is entitled to know the facts.
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We are confident that |ong range,
i mpartial investigation and other objective
research will confirmthe view that neither
t obacco nor its products contribute to the
i nci dence of lung cancer. W wish to the
public to know these facts so that they
t hensel ves may be informed and also be in a
position to deal intelligently with the subject
when m sinformation comes to their attention.
THE COURT: Is there a counterdesignation?
VR, WOCDSI DE: There is, Your Honor.
THE COURT: Al right.
MR, WOODSI DE:  Thank you.

The American Tobacco Company is working
at and supporting scientific research of a
fundanental nature in this field, withinits
own | aboratory and in independent institutions.
That conpl etes our counterdesi gnation.
THE COURT: Al right.
MR, SEGAL: Wyuld you publish to the jury,

pl ease, Ms. G na, 16756.

This is an undated statenent by the CIR and TI,

and | would like you to go ahead and put this up
first. You can see this is fromthe Tobacco
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I ndustry Research Committee and the Tobacco
Institute, Incorporated. It's a statement about
t obacco and heal th.

We shall continue all possible efforts to
bring the facts to light. |In that spirit, we
are cooperating with the Public Health Service
inits plan to have a special study group
review all presently avail able research
MR NEWBOLD: No counter, Your Honor.

MR, SEGAL: Wyuld you show them 1518. Your
Honor, may | approach?

THE COURT: Al right.

MR, SEGAL: Judge, this is a 18962 press
rel ease by George Allen, who is the president of the
Tobacco Institute. It was issued by Hll &
Knowl ton. You can see this is for the Tobacco
Institute incorporated, it's fromH Il & Know ton
Incorporated. |It's for imediate rel ease on March
7th, 1962. And it says george Allen comments on
British snmoking report.

In this search, | amproud that the
tobacco i ndustry supports continued i ndependent
research, aimed at getting the full facts about
cancer and other diseases. This will be done
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in the | aboratories and not by pronouncenents
by me or anyone el se.

MR THOVAS: No counter, Your Honor

THE COURT: Al right.

MR SEGAL: | would like to approach on 12762.

THE COURT: Al right.

MR SEGAL: Your Honor, this is the Novenber
18th, 1962, radi o broadcast transcript by George
Al l en, president of the Tobacco Institute. You can
10 see here, ladies and gentl enen, radi o broadcast
11 transcript, the programwas the snoking question
12 part (I1). It was Novenber 18, 1962, at 8:05 p.m
13 the station was the Miutual Broadcasting Systemin
14 Washington, D.C, and it was regarding cigarette
15 snoking and | ung cancer.

16 The Snoki ng Question

17 M. Allen: I|'d be glad to, M. Trohan. The
18 Tobacco Institute is an association of the tobacco
19 manufacturers which regard the snoking and heal th
20 question as a very serious one and one which

21 deserves very earnest and energetic, scientific

22 investigation and experinentation

23 MR SEGAL: | think that's it for us; right?
24 THE COURT: Is there some counterdesignations?

©CoOo~NOOOUTA~,WNPE
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1 MR WOCDSI DE:  Yes, Your Honor

2 It follows M. Segal's designation by

3 M. Alen:

4 We support that activity through a sister
5 organi zati on, the Tobacco Research Committee

6 whi ch has done nore investigation in the eight
7 years since it was established than any ot her
8 private scientific organization or medica

9 organi zation in the specific subject of |ung
10 cancer

11 Question: How nmuch noney has this

12 conmittee spent?

13 Response by M. Allen: During its eight
14 years, it has made well over one hundred

15 i ndi vidual grants to independent scientists,
16 | aboratories, technicians and various kinds of
17 experimenters. And the total of these grants
18 is well over five million dollars at the

19 present noment.
20 M. Trohan: In other words, the tobacco
21 i ndustry supplies an awful |ot of tax noney to
22 us. Should this be considered or should this
23 be strictly a health survey?
24 M. Allen: | think it ought to be
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1 strictly a health survey myself. Now, ['m
2 speaki ng personally. However, | happen to cone
3 froma tobacco area. |1'ma very small scale a
4 tobacco farner nyself.
5 There are, all together, we estinate,
6 about 17 mllion people in the United States
7 who, in one way or another, obtain their
8 [ivelihood either directly or indirectly from
9 t obacco, either the grow ng, the handling of
10 the | eaf, the warehouses, the manufacturers,
11 t he whol esal ers and retail distributors.
12 Incidentally, there are reckoned to be
13 1,500, 000 individual retail outlets of one sort
14 or another, so a lot of people are involved,
15 not to speak of the fact that, so far as the
16 revenue to the United States government is
17 concerned, tobacco, | believe, is second in the
18 anmount of excise taxes.
19 MR, WOODSI DE:  Your Honor, that would conplete
20 ny designations.
21 THE COURT: Al right.
22 MR, SEGAL: Your Honor, | would like to publish
23 and approach to 1521
24 THE COURT: Al right.
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MR SEGAL: This is a short one, Your Honor.
This is a 1962 press rel ease by the Tobacco
Institute. It's a statenent by George Allen, the
presi dent.

Here we have it, for the Tobacco Institute from
Washi ngton, D.C., this is for p.m release Thursday,
December 27, 1962, CR in the year-end editions.

It's the tobacco econony, 1962 revi ew and outl ook.
It's by George V. Allen, president of the Tobacco
10 Institute.

11 And there is just one sentence in here -- oh,
12 yeah. It was issued by H Il & Know ton, once again,
13 that's hard to read, but what that banner says is,
14 Hll & Knowton, Inc., 150 east 42nd Street, New

15 York, New York, and if you could go to the quote,
16 please, fromM. Allen.

©CoOo~NOOOUTA~,WNPE

17 During 1963, the Surgeon Ceneral's

18 Advi sory Conmittee on Smoking and Health will
19 revi ew exi sti ng know edge about snoki ng and

20 heal t h.

21 Qur industry is cooperating with this

22 group in the hope that it will be a thorough
23 study and, as the Surgeon Ceneral has said,

24 wi Il be concerned not only with tobacco but all
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1 ot her factors which may be invol ved.

2 The American Medi cal Association has al so

3 announced plans to conduct a review and the

4 industry will extend cooperation to this group

5 as wel | .

6 Is that it on that one?

7 Your Honor, at this tine -- is there a

8 counter on that one?

9 MR, THOWAS: Yes, there is. Your Honor, | have
10 not been introduced to the jury. My | introduce
11 nyself?

12 THE COURT: Yes.
13 MR, THOWAS: Good norning, |'m Dave Thomas, |'m

14 fromAllen Guthrie & McHugh in Charl eston, West
15 Virginia, and | represent one of the defendants in
16 the case.

17 Count erdesi gnation for the same docunent you

18 just heard from

19 We can predict that tobacco will continue
20 to provide a livelihood for mllions; for

21 growers, warehousemnen, transporters, retailers,
22 whol esal ers, manufacturers and the thousands of
23 suppliers who provide the goods and services

24 that are necessary for any nmajor industry.

http://legacy.library.ucsfedufiid/ydzr5a00/padf



1567

Thank you.

MR SEGAL: Your Honor, at this time | would
like to approach on 11026 and publish that, please.

THE COURT: Al right.

MR, SEGAL: Ladies and gentlemen, this is a
1963 speech, which is stapled to ny finger -- this
is a 1963 speech by CGeorge Allen, the president of
the the Tobacco Institute.

There you can see the Tobacco Institute's
10 border heading. And this is Tobacco and the Public
11 Interest by George V. Allen, President of the
12 Tobacco Institute, Incorporated.

©CoOo~NOOOUTA~,WNPE

13 And if we could go, please, to the top of

14 that:

15 Ceorge V. Allen, President, the Tobacco
16 Institute, delivered the foll ow ng address

17 bef ore the Septenber, 1963 neeting of the

18 Nati onal Association of State Departnents of
19 Agricul ture.

20 We are vitally interested in getting the
21 scientific facts that will provide answers to
22 guesti ons about snoking and health. W also
23 want full know edge about the cause or causes of
24 t hose di seases with which snoki ng has been
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First, as human beings, we are interested in
the health of our fellow man.
10 Second, we have a natural interest in the
11 future welfare of our industry, and of the
12 industry's custoners.
13 In view of this, it seems to ne there ought to
14 be a respite fromtheories, resolutions and
15 empotional statenents, for a tinme at |east, so that
16 scientists can objectively evaluate what is known
17 and what is not known.
18 Per haps then the scientists can determ ne the
19 areas of research that nust be undertaken and work
20 together to solve these health probl ens.
21 We do know that, in |aboratories around the
22 world, scientists are investigating many possible
23 factors in lung cancer and heart disease, in
24 addition to snoking.

1 statistically associ at ed.

2 MR, THOWVAS: Count erdesi gnati ons, Your Honor?
3 THE COURT: Al right.

4 MR THOVAS: Those of us who work with tobacco
5 share with the mllions who use tobacco products a
6 concern over questions raised about cigarettes and
7 heal th.

8

9

http://legacy.library.ucsfedufiid/ydzr5a00/padf



1569

1 These include viruses, previous |ung

2 infections, diet, stress and strain, environnental
3 and occupational pollutants and nany ot hers.

4 (4) inhalation of tobacco snmoke by |aboratory
5 animals some many experinents over the years has
6 consistently failed to produce |ung cancer

7 (6) extensive chemical tests have failed to

8 specify any substance, as found in cigarette snpke,
9 that accounts for |lung cancer

10 | believe that's all, Your Honor

11 MR SEGAL: Your Honor, | would like to

12 approach on 11015 and publish that.

13 THE COURT: Al right.

14 MR, SEGAL: Ladies and gentlemen, this is a

15 speech by Joseph Cul |l man, who is the president of

16 Philip Mrris. These are the remarks of Joseph F

17 Cullman, 3rd, who was president of Philip Mrris,

18 1Inc. These were renarks made to the South Carolina
19 Tobacco Warehouse Association in Myrtle Beach, South
20 Carolina, on June the 7th, 1966. Those remarks

21 incl uded:

22 First of all, we feel a deep sense of
23 responsibility to our cigarette snokers.
24 Al of us who work in this industry fee

http://legacy.library.ucsfedufiid/ydzr5a00/padf



©CoOo~NOOOUTA~,WNPE

24

1570

a deep concern over questions raised about
cigarettes and health. W will not rest unti
we learn the scientific facts that will provide
solutions to the nedical problens in question

We intend to | eave no research question
unanswered in our quest for the truth.

VWhat have we done to help find the
truth? This industry has allocated nearly
twenty million dollars for the support of
research projects by independent scientists,
t hrough the Council for Tobacco Research U.S. A
and through the Anerican Medical Association

Educati on and Research Foundation. |If nore
funds are needed for this research, | am sure
the industry will provide them

| believe it is in the best interests of
the public, as well as the industry itself, to
encour age the kind of research that wll
provide the facts, all the facts. And that is
exactly what we will continue to do.
MR KLEIN:  No counters, Your Honor
THE COURT: Al right.
MR SEGAL: Your Honor, | would like to

approach on 22948.
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1 THE COURT: Al right.

2 MR, SEGAL: This is a press release by the

3 Tobacco Institute. Here we have the Tobacco

4 Institute, once again, Washington, D.C. Contact,

5 WIliamKloepfer, Jr., and this is for use on and

6 after Sunday, January 3, 1971

7 Kornegay sai d Tobacco conpanies in 1971

8 will pool more than four million dollars for

9 support of independent scientific research on
10 snoki ng and heal th questions, adding, quote, so
11 | ong as hundreds of thousands of nonsnokers are
12 crippled or die prematurely from cancer and

13 respiratory ailnents, there is no excuse for

14 continued failure of the voluntary health

15 associations to apply every available dollar to
16 the search for the keys to these scourges.

17 Kornegay declarified that every

18 statistical path Iinking smoking to sone form
19 of ill health leads directly to a | ocked door
20 In 1971, we have a great opportunity for new
21 efforts to find the keys.
22 Any organi zation in a position to apply
23 resources in the search for those keys and
24 which fails to do so will continue to be guilty
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1 of cruel neglect of those whomit

2 serve.

3 MR THOVAS: One counter, Your Honor

4 document.

5 The public has total awareness that
6 snoki ng may be a health hazard, he says,
7 t hey demand facts, not surm se.

8 Thank you, Your Honor

9 THE COURT: Al right.

10 MR SEGAL: Your Honor, | would like to
11 approach on 11389.

12 THE COURT: Al right.

13 MR, SEGAL: Ladies and gentl enen,

15 the vice president of Philip Mrris.
16 C. Bowing, and here it is.

1572

pretends to

A 1971

this is the
14 Novenber 19, 1973 speech by Janes Bow i ng, who was

This is Janes

17 The tobacco industry has long felt a deep
18 nmoral conmmitment in helping to find the answers
19 to the questions that have been rai sed about

20 our products.

21 Twenty years ago, in 1953, the major

22 American cigarette conpanies formally

23 acknow edged a conmtnment to research by

24 establishing the Council for Tobacco Research
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US A

The council is financed as a joint effort
by the major tobacco conpanies. Its
responsibility is to act as the primary
mechani sm t hrough whi ch the conpani es poo
their research grant funds.
MR. KLEIN: One brief counter, Your Honor.
THE COURT: Al right.
MR, KLEIN: Since its founding, the council has
10 provided nore than fifty mllion dollars to a w de
11 wvariety of distinguished scientific institutions for
12 independent research
13 The industry al so provided funds to Washi ngt on
14 University in St. Louis and the Harvard Medica
15 School for extensive and basic research prograns.

©CoOo~NOOOUTA~,WNPE

16 Thank you.

17 MR, SEGAL: Your Honor, finally I would like to
18 approach and publish on 75204.09. This documnent

19 relates -- it's the 1954 Lorillard' s annual report.

20 W can see there it says, the P. Lorrilard Conpany,
21 annual report, 1954. And in that report is the

22 follow ng statement:

23 Cigarette Smoki ng and Lung Cancer

24 The industry continued to be harassed in
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1 1954 by repeated attenpts of sone researchers

2 to associate cigarette smoking with |ung

3 cancer.

4 Cor porate statesmanship dictates the

5 course we nust followin this matter. Wile

6 confident that Lorillard products are not

7 injurious to human health, we are actively

8 engaged in seeking scientifically to determ ne
9 the truth in our own | aboratories and with the
10 i ndustry through the Tobacco I ndustry Research
11 Committee.

12 MR, NEWBOLD: One counter, Your Honor

13 THE COURT: Al right.

14 MR, NEWBOLD: However, nany distingui shed nen

15 of nedicine and recognized authorities in the health
16 field stepped forward in 1954 to chall enge the
17 evidence.

18 One em nent cancer authority is quoted in
19 in an Associ ated Press dispatch as calling his

20 nmedi cal col | eagues who started this controversy
21 fanatics on the subject of nonsnoking.

22 Leonard Engel, in an article entitled Do

23 We Have To G ve Up Snoking in the Decemnber

24 Harper's Magazine, to cite only one of nany
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articles by leading nedical witers in 1954

took a penetrating | ook at the evidence today

and then went on to explain why he is not

giving up cigarettes.

THE COURT: Al right.

MR SEGAL: Your Honor, at this tinme | would
like to present to the | adies and gentlenen the
prior testinmony of Dr. Janes F. Genn. It was given
on May 26th, 1994. At the time of his testinony,

10 Dr. denn was chairman of the Council for Tobacco
11 Research.

©CoOo~NOOOUTA~,WNPE

12 THE COURT: Al right. Do you have sonebody --
13 MR, EVANS: Your Honor, may | approach?

14 THE COURT: You are going to be the reader, or
15 the witness, | should say?

16 MR. EVANS: Thank you, Your Honor.

17 THE COURT: You are going to be using the

18 overahead screen, M. Segal ?

19 MR SEGAL: No, Your Honor. | don't think so.
20 THE COURT: Let's turn the lights on.

21 MR, SEGAL: Ckay.

22 - - -

23

24
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1 JAMVES F. GLENN,

2 being first duly sworn in deposition, testifies and
3 says as foll ows:

4 - - -

5 Q Qut of the 296 studies in your index,
6 wer e where you funded about?

7 MR, THOVAS: Your Honor, |I'msorry, |'m not

8 working fromthe sanme script.

9 THE COURT: Al right. Do you and M. Thomas
10 want to get together?

11 MR, THOVAS: That's not the designation | have,
12 Your Honor. |'msorry.

13 THE COURT: Well, let's see where we are.

14 THE COURT: Are you all right now?

15 MR, SEGAL: Al right. Are you ready,

16 M. denn?

17 Q Qut of the 296 studies in your index
18 where you funded about 19.5 million in grants,
19 as | see fromthe index, only ten or about ten
20 of the projects have anything to do with

21 tobacco. Do you dispute that?

22 A, No, sir.

23 THE COURT: |Is M. Evans going to remmin as

24 the --
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1 MR. THOWAS: Yes, one question -- two questions
2 and two answers.

3 THE COURT: Al right.

4 MR. THOWAS: Dropping down, Dr. G enn.

5 Q Dr. denn, has the Council for

6 Tobacco Research conducted or financed research
7 t hat has found that snoking cigarettes or using
8 oral tobacco increases the likelihood of a

9 person devel opi ng | ung cancer?

10 A. | didn't hear your question, sir.

11 Q Has the CTR conducted or financed

12 research that has found that snoking cigarettes
13 or using oral tobacco increases the |ikelihood
14 of a person getting |ung cancer?

15 A Yes, sir.

16 MR, THOWAS: Thank you.

17 MR, SEGAL: Your Honor, the next testinmony we

18 are going to read is the prior testinony of

19 Dr. Harmon McAllister McAllister taken Cctober 20th,
20 2000, in this case. And at the tine of his

21 deposition, Dr. MAlister was the vice president of
22 the Council for Tobacco Research.

23 THE COURT: Al right.

24 - - -
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HARMON McALLI STER,

being first duly sworn in deposition, testifies and

says as foll ows:
Q Could you please state your full name
and spell your last nane for the record.
A, Harlan McAllister, Mc

Al-l-i-s-t-e-r.
Q And what is your current enploynment?
A. | am an enpl oyee of the Council for

Tobacco Research here in New York.

Q How many enpl oyees are currently part
of CTR?

A.  There are three.

Q Wo are they and what are their
titles?

A. Dr. Janes G enn is president, the
CEQ Lauren Police is the secretary and
treasurer.

Q And yoursel f?

A, And nyself, I'"'mthe vice president.

Q How many publications resulted from
CTR- sponsored research?

A.  Somewhere between six and seven
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1 t housand, on the high end of that, that we know
2 about. There are probably lots of others. W
3 just don't know about them

4 Q How many of those publications were
5 cited by the various Surgeon Ceneral reports on
6 snoki ng and heal t h?

7 A. Citations were around six hundred,

8 but some were cited nultiply, so the range of
9 articles is probably in the range of three

10 hundred or so.

11 Q Three hundred articles were cited?
12 A. At least three hundred, yes.

13 Q And approxi mately seven thousand

14 articles were published as a result of CIR

15 research; correct?

16 A.  Yes. High sixes, yes.

17 Q Over the course of CTR s existence,
18 you indicated that the CIR spent three hundred
19 mllion in total for grants and contracts?

20 A.  Yes.

21 THE COURT: |Is there a --

22 MR. THOVAS: No counterdesi gnations.

23 THE COURT: No counters, all right, fine.

24 Do you want the lights out now?
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1 MR SEGAL: No -- yeah -- well --

2 THE COURT: Okay.

3 MR, SEGAL: Your Honor, the next group of

4 documents which I will read, we are going to have to
5 break. | don't mind doing that. But | just want

6 you to know I'mgoing to get started, but I'm not

7 going to get finished.

8 THE COURT: We will go for fifteen m nutes, and
9 then we will pick it up again at 1:00. |Is that al
10 right?

11 MR, SEGAL: Ckay. Your Honor, at this tine |I'm
12 going to nove the admission of -- and by the way,

13 just for Nick and them we have typed up the exact

14 nunbers so, when |I'm done this norning..

15 Your Honor, we are going to nmove the adm ssion
16 of Plaintiff's Exhibits 6045, 76910.019, 10386,

17 21388, Exhibit 10813, Exhibit 33829, Exhibit 11360,
18 Exhibit 22881, Exhibit 13784, Exhibit 1396, Exhibit
19 1195, Exhibit 435, Exhibit 9648, Exhibit 24978,

20 Exhibit 1405, Exhibit 473, Exhibit 797, Exhibit

21 19671, Exhibit 36983, Exhibit 40176, and Exhibit

22 20759.
23 THE COURT: Al right. Any objection?
24 MR, KLEIN:  Nothing further, Your Honor

http://legacy.library.ucsfedufiid/ydzr5a00/padf



1581

1 THE COURT: Al right.

2 MR SEGAL: Your Honor, if --

3 THE COURT: | understand. Subject of course to
4 the prior rulings, all those exhibits will be

5 admtted into evidence and nade a part of the record
6 in this proceeding, and they may be published to the
7 jury at the conveni ence of counse

8 (The exhibits are so adnmitted.)

9 MR, SEGAL: May | approach? We can go with

10 6045, if you would please put that up

11 Ladi es and gentlenmen, this is authored by

12 M. Goss, who is an executive of Hill & Know ton,
13 the tobacco industry's -- there it is. Here we are,
14 Hll & Knowton, this is 1933. Wait, | need to read
15 it -- | didn't get toread it. It's 1953. 1953.

16 Background material on the cigarette industry

17 client.

18 The follow ng information was given us by
19 the presidents of the |eading tobacco conpanies
20 at the Hotel Plaza this norning.
21 The group was call ed together by M. Paul
22 Hahn, president of the American Tobacco
23 Conpany. The chief executive officers of al
24 t he | eadi ng conpanies, R J. Reynolds, Philip
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1 Morris, Benson & Hedges, U.S. tobacco conpany,
2 Brown & W Ilianmson, have agreed to go al ong

3 with a public relations programon the health

4 i ssue.

5 They feel that they should sponsor a

6 public relations canpaign which is positive in
7 nature and is entirely, quote, pro cigarettes,
8 cl osed quote.

9 They are confident they can supply us

10 wi t h conprehensive and authoritative scientific
11 mat eri al which conpletely refutes the health

12 char ges.

13 They are al so enmphatic in saying that the
14 entire activity is a long-term continuing

15 program since they feel that the problemis

16 one of prompting cigarettes and protecting them
17 fromthese and other attacks that may be

18 expected in the future.

19 Each of the conpany presidents attending
20 enphasi zed the fact that they consider the

21 programto be a | ong-term one

22 And finally, present at the neeting: Wre Paul

23 Hahn, president of the Anerican Tobacco Conpany;
24 Joseph Cullman, Jr., chairman and president, Benson
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Wi t ney

Pet erson, president, U S. Tobacco Conpany.

And | believe that's a

MR, THOWAS: Thank you,
some counters.

Your

Honor .

The industry's position.
The industry is strongly convinced that

2
3
4
5 THE COURT: M. Thomas?
6
7
8
9

W do have

10 there is no sound scientific basis for the

11 charges that have been made.

12 They point out that the National Cancer
13 Institute of the U S. Public Health

14 Admi ni stration, which is a government agency
15 and supported by congressional appropriations,
16 has officially refuted the tie-up between

17 ci garette snmoking and cancer

18 Headi ng: "Responses to Questions."

19 The conpani es' answers to questions put
20 them by John Hill and the undersigned provide
21 val uabl e background. They are as foll ows:

22 WIIl the cigarette conpani es organize
23 t hensel ves into an association publicly

24 announced, which will openly sponsor their
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1 public relations activities?

2 The conpanies replied that they have no

3 desire to set up a snoke screen or front type

4 of organi zati on.

5 Do they accept the principle that public
6 health is paranmount to all else, and would they
7 i ssue a public statenent spelling this out?

8 Everyone present whol eheartedly agreed to
9 this principle and readily consented to

10 wi despread di ssemi nation of a sound statenent
11 of principle.

12 That's a all, thank you, Your Honor

13 MR SEGAL: Your Honor, at this tinme | would

14 like to approach on 76910.19, the Frank Statenent,
15 and | would like to publish certain portions of the
16 Frank Statenent. Here it is, the Frank Statement to
17 Cigarette Snokers.

18 Many peopl e have asked us what we are

19 doing to neet the public's concern aroused by
20 the recent reports. Here is the answer:

21 (1) we are pledging aid and assistance to
22 the research effort into all phases of tobacco
23 use and health. This joint financial aid wll
24 of course be in addition to what is already

http://legacy.library.ucsfedufiid/ydzr5a00/padf



©CoOo~NOOOUTA~,WNPE

19
20
21
22

1585
bei ng contri buted by individual conpanies.
(2) for this purpose, we are establishing
a joint industry group consisting initially of
t he undersigned. This group will be known as
Tobacco Industry Research Committee.
(3) in charge of the research activities

of the committee will be a scientist of
uni mpeachabl e integrity and national repute.
In addition, there will be an advisory board of

scientists disinterested in the cigarette

i ndustry. A group of distinguished nen from
medi ci ne, science and education will be invited
to serve on this board. These scientists wll
advise the committee on its research
activities.

Thank you.

MR, KLEIN:  Nothing further, Your Honor.

THE COURT: Al right.

MR, SEGAL: Next one | would Iike to approach

is 10386.

THE COURT: Al right.
MR, SEGAL: This is authored by H R Hanmer,

23 director of research and devel opnent at the American
24 Tobacco Conpany. And it's a neno, and it says:
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1 The search for a scientific director has
2 been their responsibility fromthe begi nning;
3 whereas, | have participated in the activity

4 for only a few weeks. However, | amin the

5 uni que position of being able to understand

6 sone of the difficulties which have confronted
7 t hem

8 It is difficult to describe the sense of
9 great responsibility which one feels when

10 approaching an interview of a prospective

11 candi dat e.

12 We cannot hel p but wonder how the

13 i ndi vi dual nenbers of the technical comittee
14 woul d assess this man; what the fourteen

15 nmenbers of the TIRC would think of him what
16 i mpressi on he woul d make upon the public; how
17 he woul d nmeet the press; and above all, what
18 effect, over a period of years, he will have
19 upon the fortues of the tobacco industry for
20 once the dye is cast, there is no retreat from
21 the decision. It is for better or for worse.
22 | mght cite three exanples.

23 Cl ayton Loosli, Lee Cark, Leon Jacobson

24 W have, therefore, come to the
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1 concl usion that we nust be satisfied with

2 someone with a reputation for integrity, of

3 reasonabl e confi dence, and, above all, one who

4 is safe for the industry.

5 And you can see the initials HRH which, as I

6 indicated, Your Honor, it's agreed that's H R

7 Hammer, who was the director of research and

8 devel opnment, Anerican Tobacco Conpany.

9 THE COURT: Al right.

10 M5. M DDELHOFF: No counters, Your Honor

11 MR, SEGAL: Next | would like to approach on is
12 21388.

13 THE COURT: Al right.

14 MR, SEGAL: Al right, here what we have is the
15 author is D.GI. Felton. The secondary author was

16 Bentley, who is Inperial Tobacco Conpany Director of
17 research, and anot her secondary author was Reid, who
18 was a research scientist at WIlls Australian Tobacco
19 Conpany, a sister company to B&W

20 This is a report on a visit to the United

21 States and Canada, the visit was fromthe 17th of

22 April through the 12th day of My, 1958, and it's by
23 H R Bentley, D G |. Felton and W W Reid, who
24 just explained which conpanies they were from
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And the itinerary shows, there is the
itinerary, that they nmet on the 28th with the TIRC
the Tobacco Institute Research Conmittee, New York,
with Messrs. Hoyt, Thonmpson fromH Il & Know ton,
then they met with the Industrial Technica
Committee of the TIRC in R chnond on the 5th with
Messrs. Hanmer, Chairman Hoyt and Heckett.

And the 8th, the TIRC in New York with
Dr. Little and Dr. Hockett and on the 10th the TIRC
10 in New York with the Scientific Advisory Board of
11 the TIRC

©CoOo~NOOOUTA~,WNPE

12 Attitude of the U S. Industry to

13 Bi ol ogi cal Testi ng.

14 Liggett & Meyers stayed out of TIRC

15 originally because they doubted the sincerity
16 of TIRC notives and believed that the

17 organi zati on was too unwi el dy to work

18 efficiently. They remain convinced that their
19 m sgi vings were justified.

20 In their opinion, TIRC has done little if
21 anyt hi ng constructive, the constantly

22 reiterated, quote, not proven statements in the
23 face of mounting contrary evidence has

24 t horoughly discredited TIRC, and the SAB of
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1 TIRC i s supporting al nost without exception

2 projects which are not related directly to

3 snoki ng and | ung cancer

4 Liggetts felt that the probl emwas

5 sufficiently serious to justify large scale

6 i nvestment by the conpany directly in

7 experi mental research on snoke and cancer

8 accepting privately that a strong case agai nst
9 t obacco had been made out and avoi di ng any

10 public coment until their own research had
11 provi ded somet hing concrete to offer

12 That concl udes that.

13 M5. M DDELHOFF: No counters, Your Honor

14 THE COURT: Al right.

15 MR SEGAL: Your Honor, | would like to

16 approach on 10831

17 THE COURT: Let ne just take a look at it.

18 It looks Iike it's short.

19 MR, SEGAL: Very short.
20 MR SEGAL: On 10831, this is the author of
21 this docunment is Ceoff Todd, he's a senior scientist
22 at the Tobacco Research Council in England, the
23 secondary author was P. J. Rogers, who was a senior
24 scientist at the Tobacco Research Council in
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1 Engl and.

2 It's a report on policy aspects of the snoking

3 and health situation in the United States.

4 And the date on that docunent is Cctober 1964.

5 Counci| for Tobacco Research

6 As we know, CTR supports only fundanent al

7 research of little relevance to present day

8 pr obl ens.

9 The Council for Tobacco Research, U S A
10 CTR continues as before to confine its research
11 to the diseases with which smoking is
12 statistically associated but not to support
13 research into the product.

14 The Scientific Advisory Board of CIR

15 continue to act and decide on applications for
16 grants to carry out research on what appeared
17 to us to be projects of no nore than renote
18 rel evance to current problens.

19 Al t hough L&M have now joi ned CTR, this
20 was solely in order to present a united front,

21 and L&V s scientific staff are as highly
22 critical of CITR s research policy as ever.
23 MR KLEIN:  No counters, Your Honor

24 THE COURT: Al right. This would be a
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convenient tinme to take the noon break. Please
don't discuss the case anong yoursel ves nor permt
anybody to discuss it with you. W wll see you
back here at 1:00.

M. Newbold, here are sonme materials you gave
ne.

(Thereupon, a luncheon recess is taken at 12:00
noon. )

©CoOo~NOOOUTA~,WNPE

http://legacy.library.ucsfedufiid/ydzr5a00/padf



http://legacy.library.ucsfedufiid/ydzr5a00/pdhdustrydocuments.ucst.edu/docs/khkp0018



